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. 1.0 PURPOSE

1.1 Applicability

This procedure defines the process for terminating a license to possess, use, store and dispose of
licensed radioactive material.

This procedure applies to the disposal of licensed material, decommissioning of the site and
facilities, and surveys adequate to demonstrate that residual radioactivity is within regulatory
limits at such time that a license is terminated.

1.2 References

1.2.1 25 Pa Code
1.2.2 Title 10 Code of Federal Regulations, Part 20, Subpart E - Radiological Criteria for

License Termination
1.2.3 NUREG/BR-0241 NMSS Handbook for Decommissioning Fuel Cycle and Materials

Licensees (replaced by NUREG 1727, however, Type I, II, III, and IV Decommissioning
Types only addressed in this guidance)

1.2.6 NUREG-1575 - EPA 402-R-97-016, Multi-Agency Radiation Survey and Site
Investigation Manual (MARSSIM), August, 2000 (evaluation of residual contamination
of building surfaces and in surface soil)

1.2.7 1.2.8 Draft Regulatory Guide DG-4006, "Demonstrating Compliance with the
Radiological Criteria for License Termination" (replaced by NUREG 1727, however,
contains guidance on how to implement MARSSIM)

1.2.9 NUREG-1549, (Draft) "Decision Methods for Dose Assessment to Comply with
Radiological Criteria for License Termination" (replaced by NUREG 1727, discusses use
of site specific modeling)

1.2.10 D & D, Dose Modeling Code (Buildings)
1.2.11 RESRAD, Dose Modeling Code (Soil Concentration Levels)
1.2.12 RESRAD-Build, Dose Modeling Code (Buildings)
1.2.13 Regulatory Guide 1.86 Termination of Operating Licenses For Nuclear Reactors (1974)

(provides values for acceptable levels of surface contamination, however, not dose based)
1.2.14 NUREG- 1 757-"Consolidated NMSS Decommissioning Guidance"
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1.3 Computer Based Letters, Forms and Reports

1.3.1 Standard Termination Letter
1.3.2 Form 314, "Request for Termination of Specific License and Disposition of Radioactive

Material"

1.4 Hardcopy Files

1.4.1 Terminated License File

1.5 Definitions

1.5.1 Background radiation means radiation from cosmic sources, naturally occurring radioactive
materials, including radon, except as a decay product of source or special nuclear material
and including global fallout as it exists in the environment from the testing of nuclear
explosive devices or from past nuclear accidents such as Chemobyl that contribute to
background radiation and are not under the control of a licensee or registrant. "Background
radiation" does not include sources of radiation from radioactive materials regulated by the
department.

1.5.2 Critical group means the group of individuals reasonably expected to receive the greatest
exposure to radiation for any applicable set of circumstances.

1.5.3 Decommission means to remove a facility or site safely from service and reduce residual
radioactivity to a level that permits release of the property for unrestricted use and
termination of the license or release of the property under restricted conditions and
termination of the license.

1.5.4 Distinguishable from background means that the detectable concentration of a
radionuclide is statistically different from the background concentration of that
radionuclide in the vicinity of the site or, in the case of structures, in similar materials
using adequate measurement technology, survey, and statistical techniques.

1.5.5 Residual radioactivity means radioactivity in structures, materials, soils, groundwater, and
other media at a site resulting from activities under the licensee's control. This includes
radioactivity from all licensed and unlicensed sources used by the licensee, but excludes
background radiation. It also includes radioactive materials remaining at the site as a
result of routine or accidental release of radioactive material at the site and previous
burials at the site.

1.5.6 Voluntary termination means that a licensee has requested that a license be terminated.
1.5.7 License revocation means a license is terminated because the licensee has allowed the

license to expire; did not respond after being informed that the license had expired;
and/or, did not request that the license be terminated or renewed.
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2.0 RESPONSIBILITIES

2.1 Licensing RHP

The licensing RHP is responsible for:

- identifying those licenses that have expired and for notifying the Chief, Radioactive
Materials Licensing

- sending out acknowledgment letters for receipt of termination requests.

- maintaining hardcopy and computer based files.

- processing requests for license termination or for processing expired licenses, as
assigned.

2.2 Chief, Decommissioning and Surveillance Division

The chief, decommissioning is responsible for:

- evaluating and/or conducting final decommissioning surveys, as assigned, or

- over-seeing contractors that are conducting, final decommissioning surveys, as
assigned.

2.3 Chief, Radioactive Materials Licensing

The chief, radioactive materials licensing is responsible for:

- assigning a request for license termination or an expired license to a licensing RHP
for processing. The chief, radioactive materials licensing will instruct the technical
staff member in the required scope of the termination or expired license process, i.e.,
whether the licensee is required to submit a license termination plan (LTP).

- reviewing, approving and signing the license termination.

- in concert with legal counsel, initiating a petition for revocation of the license or other
sanction.

2.4 Chief, Radiation Control Division

The Chief is responsible for reviewing and concurring or not concurring in the recommended
petition for revocation of the license or other sanctions. The Chief is responsible for approving
the implementation of a revocation action and for signing the final order. The initial decision to
proceed with a revocation can be delegated to the Materials Program Supervisor.
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3.0 PROCEDURE

3.1 General Provisions

The criteria for termination of a license is listed in 25 Pa Code 219 and NUREG 1757 The cross-
reference to the federal regulation is shown below.

Pa Code NRC Section Title

219.5 10 CFR 20.1401 Radiological criteria for license
termination

219.5 10 CFR 20.1402 Radiological criteria for
unrestricted use

219.5 10 CFR 20.1403 Criteria for license termination
under restricted conditions

219.5 10 CFR 20.1404 Alternate criteria for license
termination

219.5 10 CFR 20.1406 Minimization of contamination

The licensee shall determine the peak annual TEDE expected within the first 1000 years after
decommissioning, when calculating TEDE to the average member of the critical group..

3.2 Request for Termination

Within 5 working days following the receipt of the request for license termination, the receipt
shall be acknowledged and the licensee informed that the Radioactive Materials Program will
request additional information.

Following the receipt of a request for termination, a determination of the potential for residual
radioactive contamination of the facility shall be made. The license and inspection history shall
be reviewed to determine the potential risk of residual radioactive contamination.

The highest risk would be licensees that utilize significant quantities of unsealed radioactive
material such as, but not limited to, nuclear pharmacies; waste disposal processing and
repackaging services; manufacturing and distribution; nuclear laundries; academic, or medical
type A Broad; and, research and development, Type A Broad.

The lowest risk would be licensees that utilize radioactive materials only in the form of sealed
sources. Unless there has been a significant leak of a sealed source the probability of residual
contamination is essentially zero. NOTE: However, there have been a number of cases of
residual contamination resulting from melting sealed sources contained in measuring gauges.

For licenses that authorize both sealed and unsealed sources of radioactive material the highest
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risk use shall dictate the decommissioning process.

3.3 License Termination - Sealed Sources

Upon the receipt of a request for termination of a license that authorizes the possession and use
of radioactive materials only in the form of sealed sources, the following information shall be
requested from the licensee:

a) a listing of sealed sources currently or last possessed including type, isotope and quantity,
serial number, vendor, date received and use

b) copies of the results of leak tests for each sealed source, if appropriate

c) copies of the records of disposal, decay or transfer to an authorized recipient, for each sealed
source

d) copies of periodic inventories, if appropriate

e) a copy of the results of the final survey of the area where sources were used and stored. The
record should include the type of instrument used and the last calibration date

f) licensee has submitted a properly completed Form 314, Request for Termination of Specific
License and Disposition of Radioactive Material

If the above information, when compared to the license and the inspection history, appears to be
accurate and complete, the license shall be terminated.

If the information is incomplete or appears to be inaccurate an inspection of the facility shall be
conducted and if warranted, enforcement action taken prior to license termination.

3.4 License Termination - Solid, Liquid, Sealed and Gaseous Sources

Upon receipt of a request for termination of a license(s) that authorizes the possession and use of
any radioactive materials in solid, liquid or gaseous form, plus sealed sources, the licensee shall
be requested to submit the following information:

a) a listing of licensed radioactive materials currently or last possessed including type, isotope
and quantity, serial number, vendor, date received and use, if appropriate

b) copies of the results of leak tests for each sealed source, if appropriate

c) copies of the records of disposal, decay or transfer to an authorized recipient, for each
radioactive material listed in a) above

d) copies of periodic inventories, if appropriate

e) a copy of the results of the final survey of the area where radioactive materials were used and
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stored. The record should include the type of instrument(s) used and the last calibration dates

f) licensee has submitted a properly completed Form 314, "Request for Termination of Specific
License and Disposition of Radioactive Material"

If the above information, when compared to the license and the inspection history, appears to be
accurate and complete, and with the exception of sealed sources, the licensee has not possessed
radioactive material with a half life greater than 30 days, the license(s) shall be terminated.

If the information is incomplete, appears to be inaccurate, the final survey revealed radioactive
contamination or the licensee has possessed unsealed radioactive material with a half life greater
than 30 days, an inspection of the facility shall be conducted as determined by the Chief,
Decommissioning and Environmental Surveillance and/or the Regional Office.

If the inspection reveals that all radioactive material has been properly disposed of and an
independent survey reveals no residual activity, the license shall be terminated. However, if items
of noncompliance were noted during the inspection enforcement action shall be taken prior to
license termination.

If an independent survey reveals possible residual activity the licensee shall be requested to
submit a sufficient License Termination Plan (LTP) such that the facility will be decontaminated
to levels acceptable for unrestricted use. NUREG- 1 757can be used in the development,
implementation of the LTP and the termination of the license(s). NUREG 1757 can be used to
evaluate the LTP by the Radioactive Materials Program. In addition, other guidance and/or
modeling codes may address specific issues and may be used as needed (see sub-Section 1.2 of
this procedure).

3.5 Expired License

3.5.1 Licensee Contacted

Within ten (10) working days following the expiration date of a license without the receipt of a
request for license termination or license renewal, the licensee shall be contacted by telephone or
in person and informed that the license expired. The licensee shall be informed that any activity
using radioactive material under the license shall cease, the licensed material shall be placed in
storage or disposed of, and an application for license termination shall be submitted within 30
days.

If the licensee intends to continue license operations and states that the failure to submit an
application for license renewal was just an oversight, the licensee shall be informed that
operations shall cease and that an application for license renewal (extension) should be submitted
as quickly as possible. The licensee shall be informed that operation without a current license
constitutes noncompliance and that appropriate enforcement action will result.

The licensee shall be informed that only the Chief may authorize continued use of radioactive
material without a current license, i.e., grant an exemption.
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The above contact shall be recorded in a Confirmatory Action Letter and transmitted to the
licensee by Registered Mail, Return Receipt Requested.
(A sample letter is attached to RMPP No. 2.03, License Renewal)

3.5.2 Licensee Not Contacted

If the licensee cannot be contacted either by telephone, visit to the address on the license or all
other reasonable efforts, the authorized place of use shall be inspected and surveyed. If no
radioactive materials are found and the survey indicates the facility is free of radioactive
contamination, necessary legal action may proceed in order to revoke the license.

If residual contamination is discovered, the facility shall be decontaminated by the licensee to
levels in the approved decommissioning plan and the license revoked or terminated.

4.0 RECORDS

4.1 Hardcopy

4.1.1 Terminated License plus all attachments (closeout survey and disposition certificate etc.)
are maintained in the licensee's File

4.2 Computer Based

4.2.1 Standard Termination Letter
4.2.2 Form 314, "Request for Termination of Specific License and Disposition of Radioactive

Material"
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1.0 SCOPE / APPLICABILITY

1.1 This procedure provides guidance for entering reports in the Nuclear
Materials Event Database (NMED), documenting material events and
response actions, and submitting reports to the Nuclear Regulatory
Commission (NRC) via the Idaho National Laboratory (INL).

1.2 Emergency actions, event response, and follow up actions (such as corrective
actions and immediate notifications) are not within the scope of this
procedure. See BRP-ER-5.03 and BRP-ER-6.10 for response guidance.

For NRC notification requirements, see Attachment 2 of this procedure, and FSME
Procedure SA-300 (FSME Procedures may be obtained from the internet at:
http://www.hsrd.ornl.gov/nrc/procfrm.htm).

2.0 INTRODUCTION

2.1 The NMED system was established for the collection, control, and review of
material events that are reported to the NRC by the states. The database was
originally intended to document material events in the scope of the Atomic
Energy Act (AEA): byproduct, source, and special nuclear materials. NMED is
also one method of evaluation of Agreement State Radiological Programs by
the NRC IMPEP Team.

2.2 The materials event reporting system actually involves two databases, one is
maintained on the Nuclear Regulatory Commission (NRC) website and the
other is a maintained locally. Entries are made into the local database and
subsequently transmitted to the NRC contractor, INL, where they undergo
review prior to inclusion to the NMED.

2.3 The NRC and Agreement States use NMED to track events and event trends.
The NRC performs quarterly and yearly evaluation of the NMED records, and
prepares quarterly and annual reports. These reports are available from the
NMED website.

2.4 The NMED database can be queried to evaluate trends, as well as to obtain
details about events involving radioactive materials.

2.5 The Council of Radiation Control Program Directors (CRCPD) petitioned the
NRC to include Non-AEA materials in the national database. The CRCPD
encourages the use of NMED to track lost, stolen, discovered/found and
abandoned radiation sources.

2.6 BRP will use NMED to track events involving lost, stolen, abandoned or found
radioactive material under specific or general license or order authorized by
any Federal, State or other government agency. At the discretion of BRP, the
local database will be used to document and track closure of Commonwealth
radiation events that may not be required to be reported to NRC by SA-300.
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3.0 PERSONNEL RESPONSIBILITIES

3.1 Regional Radiation Protection Program Manager or RP Program staff
3.1.1 Responsibilities

a. Provide timely information on events to the Bureau Director and
Radiation Control Division Chief. Information that is required to
complete a data entry is shown in Attachment 1.

b. Perform searches of the national NMED database as necessary.
3.2 Radiation Control Division

3.2.1 Responsibilities
a. Provide for review of NRC quarterly trending reports and

dissemination of information as appropriate.
b. Provide for report input to the local database using the reporting

thresholds in SA-300.
c. Provide for periodic data submissions by e-mailing NMED entries to

the NRC via INL.
d. Assist staff in searches of the national NMED database as required.
e. Maintain the local database and provide unique identification

numbers for reports received.
f. Ensure records submitted are complete and closed by the state in

NMED.

4.0 NMED DATABASE ENTRIES

4.1 DATABASE ENTRIES
4.1.1 Data entry requires access to the NRC provided software.
4.1.2 Open the database; this will open the main menu.
4.1.3 On the main menu, open "create and edit records," this will open the

"master event list."
4.1.4 Note the most recent (last) event record number.
4.1.5 On the master event list, select "add record".
4.1.6 Enter the next sequential event number in the format of state

abbreviation "PA," dash, last two digits of the year, event number.
Example: PA-060010 is the event number for the tenth event recorded
for the Commonwealth in the year 2006.

4.1.7 Populate the remaining information fields, e.g. licensee / registrant
name, address, telephone number(s), device names, etc. to describe
the event. Use pick-lists (drop down menus) when possible to
standardize information and simplify future keyword searches.

4.1.8 Select "next" to go to the "narrative" page.
4.1.9 Enter a narrative description of the event using the information

submitted on Attachment 1 of this procedure or equivalent. The
narrative can be viewed from the outside and should not contain
sensitive, confidential or proprietary information.

4.1.10 Select "next" and enter any applicable references.
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4.1.11 Select "Next" after each entry to save the changes.
4.1.12 Select "Master Event List" when all entries are complete.

Note: this record is only saved on the local database. Forwarding the
event record to the NRC is necessary to complete an event record in
the national database.

4.1.13 If the event report is to be submitted to the national NMED database,
then forward the report per section 4.3 in accordance with SA-300
frequency.

4.2 UPDATING OR MODIFYING A REPORT
4.2.1 Data entry requires access to the NRC provided software.
4.2.2 Open the database; this will open the main menu.
4.2.3 On the main menu, select "create and edit records,". this will open the

"master event list."
4.2.4 Select the report to edit or update then select the Edit button.
4.2.5 If the report is to be updated on the national database, ensure the

"Send this report to NRC" field displays "YES."
4.2.6 Edit report fields as necessary, choosing NEXT after each entry.
4.2.7 If the event report is to be submitted to the national NMED database,

then forward the report per section 4.3 in accordance with SA-300
frequency.

4.3 FORWARDING INFORMATION TO THE NATIONAL DATABASE
4.3.1 Open the database; this will open the main menu.
4.3.2 While on the main menu, open "create a file of records to send to the

NRC".
4.3.3 The screen will change to the "create transfer file"
4.3.4 Fill in dates that include the file dates for transfer. The default start

date is the date of the last file transfer. Select the "create transfer
file" button.

4.3.5 Select "E-mail to INL".
4.3.6 Follow instructions provided.

4.4 SEARCHING THE NATIONAL DATABASE
4.4.1 Access the NMED website, https://nmed.inl.gov/
4.4.2 Enter your User ID and Password
4.4.3 Select"search the NMED"
4.4.4 Select search criteria and follow instructions provided.

4.5 SEARCHING THE LOCAL DATABASE
4.5.1 The local database is maintained on a network drive.
Local database searches should be performed by the responsible individual.

END OF PROCEDURE
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Attachment 1
Minimum Basic Event Information for a Complete Report

1. Essential Details
a. State Event Report Identification No.
b. Licensee name and location, including licensing State.
c. License / Registration # or identify as General Licensee (if applicable).
d. Event date, time of occurrence and location (site) of event.

e. Event circumstances and details including source radionuclide and activity.

f. Date State Agency was notified of event by licensee or non-licensee.
g. Notifications: police, FBI, other States; as needed.
h. NRC reportable? Applicable State reporting requirement.
i. Position title(s) of persons involved
j. Licensee corrective actions.
k. Possible generic safety concerns.
I. Root cause(s) and contributing factors.
m. Actions taken by the State. Onsite inspections; enforcement actions.

2. Source/Radioactive Material/Devices
a. Isotope and activity; manufacturer, model and serial number, leak test results, if

applicable.
b. For events involving lost, stolen or abandoned material does source exceed IAEA Category 2 quantity?

c. For equipment/device involved make, model and serial no., provide clear description of any equipment
problems.

3. Release of Licensed Material or Contamination
a. Release type (air or water); contamination (person or surface); isotope and activity

released

4. Medical Event
a. Procedure administered; dose intended and dose administered; isotope and activity administered; target

organ

b. Patient and Referring Physician notified?

5. Overexposure

a. Indicate short and long-term health effects and exposure type (e.g., whole body or extremity)

b. Is event a potential Abnormal Occurrence? (see SA-300)

6. Transportation
a. Type of transport; identity of shipper; package type and ID number (if available)__

NOTE: Provide monthly updates until event is closed and actions are complete.
Reference the State Event Report ID number in future updates and correspondence.

Source. FSME Procedure SA-300, Reporting Material Events, Appendix; Handbook on Nuclear event Reporting in the Agreement States, March
2006.
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Attachment 2
I. .1

ortinci Schedule for A

0

Significant reportable
events requiring 4 hours
or less 2 notification by

Agreement State licensees.

Agreement States should report to NRC
within 4 hours of notification by an

Agreement State licensee.
Report initial information to

the NRC Operations Center5

(301) 816-5100 or
(301) 951-0550

FAX #: (301) 816-5151V)

0

qe.
C4

Significant reportable
events requiring 24 hours

or less notification by
Agreement State licensees.

Agreement States should report to NRC
within 24 hours of notification by an

Agreement State licensee.

Events involving theft or
terrorist activities should
be reported to the FBI.3

Agreement and non-Agreement States
should report to the FBI within 24 hours

of notification.

Email: NMED@INL.GOV
Telephone: 208-526-6904

30 Agreement State should provide 30-60 or
>- 30r-r60 day reportable day notification and any follow-up 208-526-0990-fax

than 24 hour notification reports to NRC-NMED on a monthly Disk/CD: INL, P.O. Box 1625,

basis. NOTE: Licensee reports received Idaho Falls, ID 83415 Attn:by Agreement State within less than 30 days of the date of Thomas W. Smith
I licensee and event follow the monthly report may be included in or

0 up reortsoro uthe next month's report.6  Written: Director of FSME US

NRC, Washington, DC
20555

S Lost, stolen, or abandoned
O sources reported to the

Agreement State that are Voluntary reporting by the Agreement Email: NMED@INL.GOV
.5 non-AEA or unlicensed States and non-Agreement States.?
_' material and not covered by
0> the above two categories.

Rev. 3, December.2005 Source. FSME Procedure S4-300, Appendix; Handbook on Nudear Event Reporttng in the Agreement States, 3/2006
1) Personal or sensitive information should not be included in event descriptions (e.g., names, personal addresses, or-- social security--
numbers).
2) Events involving lost, actual or attempted theft, sabotage, or diversion of radioactive materials or devices containing "high-risk" sources in
quantities greater than or equal to the quantities of concern (i.e., quantities greater than or equal to Category 2 sources listed in the
International Atomic Energy Agency's Code of Conduct and as outlined in reporting requirements in 10 CFR Part 20.2201
3) A revision to the U.S. Code assigns lead responsibility for material events involving possible theft or terrorist activities to the Federal
Bureau of Investigation (FBI).
4) A sample fax to the NRC Operations Center is available in Table 1 of FSME procedure SA-300.
5) The NRC Operations Center staff will promptly notify the appropriate Region Duty Officer (RDO) and Headquarters staff of Agreement
State events. Therefore, no separate notification to other NRC staff by an Agreement State is necessary.
6) An example of the minimum basic event information required for a complete record is provided in Section 3 of SA-300.
7) Voluntary reporting is a joint national effort of the NRC and the Conference of Radiation Control Program Directors (CRCPD) to track all
types of non-AEA, unlicensed or non-reportable AEA lost and found radioactive material. More information about the national program may be
found in SA-300.
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Radioactive Materials Program Procedure
Radiological Incident Response

1.0 PURPOSE

1.1 The following statements describe the applicability and purpose of
this procedure. The procedure:

1.1.1 Applies to all Bureau of Radiation Protection (RP) staff or Regional Office
Radiation Protection (RP) staff responding to a non-nuclear power plant
incident involving real or suspected radioactive materials. This procedure
does not apply to a known or suspected terrorist incident.

1.1.2 Addresses preparations for responding to a radiological incident.
1.1.3 Describes appropriate radiation detection instruments and other

equipment potentially required for use during a response to a radiological
incident.

1.1.4 Describes safety precautions for RP staff and other responders during a
response effort.

1.1.5 Describes options for identifying unknown radioactive material in the field.
1.1.6 Establishes guidelines for managing, including impounding, radioactive

material that is, or could be, a threat to public health and safety.
1.1.7 Describes management options for radioactive material.
1.1.8 Addresses event reporting requirements and methods.

1.2 References

1. BRP-ER-6.01 - Field Team Operations
2. BRP-ER-6.02 - Emergency Equipment Operational Checks and Maintenance
3. BRP-ER-6.04 - Radiological Rapid Response Vehicle Operation
4. BRP-ER-6.09 - Dedicated Field Team Response Vehicle Operation
5. BRP-ER-5.03 - Initial Notification for Radiological Incidents
6. BRP-RM-03 - The Nuclear Materials Event Database
7. SA-300 - FSME Procedure, Reporting Material Events, Appendix; Handbook

on Nuclear Event Reporting in the Agreement States, March 2006.
8. 25 Pa Code 219 Subchapter M.
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2.0 RESPONSIBILITIES

2.1 BRP Radiation Control Division

* Maintains the incident response reports, forms and analysis results in hard
copy files.

2.2 Initial Contact

* Makes notifications and complies with BRP-ER-5.03

NOTE: Any notifications that are required to be made immediately
by the licensee should be made to PEMA, and from PEMA to the
BRP Initial Contact

* Responds to incidents involving radioactive materials, as directed by BRP

Bureau Director or RP Regional Manager.

2.3 BRP Bureau Director or RP Regional Manager

* Receives initial notification of radiological incidents and determines level of
response required.

" Routine Incident response (i.e., minor transportation, solid waste or metal
recycling facility) will be handled by the RP Regional Manager or designee.

" Makes notifications and complies with BRP-ER-5.03.

* With major incidents the Bureau Director will determine who takes the role of
Radiological Assessment Director, which is the lead role in coordinating the
response to incidents involving radioactive materials.

* Determines the level of response required. Factors that should be
considered include:

* Potential to escalate
• Location of incident
• Impact on routine public life or available services
* Potential for exposure or contamination
* Media interest
* Type of release
* Involvement of other responders
* Request for specific type of assistance
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2.4 Radiation Control Division Chief

* Calls the BRP Bureau Director or RP Regional Manager for additional
instructions and information, and provide assistance as needed

* Makes decisions to impound radioactive materials found in the public domain

with concurrence of the BRP Bureau Director.

* May approve impoundment of radioactive materials.

* Prepares a report documenting the incident response, including all forms,
surveys and analysis results.

* Ensures a unique identification number is assigned and an initial report is

entered into the NMED database.

0 Recommends to the BRP Bureau Director if legal assistance is required.

* Ensures that notifications are made of reportable events and required reports,
as specified in Attachment 3 of this procedure, 25 Pa Code 219 Subchapter
M (Reports), FSME Procedure SA-300 and Handbook entitled "Nuclear
Materials Event Reporting in Agreement States," to the NRC Operations
Center and Region I Office for immediate and 24-hour reports, or the Region I
Office for 30-day reports.

* Ensures that written documentation of reportable incidents is provided to the
Region I office and NMED within 30 days of receipt of the report from
licensee. Abnormal occurrences should be identified using the criteria in
FSME Procedure SA-300 and Handbook entitled "Nuclear Materials Event
Reporting in Agreement States.

* Ensures an information notice is published or delivered to licensees,
manufacturers, other state and federal radiation control regulators, etc of any
situations or events that may occur at other sites.

2.5 Emergency Response Section Chief

* Assigns Central Office staff to respond to incidents involving radioactive
materials as needed.

* Coordinates response effort, in cooperation with the Radiological Assessment
Director.

" Maintains communications with incident scene and updates Pennsylvania
Emergency Management Agency

" Assigns staff to respond to State Emergency Operations Center as
requested.
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3.0 PROCEDURE

3.1 Initial Notification

3.1.1 Perform steps in BRP-ER-5.03 - Initial Notification Procedure for
Radiological Incidents

3.1.2 Advise the caller on proper measures to limit exposure and minimize the
spread of contamination.

3.2 On Scene Response

3.2.1 A minimum of two people shall respond to a radiological incident.
3.2.2 All equipment and instrumentation necessary to respond to a radioactive

materials incident is identified in BRP-ER-6.02.

Note: Prior to use, all instruments shall be operationally checked in
accordance with BRP-ER-6.02..

In addition to the equipment in BRP-ER-6.02 the following should be taken to the
scene

a. A multi-channel analyzer if the situation may require a field
identification of unknown isotopes.

b. Camera
c. Cellular phone.
d. Other instruments and supplies, as necessary.

3.2.3 Site Approach

* Approach the incident site/material from upwind.
* Turn on exposure rate instrument before approaching the incident

site.
* Obtain current information from on scene personnel.
* Coordinate response efforts prior to approaching the material.
* Ask for a shipping manifest if a transportation incident.
* If there is the potential for contamination, wear plastic booties and

gloves.
* Establish a 1 mR/hr exclusion zone around the material if not already

done. Determine who may enter the exclusion zone and under what
conditions.
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3.2.4 Document the following, as it occurs, in the logbook provided in the
'response kit':
* Date and time of all major activities related to the incident.
* Model and serial numbers of all instruments used.
* Names of RP responders.
• A physical description of the incident site.
* Location or orientation of any materials.
* Background radiation levels.
* Survey results.
* Amount of material present.
* Any markings or inscriptions associated with the material.
* Disposition of the material.
* Names, phone numbers and addresses of all individuals involved, in

case follow-up is required.

3.2.5 Determine if material needs packaging.

Note: If material must be bagged, double bag the material with a
minimum of one MIL-SPEC bag being the outermost bag. Seal bags
with tape. Attach a completed radioactive-material tag to the outside
bag, including activity, isotopes and radiation readings.

3.2.6 After the material has been safely packaged or ensured to be in safe
condition, do the following:
* Determine best location for temporary storage.
* Ensure that decontamination issues are addressed.
* Initiate attempt to locate owner of material.
* Contact Radiation Controls Division Chief (primary) or Radiological

Assessment Director (secondary) for direction and authorization for
management of the material (See Attachment BRP-ER-6.10
Attachment 1, Radiological Incident Response Impoundment
Guidelines).

* If the material is verified as NRC licensed material, notify via the 24-
hour NRC Operations Center (301-816-5100). (Note: NRC Reporting
will be modified once Agreement State status is obtained)

* If no owner can be found, notify EPA Region 3 (1-800-438-2474) for
possible assistance in disposing of the material, if appropriate.

3.2.7 Materials being transported for analysis or storage should be packaged to
meet DOT requirements if practical.

Note: DOT exemptions should be used for scrap and waste shipments
containing unidentified radioactive material.
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3.3 Report

3.3.1 The Radiological Assessment Director or designee prepares a draft report
within 15 days documenting all information gathered, the disposition of
the material, and a list of all the parties involved. The report is required
for all incident response, including phone consultation for reportable
incidents. The draft report shall be in memo form and addressed to the
Radiation Control Division Chief or designeee. After review and
concurrence, the final report shall be issued within 15 days.

3.3.2 Provide a copy of the final report to the BRP Bureau Director.

3.3.3 The Radiation Control Division Chief or designee will ensure the incident
data is input to the Nuclear Material Events Database (NMED) and the
event report is forwarded to the NRC.

3.3.3.1 Attachment 2 contains the minimum information required for event
reports to NMED.

3.3.3.2 For guidance on forwarding reports to the NRC and NMED, refer
to BRP-RM-03, Nuclear Materials Event Database and FSME
Procedure SA-300 and Handbook entitled "Nuclear Materials
Event Reporting in Agreement States."

3.3.4 If the event involved materials, devices, or actions that have generic
implications and may occur at other sites, an information notice should be
initiated to inform licensees, manufacturers, and/or state and federal
radiation control regulators.

3.4 Follow-up

3.4.1 Inventory and re-supply emergency kits and return to state of readiness in
accordance with BRP-ER-6.02.

3.4.2 In consultation with Radiation Control Division Chief, determine if any
whole body counts, bioassays or personnel dose determinations are
warranted.

3.4.3 In consultation with Radiation Control Division Chief, determine if training
or information for any individuals involved in the incident is warranted.

3.4.4 Ensure all follow-up actions, notifications, and reports are completed and
documented.
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4.0 RECORDS

4.1 Hardcopy

4.1.1 Incident Notification Form
4.1.2 Sheets completed from logbook provided in "Equipment Response Kit"
4.1.3 Report on Incident
4.1.4 Photographs (if taken)

4.2 Computer Based

4.2.1 NMED Report- If applicable
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Attachment I
Radiological Incident Response

Impoundment Guidelines

Management will consider the following questions before approving a request to

impound radioactive materials:

Regulatory Control:

* Are the radioactive materials under the direct control and responsibility of a licensee
or registrant?

" Are the materials in a controlled location?
• Are the materials directly and negatively impacting public health and safety?
" Is there a possible public perception problem with the current location?

Physical/chemical form:

* What is the isotope and physical/chemical form of the material?
• Are other hazardous or explosive materials involved?
* What is activity of the material?

Physical condition:

* Are the materials intact, crushed, leaking or damaged in some way?
* Are the materials concentrated or dispersed over a large area?
* Are the materials separate or part of a larger device?

Amount: What is the volume of the material?

Transportation: Can the materials be transported safely?

Waste management:

Does managing the materials involve simple storage or is any processing involved in
disposing of the materials?

Alternatives:

* Are there any safe and reasonable alternatives to the state impounding the material?
* Is there a temporary storage location and responsible party available?
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Attachment 2
Minimum Basic Event Information for a Complete Report

1. Essential Details (Provide) 2. Source/Radioactive Material/Devices

a. State Event Report Identification No. a. Isotope and activity; manufacturer, model and serial
number, leak test results, if applicable.

b. Licensee name and location, including b. For events involving lost, stolen or abandoned material
licensing State. does source exceed IAEA Category 2 quantity? Provide

monthly event update through closure of event.

c. License No. or identify as General Licensee, c. For equipment/device involved indicate the
(if applicable). make, model and serial no. and provide clear

description of any equipment problems.

d. Event date, time of occurrence and location 3. Release of Licensed Material or
(site) of event. Contamination

e. Event circumstances and details including a. Release type (air or water); contamination
source radionuclide and activity. (person or surface); isotope and activity released

f. Date State Agency was notified of event by 4. Medical Event
licensee or non-licensee.

g. Notifications: local police, FBI, and other a. Procedure administered; dose intended and dose
States; as needed. administered; isotope and activity administered; target

organ

h. Whether the event is NRC reportable and b. Patient and Referring Physician notified?
the
applicable State reporting requirement.

i. Persons involved. Note: include position 5. Overexposure
title(s) but do not submit personal or privacy
information.

j. Licensee corrective actions and what actions a. Indicate short and long-term health effects and
were performed to prevent recurrence? exposure type (e.g., whole body or extremity)

k. Possible generic safety concerns b. Is event a potential Abnormal Occurrence?

I. Root cause(s) and contributing factors 6. Transportation

m. Actions the State took? Onsite inspections, Type of transport; identity of shipper; package

any enforcement actions? type and ID number (if available)

Source: FSME Procedure SA-300, Appendix; Handbook on Nuclear Event Reporting in the Agreement States, 3/2006.
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Attachment 3

I

11 Event Reportinq Schedule for Agreement States 11

0

Significant reportable
events requiring 4 hours or

less2 notification by
Agreement State licensees.

Agreement States should report to NRC
within 4 hours of notification by an

Agreement State licensee.

U)

0cm

Significant reportable
events requiring 24 hours

or less notification by
Agreement State licensees.

Events involving theft or
terrorist activities should
be reported to the FBI. 3

Agreement States should report to NRC
within 24 hours of notification by an

Agreement State licensee.

Report initial information to the
NRC Operations Center 5

(301) 816-5100 or
(301) 951-0550

FAX #: (301) 816-5151
.4

Agreement and non-Agreement States
should report to the FBI within 24 hours

of notification.

Email: NMED@INL.GOV
Telephone: 208-526-6904

UO Agreement State should provide 30-60 or
30- 60 day reportable day notification and any follow-up reports 208-526-0990-fax

a events requiring greater to NRC-NMED on a monthly basis. Disk/CD: INL, P.O. Box 1625,
o than 24 hour notification by NOTE: Licensee reports received within Idaho Falls, ID 83415 Attn:

Agreement State licensee less than 30 days of the date of the Thomas W. Smith
and event follow-up reports. monthly report may be included in the or

next month's report.6  Written: Director of FSME US
NRC, Washington, DC

20555

> Lost, stolen, or abandoned
sources reported to the

Agreement State that are Voluntary reporting by the Agreement
non-AEA or unlicensed States and non-Agreement States.7  Email: NMED@INL.GOV

-) material and not covered by
> the above two categories.

Rev. 3, December 2005
Source: FSME Procedure SA-300, Appendix; Handbook on Nuclear Event Reporting in the Agreement States, 3/2006.

1 Personal or sensitive information should not be included in event descriptions (e.g., names, personal addresses, or-- social security-- numbers).
2 Events involving lost, actual or attempted theft, sabotage, or diversion of radioactive materials or devices containing "high-risk" sources in quantities
greater than or equal to the quantities of concern (i.e., quantities greater than or equal to Category 2 sources listed in the International Atomic Energy
Agency 's Code of Conduct and as outlined in reporting requirements in 10 CFR Part 20.2201
3 A revision to the U.S. Code assigns lead responsibility for material events involving possible theft or terrorist activities to the Federal Bureau of
Investigation (FBI).
4 A sample fax to the NRC Operations Center is available in Table 1 of FSME procedure SA-300.
5 The NRC Operations Center staff will promptly notify the appropriate Region Duty Officer (RDO) and Headquarters staff of Agreement State
events. Therefore, no separate notification to other NRC staff by an Agreement State is necessary.
6 An example of the minimum basic event information required for a complete record is provided in Section 3 of SA-300.
7 Voluntary reporting is a joint national effort of the NRC and the Conference of Radiation Control Program Directors (CRCPD) to track all types of
non-AEA, unlicensed or non-reportable AEA lost and found radioactive material. More information about the national program may be found in SA-
300.
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Compliant Processing

1.0 INTRODUCTION

The eFACTS Complaint Tracking System Abbreviated User's Guide defines a
complaint as "a discrete instance of communication to DEP by the public or other
source describing an alleged event, incident, wrong doing, or concern which is
perceived as a threat to life or the environment, and/or believed to violate
environmental law between a client and DEP."

The NRC defines allegation as "a declaration, statement, or assertion of
impropriety or inadequacy associated with NRC regulated activities, the validity of
which has not been established. This term includes all concerns identified by
sources such as individuals or organizations, and technical audit efforts from
Federal, State, or local government offices regarding activities at a licensee's site.
Excluded from this definition are inadequacies provided to NRC staff by licensee
employees acting in their official capacity, matters being handled by more formal
processes such as 10 CFR 2.206 petitions, misconduct by NRC employees or NRC
contractors; nonradiological occupational health and safety issues; matters reported
to the NRC by Agreement States resulting from Agreement State inspections or
licensing activities that are forwarded to NRC as a matter of conducting official
business, and matters involving law enforcement and other Government agencies."

For the purposes of this procedure the Radiation Protection Program will consider
complaints and allegations to be synonymous. In this procedure, the term
"!complaint" will be used. Furthermore any concern raised by any individual
regarding activities within the Commonwealth will be entered into the Complaint
Tracking System (CTS) per the CTS Guidance.

1.1 Scope

The scope of this document is the handling of complaints relating to radiation,
radiation sources, radioactive material or radiation producing machines against any
entity within the Commonwealth of Pennsylvania. Examples within Radiation
Protection include, but are not limited to, radioactive materials licensees,
accelerator licensees, X-ray registrants, and other facilities where radiation sources
are located or used.

1.2 Definitions

For the purposes of this procedure the definition of complaint shall include both
the eFACTS Complaint Tracking System Abbreviated User's Guide and the NRC
Management Directive 8.8 definitions. In instances where the two definitions
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conflict the more broad should apply. Furthermore, it shall be expanded to include
concerns for threats to safety and property.

2.0 Processing a Complaint

2.1 Complaints Received in Central Office

The staff person receiving the information shall record all relevant information and
forward it to the relevant Regional Office CTS Coordinator with the relevant
Regional Radiation Protection Program Manager (RPPM) on cc. The Regional
Office CTS Coordinator shall follow Department guidance on managing
complaints, including the handling of correspondence associated with the
complaint. Staff should refer to NRC MD 8.8, Management of Allegations, for
examples of questions to be asked during contact with the complainant.

2.2 Complaints Received by the Program in Regional Offices

The staff person receiving the information shall record all relevant information and
forward it to the relevant Regional Office CTS Coordinator with the relevant
Regional Radiation Protection Program Manager on cc. The Regional Office CTS
Coordinator shall follow Department guidance on managing complaints, including
the handling of correspondence associated with the complaint. Staff should refer
to NRC MD 8.8, Management of Allegations, for examples of questions to be
asked during contact with the complainant. Staff should generally refer to NRC
Management Directive 8.8, Part I-B, "General Documentation of an Allegation"
for procedures to be utilized to protect sensitive and/or confidential information in
a complaint file.

3.0 Complainant Protection

3.1 Anonymity

Should the complainant request anonymity, his/her name and contact information
shall be collected but NOT entered into the CTS. In such instances the
complainant name and contact information shall be recorded on paper along with
the related Complaint ID number and stored with the Regional CTS Coordinator
until the complaint is closed. When the complaint is closed, the paper record shall
be marked confidential and placed in the related facility file. Staff should
generally refer to NRC Management Directive 8.8, Part I-B, "General
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Documentation of an Allegation" for procedures to be utilized to protect sensitive
and/or confidential information in a complaint file, including the ananymity of a
complainant.

The complainant must be advised that it is not always possible to protect his/her
identity.

3.2 Whistleblower

The Program will make every effort to facilitate compliance with the Pennsylvania
Whistleblower Act (Act 169 of 1986).

4.0 Procedure

Upon receipt of the complaint from the CTS Coordinator or from (regional) staff,
the Regional Radiation Protection Program Manager (RPPM) will make an initial
evaluation of the complaint, and, as necessary, assign regional staff to investigate
the matter. This investigation may involve contacting the complainant and
obtaining additional information as necessary, and may require a visit to the
complainant, the facility, or any location identified in the complaint. As necessary,
the regional staff member may conduct a special investigation of the regulated
entity or the facility, gathering information to determine whether any threat to life,
property or the environment occurred, is occurring, or might occur.

Upon completion of the investigation, the assigned regional staff member will
document the investigation, and review it with his/her supervisor and the RPPM.
The regional staff member will document the investigation in eFACTS, and start
any inspection-related public documents (such as a letter to the regulated entity
concerning the results of the investigation, if concluded). The RPPM will forward
a summary of the investigation to the regional CTS Coordinator to close out the
complaint. The CTS Coordinator will handle correspondence with the complainant
concerning the results of the investigation, following the guidance in the
Complaint Tracking System guidance and Departmental protocols.

4.1 Procedure for Complaints Against Program Personnel

All complaints against Commonwealth employees are to be directed immediately
to the employee's supervisor and are NOT to be entered into the CTS. In
accordance with the Department of Environmental Protection (DEP) Supervisor's
Guide to Progressive Discipline, the supervisor shall contact the DEP Bureau of
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Human Resources to coordinate an investigation and any subsequent disciplinary
action.

5.0 References

Complaint Tracking System Guidance (April 26, 2001)

eFACTS Complaint Tracking System Abbreviated User's Guide (July 6, 2004)

NRC Management Directive 8.8 (Management of Allegations)

NRC SA-300 (Reporting Material Events)

PA Right to Know Act (159 of 1984)

PA Whistleblower Act (169 of 1986)

PA Management Directive 205.16 (Whistleblower Act Compliance)

Health Insurance Portability and Accountability Act of 1996 (HIPPAA)

DEP Supervisor's Guide to Progressive Discipline - available at:
(http://intrabhr.pader.gov/ersd/DisciplineandAppeals/Discipline%20Homepage.ht
m)
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APPEALS FROM ACTIONS OF THE DEPARTMENT

A. Timely Appeals.

1. The Board has jurisdiction over appeals from final actions of the Department
which adversely affect an appellant. Borough of Ford City v. DER, 1991
EHB 169; see also Rule 1021.2(a) (defining "action").

2. If there is any doubt as to the appealability of a Department action, a notice
of appeal should be filed as a protective measure within 30 days of the
Department's action. See Russell Industries, Inc. v. DEP, 1997 EHB 1048.
If no appeal is properly filed, an action of the Department becomes final, and
is no longer appealable. 35 P.S. § 7514(c).

3. The Department's action which is the subject of an appeal to the Board is not
stayed pending disposition of the appeal unless a supersedeas is obtained
from the Board. Environmental Hearing Board Act, 35 P.S. § 7514(d)(1).
See Section VI (Petitions for Supersedeas).

B. Appealable Actions.

1. Issuance of an order, permit, license, certification or decisions by the
Department.

2. A letter or other written communication, although not labeled an order, but
which requires specific action on the part of a recipient, may possess the
characteristics of an order. Borough ofKutztown v. DEP, 2001 EHB 1115;
202 Island Car Wash, L.P. v. DEP, 1999 EHB 10; Medusa Aggregates v.
DER, 1995 EHB 414; Martin v. DER, 1987 EHB 612. See also Borough of
Edinboro v. DEP, 2000 EHB 835; Goetz v. DEP, 2000 EHB 840 (inspection
report); Harriman Coal Corp. v. DEP, 2000 EHB 1295. Factors the Board
will consider include:

a. wording of the letter;

b. substance, meaning and purpose of the letter;

c. practical impact;

d. regulatory and statutory context;

e. apparent finalizing of the letter;

f. relief the Board may be able to offer;
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g. any other indication of a letter's impact upon the recipient's personal
or property rights.

Borough ofKutztown v. DEP, 2001 EHB 1115. See also Eljen Corp. v. DEP,
EHB Docket No. 2005-257-K (Opinion issued December 2,2005); Beaver v.
DEP, 2002 EHB 666.

3. Issuance of a civil penalty assessment.

II. FORM AND CONTENT OF NOTICE OF APPEAL

A. Form of Appeal. Copies of the notice of appeal form and filing instructions are available
from the Board and from its website, http://ehb.courtapps.com. However, it is not
necessary to use them, as long as the information required by Rule 1021.51 is provided to
the Board.

1. Concurrent with its filing, the appellant must serve a copy of the notice of
appeal on the persons listed in Rule 1021.51 (g), including the recipients of
the Department's action. See also Rule 1021.34. The Board has recently
amended Rule 1021.51 to include additional persons as "recipients" upon
whom service is required, including among others, affected municipalities in
certain actions under the Sewage Facilities Act and "other interested parties
as ordered by the Board." Rule 1021.51(h).

2. Although important, concurrent service on the recipient of the government
action is not a jurisdictional requirement. White Township v. DEP, EHB
Docket No. 2005-097-R (Opinion issued July 18, 2005); Thomas v. DEP,
2000 EHB 598; Ainjar Trust v. DEP, 2000 EHB 505. See also Clabbatz v.
DEP, EHB Docket No. 2004-216-L (Opinion issued April 14, 2005) (failure
to perfect an otherwise timely appeal by effecting service on the other parties
within 30 days of the Department action, does not render an appeal untimely.)

3. A copy of the Department's action must also be included with a notice of
appeal. Rule 1021.51 (d). Where the issuance of a permit is being appealed,
it is only necessary to include the permit itself, not the attachments such as
maps or portions of the application incorporated into the permit by reference.

4. A party's signature constitutes a certification that there are good grounds to
support the information contained in the notice of appeal and that it has not
been filed for an improper purpose, such as to harass. 25 Pa. Code § 1021.31.

5. A notice of appeal is not a pleading, therefore no response is permitted or
required. Rule 1021.2. Pitikus v. DEP, 2004 EHB 910.
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B. When to File.

1. The notice of appeal must be received by the Board at its offices in
Harrisburg within the 30-day appeal period. Otherwise, the Board ordinarily
is deprived of jurisdiction to hear the appeal. Rostosky v. Department of
Environmental Resources, 364 A.2d 761 (Pa. Cmwlth. 1976); Burnside
Township v. DEP, 2002 EHB 700; Sweeney v. DER, 1995 EHB 544. The 30-
day appeal period is established by Rule 1021.52(a) as well as in various
substantive statutes (see, e.g., Section 1104(b) of the Hazardous Sites
Cleanup Act, 35 P.S. § 6020.1104(b)).

a. The appellants' claim that they did not understand that an action of
the Department was final does not provide the Board with a basis for
accepting jurisdiction over an untimely appeal. Maddock v. DEP,
2001 EHB 1000.

2. The 30-day period begins:

a. When the person to whom the action of the Department is directed or
issued has received written notice of the action. See Rule 1021.52(a).
See Laurel Land Development v. DEP, 2003 EHB 500.

b. As to any other person aggrieved by an action of the Department, such
as a citizens group opposed to a landfill, (i) 30 days after notice of the
action is published in the Pennsylvania Bulletin; or (ii) 30 days after
actual notice of the action if no notice of the action is published in the
Pennsylvania Bulletin. Rule 1021.52(a). See Lower Allen Citizens
Action Group, Inc. v. Department ofEnvironmental Resources, 546 A.
2d 1330 (Pa. Cmwlth. 1988); Clabbatz v. DEP, EHB Docket No.
2004-216-L (Opinion issued January 26, 2005); Barra v. DEP, 2004
EHB 276; Hopwoodv. DEP, 2001 EHB 661. But see Stevens v. DEP,
2000 EHB 438 (although an appeal of general permit coverage for
land application of sludge was filed 30 days after publication in the
Pennsylvania Bulletin, the appellants were not aggrieved until they
received notice that sludge would be applied to a specific parcel);
Solebury Township v. DEP, 2003 EHB 208 (notice in the
Pennsylvania Bulletin was not reasonably calculated to provide notice
of the Department action, therefore third party municipalities' appeals
were not untimely).

c. Official notice in the Pennsylvania Bulletin is insufficient to begin the
30-day appeal period where the interested person is entitled to
personal notice by law. Fontaine v. DEP, 1996 EHB 1333, 1347.
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3. The Air Pollution Control Act contains two statutory provisions which affect
the general rule as to the time within which an appeal must be filed:

a. The general rule under the Air Pollution Control Act (APCA) is that
appeals must be filed within 30 days of either actual or constructive
notice of the Department's action. 35 P.S. § 4010.2; SoilRemediation
Systems, Inc. v. Department of Environmental Protection, 703 A.2d
1081 (Pa. Cmwlth. 1997) (must be final order; "advance notice" was
not a final Department action).

b. Section 7(e) of APCA provides that plan approvals and operating
permits must be appealed within 30 days of either personal service or
service by certified mail. 35 P.S. § 4006.1.

4. If one is undecided about the appeal, and the 30-day appeal period is about
to expire, a protective appeal should be filed stating all known grounds for
appeal which may later be amended pursuant to Rule 1021.53. Once the 30-
day appeal period expires, the Department action is final and cannot
ordinarily be challenged in subsequent Board appeals. See Department of
Environmental Resources v. Williams, 425 A.2d 871 (Pa. Cmwlth. 1981).

5. Faxing. The notice of appeal may be faxed to the Board. It will be docketed
as of the date of receipt of the telecopy transmission. See Rule 1021.32. The
original must be sent to the Board via normal delivery channels.

C. Statement of Grounds for Appeal.

1 . The notice of appeal should state all likely grounds for the appeal. See
Farmer v. DEP, 1998 EHB 1194. Although the Board's rules permit
amended appeals (see below) the original notice should represent a good
faith effort to state the grounds for objecting to the action of the Department.

2. An appellant who fails to specify its objections to a Department action in a
timely-filed notice of appeal or amendment to a notice of appeal waives
those objections. E.g., Fuller v. Department of Environmental Resources,
599 A.2d 248 (Pa. Cmwlth. 1991); Chippewa Hazardous Waste, Inc. v.
DEP, 2004 EHB 287, aff'd, 971 C.D. 2004 (Pa. Cmwlth., filed October 28,
2004); Pennsylvania Game Commission v. Department of Environmental
Resources, 509 A.2d 877 (Pa. Cmwlth. 1986), aff'd, 555 A.2d 812 (Pa.
1989); Moosic Lakes Club v. DEP, 2002 EHB 396. A broadly worded
objection that the Department's action violated the provisions of a statute
may be sufficient to preserve objections that the action was contrary to a
particular regulation adopted under that statute. Croner, Inc. v. Department
of Environmental Resources, 589 A.2d 1183 (Pa. Cmwlth. 1991); Ainjar
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Trust v. DEP, 2000 EHB 75. It is not required to cite specific regulations in
a notice of appeal. Goheen v. DEP, 2003 EHB 92.

a. One should not assume that a general allegation of an abuse of
discretion or unlawful action made in an appeal filed within the 30-day
period, but without identifying any specific ground for appeal, is
certain to provide a sufficient platform for an amendment of the
appeal. Cf Williams v. DEP, 1999 EHB 708.

b. In the case of the issuance of a permit, it is important to raise an
objection to all conditions of the permit which are believed to be
unlawful. Concerned Residents of the Yough, Inc. v. DER, 1995 EHB
41.

c. Whether the issue is raised or not, the doctrine of administrative
finality may prevent an appellant from challenging a condition restated
in a renewed permit issuance. Administrative finality does not prohibit
consideration of issues which arise subsequent to the original permit
or approval process. Wheatland-Tube Company v. DEP, 2004 EHB
131; Hankin v. DEP, 2004 EHB 509; Kelly Run Sanitation, Inc. v.
DER, 1992 EHB 382. For further analysis of when the principle of
administrative finality does not attach, see Dithridge House Assoc. v.
Department of Environmental Resources, 541 A.2d 827 (Pa. Cmwlth.
1988).

d. Similarly, a pending appeal of a permit does not preserve objections to
a subsequently issued amended permit. Drummond v. DEP, 2002
EHB 413; Cf Cooley v. DEP, EHB Docket No. 2003-246-K (Opinion
issued September 15, 2005).

D. Amendments to Appeals..

1. An appeal may be amended as of right within 20 days after the filing and
docketing of the appeal. Rule 1021.53(a). Guerrieri v. DEP, 1998 EHB
1143; Caernarvon Township Supervisors v. DEP, 1997 EHB 60. This rule is
not intended to permit "skeleton appeals" but allows for the addition of
additional grounds which could not have been reasonably included with the
original appeal.

2. The Board has recently amended its procedural rules to set a new more
liberal standard for assessing requests for leave to amend appeals, to permit
amendments where there is no undue prejudice to the opposing parties. Rule
1021.53(b) and Comment.
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3. The Board will not grant a request for leave to amend a notice of appeal
where the appellants fail to specifically indicate how they will amend the
notice of appeal. Bentley v. DEP, 1999 EHB 71; Abod v. DEP, 1997 EHB
512.

4. The Board will allow an amendment which clarifies an objection raised in a
notice of appeal where the opposing counsel had notice of the intended
scope of the objection from the appellant's answers to interrogatories, a
similar objection was raised in the notices of appeal of other appealing
parties and the subject matter of the objection is a central issue in appeals of
related permits. Wallace Township v. DEP, 2002 EHB 870. See also
Delaware Riverkeeper v. DEP, 2003 EHB 603.

III. MORE COMPLEX LEGAL ISSUES

A. Late Appeals.

1. Petitions for allowance of an appeal nuncpro tunc (filed after the required
30-day period) may be filed pursuant to Rule 1021.53a in very limited
circumstances. They will only be granted where fraud or breakdown in the
Board's operation or unique and compelling factual circumstances establish
a non-negligent failure to appeal. Grimaudv. Department ofEnvironmental
Resources, 638 A.2d 299 (Pa. Cmwlth. 1994); Falcon Oil Co. v. Department
of Environmental Resources, 609 A.2d 876, 878 (Pa. Cmwlth. 1992); Mon
View Mining Corp. v. DEP, 2004 EHB 542; Weaver v. DEP, 2002 EHB 273.
The appellant must act promptly to remedy the untimely filing. See Reading
Anthracite Co. v. DEP, 1998 EHB 602.

2. Examples of breakdowns in the Board's operation include situations where
the Board did not adhere to its customary practice regarding then-permissible
skeleton appeals, J.E.K Construction v. DER, 1987 EHB 643, or where the
Board prematurely discharged a rule to show cause why an incomplete
appeal should be dismissed. Washington Township v. DER, 1995 EHB 403.

3. Situations where appeals nunc pro tunc will not be permitted:

a. Attempts to negotiate a settlement of a dispute with the Department are
not grounds for allowance of an appeal nunc pro tunc. Johnston
Laboratories, Inc. v. DEP, 1998 EHB 695; Simons v. DEP, 1998 EHB
1131.

b. Mailing the notice of appeal to an incorrect address for the Board, or to
the Department instead of the Board, is not grounds for allowance of an
appeal nunc pro tunc. E.g., Cadogan Township Board of Supervisors v.
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Department of Environmental Resources, 549 A.2d 1363 (Pa. Cmwlth.
1988); Greenridge Reclamation LLC v. DEP, EHB Docket No. 2005-
053-L (Opinion issued April 21, 2005); Weaverv. DEP, 2002 EHB 273;
Broscious Construction Co. v. DEP, 1999 EHB 383. An appellant is
charged with constructive knowledge of the applicable regulations. C. W.
Brown Coal Co. v. DER, 1987 EHB 161.

c. Negligence attributed to a secretary's emotional distress which led to a
delay in filing a notice of appeal did not constitute unique and
compelling circumstances sufficient tojustify the allowance of an appeal
nunc pro tunc. Borough of Bellefonte v. Department of Environmental
Resources, 570 A.2d 129 (Pa. Cmwlth.),petitionfor allowance of appeal
denied, 577 A.2d 891 (Pa. 1990). See also Mon View Mining Corp. v.
DEP, 2003 EHB 542.

d. The Board's alleged failure to mail a notice of appeal form. Broscious
Construction Co. v. DEP, 1999 EHB 383.

e. Mistake concerning the finality or ramification of a Department action.
Eljen Corp. v. DEP, EHB Docket No. 2005-257-K (Opinion issued
December 2, 2005); Maddock v. DEP, 2001 EHB 1000; Hopwood v.
DEP, 2001 EHB 1254.

f. Absence from the Commonwealth during the appeal period. Pedler v.
DEP, 2004 EHB 852.

B. Uncommon Appealable Actions. The following are uncommon situations which have
provided grounds for appeal of a Department action:

I1. Disapproval of planning modules for land development, where culmination
of a series of Department actions extensively affects rights, privileges and
immunities. Middle Creek Bible Conference v. Department of
Environmental Resources, 645 A.2d 295 (Pa. Cmwlth. 1994); but see
Lobolito, Inc. v. DER, 1993 EHB 477.

2. The Department's decision to enter into a consent order and agreement is not
an exercise of prosecutorial discretion and is reviewable by the Board.
Burroughs v. DER, 1992 EHB 134. See also Lang v. DEP, 2004 EHB 584.

3. Denial of funds pursuant to grant programs administered by the Department.
City of Harrisburg v. DER, 1994 EHB 155 (and cases cited therein).

7



4. The Department's placement of violations of the Air Pollution Control Act
on the Compliance Docket provided for by that Act. 35 P.S. § 4007.1(d);
United Refining Co. v. DEP, 1995 EHB 1264.

5. Decisions of the Department involving reports and evaluations required by
the Land Recycling and Environmental Remediation Standards Act. 35 P.S.
§ 6026.308. Neville Chemical Co. v. DEP, 2003 EHB 530.

6. Even though the Department had previously granted an exemption from
requirements of the Sewage Facilities Act, a letter which again grants an
exemption is an appealable action because the Department considered new
facts and exercised its discretion anew. Stern v. DEP, 2001 EHB 861.

C. Non-Appealable Actions.

I1. The adoption of regulations by the Environmental Quality Board constitutes
pre-enforcement review and is not appealable to the Board. Machipongo
Land& Coal Co. v. Department of Environmental Resources, 648 A.2d 767
(Pa. 1994), modified, 676 A.2d 199 (Pa. 1996); Arsenal Coal Co. v.
Department of Environmental Resources, 477 A.2d 1333 (Pa. 1984)
(upholding Commonwealth Courtjurisdiction under unusual circumstances);
Duquesne Light Co. v. Department of Environmental Protection, 724 A.2d
413 (Pa. Cmwlth. 1999); see also Smithtown Creek WatershedAssociation
v. DEP, 2002 EHB 713 (EQB refusal to redesignate a stream); Plumstead
Township Civic Association v. DEP, 1995 EHB 1120, aff'd, 684 A.2d 667
(Pa. Cmwlth. 1996) (EQB unsuitability designations are not appealable to
the Board). However, the Board does have jurisdiction to consider the
validity of regulations in an appeal from a permit issuance or an enforcement
action by the Department. Neshaminy Water Resource Authority v.
Department of Environmental Resources, 513 A.2d 979 (Pa. 1986);
Concerned Citizens of Chestnut Hill Township v. Department of
Environmental Resources, 632 A.2d 1 (Pa. Cmwlth. 1993), petition for
allowance of appeal denied, 642 A.2d 488 (Pa. 1994).

2. Notice of possible future enforcement action. Bituminous Processing Co. v.
DEP, 2000 EHB 13; KM & K Coal Co. v. DER, 1986 EHB 692 (proposed
assessment of civil penalties). See also Kelly v. DEP, 2003 EHB 10
(proposed consent assessment of civil penalty).

3. An inspection report which merely lists alleged violations. Goetz v. DEP,
2001 EHB 1127; Goetz v. DEP, 1999 EHB 824; Malak v. DEP, 1999 EHB
909.
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4. The Department's refusal to exercise enforcement discretion. Department of
Environmental Protection v. Schneiderwind, 867 A.2d 724 (Pa. Cmwlth.
2005), petition for allowance of appeal denied, 132 EAL 2005 (Pa. filed
December 2, 2005). Westvaco Corp. v. DEP, 1997 EHB 275; Ridenour v.
DEP, 1996 EHB 928. However, prosecutorial discretion, a Board created
exception to its mandated duty to review Department actions, may be
narrowly construed and confined to prosecution area; the principle does not
shield Department actions that impact permitting decisions. People United
To Save Homes v. DEP, 1998 EHB 250.

5. Provisional decisions made by the Department during permit review. Corco
Chemical Corp. v. DEP, EHB Docket No. 2005-116-MG (Opinion issued
September 8, 2005)(letter evaluating a spill plan and reviewing compliance
with regulations); County of Berks v. DEP, 2003 EHB 77; United Refining
Co. v. DEP, 2000 EHB 132 (letter informing applicant that its application is
incomplete because proposed expansion is subject to new source review);
Central Blair County Sanitary Authority v. DEP, 1998 EHB 643 (a letter
noting defect in NPDES permit application).

6. Letter from the Department declining to reconsider a prior action. Franklin
Township Municipal Sanitary Authority v. DEP, 1996 EHB 942, or
suspending consideration of an application. County of Dauphin v. DEP,
1997 EHB 29.

7. The Department's return of a permit application at the request of the
applicant. Westvaco Corp. v. DEP, 1997 EHB 275; but see Highridge
Water Authority v. DEP, 1999 EHB 1.

8. An action of the Department which does not pertain to an environmental
issue, such as rejection of a bid, Popple v. DEP, 1997 EHB 152, or the
advertisement of a request for proposals in the Pennsylvania Bulletin.
Protect the Environment and Children Everywhere v. DEP, 2000 EHB 1.

9. Contractual rights or other disputes between private parties vis-a-vis each
other. Pond Reclamation Co. v. DEP, 1997 EHB 468. See Coolspring Store
Supply, Inc. v. DEP, 1998 EHB 209, aff'd, 1164 C.D. 1998 (Pa. Cmwlth.
filed February 18, 1999) (Board has no jurisdiction to resolve property
disputes.)
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10. The Board has no jurisdiction over a municipality's appeal of an order
directing implementation of a previously adopted and approved sewage
facilities plan where the municipality contends that its plan is unsuitable but
failed to appeal the Department's prior approval of the official plan or
attempt to submit a revision. Jefferson Township Supervisors v. DEP, 1999
EHB 837.

11. A decision of the Department to remove a dam and the Department's
executing a "notice of award" even as characterized as a "contract" is not
appealable because the regulatory scheme governing dam safety and dam
removal requires a further permitting action. Felix Dam Preservation
Association v. DEP, 2000 EHB 409.

12. The Department's failure to act on a letter sent to it by a municipal authority
seeking an order terminating a sewage agreement with another municipality.
Dallas Area Joint Sewer Authority v. DEP, 2000 EHB 1071.

13. A letter to a township sewage enforcement officer noting the Department's
belief that a proposed alternate sewage disposal system "may be" deficient.
Boggs v. DEP, 2003 EHB 389.

14. Letter from the Department requiring a bond in a certain amount before a
permit application can be processed. Mon Valley Transportation Center,
Inc. v. DEP, EHBl Docket No. 2005-049-R (Opinion issued August 12,
2005); Maple Creek Mining, Inc. v. DEP, EHB Docket No. 2005-038-R
(Opinion issued December 22, 2005).

D. Representation Before the Board.

1. All parties must be represented by an attorney at all stages of Board
proceedings except individuals appearing on their own behalf. Rule 1021.21(a).

a. Corporations must secure counsel. Rule 1021.21 (b); Bucket Coal Co.
v. DEP, 1999 EHB 288; Mountain Valley Management v. DEP, 1999
EHB 283. See also Potts Contracting Co. v. DEP, 1999 EHB 958.

b. Unincorporated association must secure counsel. Rule 1021.21(c);
O'Reilly v. DEP, 2000 EHB 17.

2. Failure to secure counsel as required by this Board's rules will result in
dismissal of an appeal. Rule 1021.2 1(a).

3. Individuals may appear on their own behalf but are strongly encouraged to
appear through counsel. See Kleissler v. DEP, 2002 EHB 737; Goetz v. DEP,
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2002 EHB 976; and Van Tassel v. DEP, 2002 EHB 625. See also, Barber v.
Tax Review Board, 850 A.2d 866, 868 (Pa. Cmwlth. 2004)(a layperson who
represents himself in legal matters assumes the risk that his lack of expertise in
legal training will prove his undoing.) If the Board determines individuals are
acting in concert with or as a representative of a group of individuals, they may
be required to obtain counsel. Rule 1021.21(d).

4. The Board has the authority to disqualify counsel in a particular case for the
purpose of protecting the interests of the opposing party and ensuring the
orderly and just conduct and disposition of proceedings that are before it. DEP
v. Angino, 2003 EHB 434; DEP v. Whitemarsh Disposal Corp., 1999 EHB
588. The Board will not disqualify counsel where there is no evidence that any
party is prejudiced by counsel's representation or that it interferes with the
Board's proceedings. Hartstown Oil v. DEP, EHB docket No. 2005-268-R
(Opinion issued December 14, 2005); Greenview Development v. DEP, 2000
EHB 448.

5. Withdrawal of appearance. The Board's rules provide a procedure for an
attorney's withdrawal of appearance. Paralleling Pa. R.C.P. No. 1012(b), leave
of the Board is now required unless another attorney has entered an appearance
and the change of attorneys does not delay any stage of the litigation. Rule
1021.23.

E. Standing.

I1. As a prerequisite to obtaining the Board's resolution of a dispute, individuals
must demonstrate they have standing upon a showing that they have been
adversely affected by the Department action which has been challenged. 35
P.S. § 7415(c); Borough of Roaring Spring v. DEP, 2004 EHB 889.

2. An appellant need not demonstrate or even allege standing in the notice of
appeal. Cooley v. DEP, 2004 EHB 554; Beaver Falls Municipal Authority v.
DEP, 2000 EHB 1026; Ziviello v. DEP, 2000 EHB 999; Valley Creek Coalition
v. DEP, 1999 EHB 935.

3. An appellant is not required to prove its case on the merits in order to have
standing to appeal. Delaware Riverkeeper v. DEP, 2004 EHB 599; Giordano
v. DEP, 2000 EHB 1184; Ziviello v. DEP, 2000 EHB 999.

4. For purposes of standing questions raised in dispositive motions, the burden is
on the moving party to show that an opposing party lacks standing; the
opposing party does not have a duty to show that it has standing in the first
instance. Drummond v. DEP, 2002 EHB 413; Seder v. DEP, 1999 EHB 782.
However, once adequately challenged, the appellants must come forward with
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evidence which supports their standing. Borough of Roaring Spring v. DEP,
2004 EHB 889; Wurth v. DEP, 2000 EHB 155 (where an appellant's standing
is challenged in a motion for summary judgment filed after the close of
discovery, that appellant must adduce admissible evidence from the record
demonstrating the bases for its standing or the appeal will be dismissed); Valley
Creek Coalition v. DEP, 1999 EHB 935 (where a party moves for summary
judgment alleging that the appellant lacks standing, the appellant has an
obligation to produce facts supporting its standing in response to the
Department's motion).

5. The appellant must prove at hearing that it has standing on the issue contested
even where a motion for summary judgment by opposing parties has been
denied. See Greenfield Good Neighbors v. DEP, 2003 EHB 555; Giordano v.
DEP, 2001 EHB 713; Florence Township v. DEP, 1997 EHB 616; Township of
Florence v. DEP, 1997 EHB 763.

6. To establish standing individuals must show that: they have a "substantial"
interest in the subject matter of the particular litigation, which surpasses the
common interest of all citizens in seeking compliance with the law; a "direct"
interest that was harmed by the challenged action; and an "immediate" interest
that establishes a causal connection between the action complained of and the
injury they suffered. William Penn Parking Garage, Inc. v. City ofPittsburgh,
346 A.2d 269 (Pa. 1975). See also DeFazio v. Civil Service Commission., 756
A.2d 1103 (Pa. 2000); South Whitehall Township Police Service v. South
Whitehall Township, 555 A.2d 793 (Pa. 1989); Tessitor v. Department of
Environmental Resources, 682 A.2d 434 (Pa. Cmwlth. 1996) (en banc); Empire
Coal Mining & Development, Inc. v. Department of Environmental Resources,
623 A.2d 897 (Pa. Cmwlth.), petition for allowance of appeal denied, 629 A.2d
1384 (Pa. 1993).

a. An appellant must allege that it has been harmed, or have an
objectively reasonable concern that it will be harmed by an action of
the Department. Greenfield Good Neighbors v. DEP, 2003 EHB 555;
Orix-Woodmont Deer Creek I Venture, L.P. v. DEP, 2001 EHB 82;
Giordano v. DEP, 2000 EHB 1184; O'Reillyv. DEP, 2000 EHB 723.
See also Prizm Asset Management Co. v. DEP, EHB Docket No.
2005-279-K (Opinion issued October 24, 2005).

b. In a challenge to standing under the APCA, an appellant need not
adduce expensive and complex air dispersion modeling and expert
testimony in order to show that he is exposed and comes into contact
with air emissions emanating from an air pollution source. Smedley v.
DEP, 2001 EHB 131.
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c. An organization may have standing either in its own right or as a
representative of its members if at least one of the individual members
has a direct, immediate and substantial interest in the outcome of the
litigation. Pennsylvania Trout v. DEP, 2004 EHB 310, aff'd 863 A.2d
93 (Pa. Cmwlth. 2004); Borough of Roaring Spring v. DEP, 2004
EHB 889; Greenfield Good Neighbors v. DEP, 2003 EHB 555.

d. Municipalities have standing to challenge the issuance of a permit to
construct and operate a landfill located within the boundaries of the
municipality because of its impact on the residents and the
municipality's duty to protect and provide emergency services to its
residents. Franklin Township v. Department of Environmental
Resources, 452 A.2d 718 (Pa. 1982); Borough of Glendon v.
Department of Environmental Resources, 603 A.2d 226 (Pa.
Cmwlth.), petition for allowance of appeal denied, 608 A.2d 32
(Pa. 1992).

e. A municipality which owns recreational areas in a watershed which it
alleges will be impacted by a mining operation has standing to
challenge the issuance of a non-coal mining permit. Birdsboro v.
DEP, 2001 EHB 377.

f. A municipality adjacent to a township which hosts a landfill has
standing to challenge a proposed modification of the landfill because
its residents have suffered increased malodors and noise as a result of
the modification. Browning-Ferris Industries, Inc. v. DEP, 819 A.2d
148 (en banc) (Pa. Cmwlth. 2003).

g. A municipality may not challenge an order or action under the Sewage
Facilities Act on the basis that the challenged action will cause
residents to pay higher rates. Ramey Borough v. Department of
Environmental Resources, 327 A.2d 647 (Pa. 1975); Berwick Area
Joint Sewer Authority v. DEP, 1998 EHB 150. However, where the
municipality itself will pay higher fees or incur financial loss, the
Board has held that it has standing to appeal. Perkasie Borough
Authority v. DEP, 2002 EHB 75; Highridge WaterAuthority v. DEP,
1999 EHB 27.

h. Contiguous property ownership by itself may not create standing,
however it is certainly a factor to be considered and may provide a
sufficient basis for a claim of standing. Greenfield Good Neighbors,
Inc. v. DEP, 2002 EHB 861.
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i. The Board has recognized that certain activities of a recreational
nature can confer standing. See, e.g., Orix- Woodmont Deer Creek I
Venture L.P. v. DEP, 2001 EHB 82; O'Reilly v. DEP, 2000 EHB 723;
Ziviello v. DEP, 2000 EHB 999; Valley Creek Coalition v. DEP, 1999
EHB 935; Blose v. DEP, 1998 EHB 635, rev 'don other grounds, No.
287 C.D. 1999 (Pa. Cmwlth. filed July 1, 1999); Belitskus v. DEP,
1997 EHB 939; Barshinger v. DEP, 1996 EHB 949.

j. A legislator has no personal stake in the outcome of an appeal where
he is seeking relief as the representative of his constituents.
Levdansky v. DEP, 1998 EHB 571; cf Dauphin Meadows, Inc. v.
DEP, 1999 EHB 928 (a senator may not intervene on behalf of his
constituents).

7. Standing is not a jurisdictional matter under Pennsylvania law, and is
waivable. Erfer v. Commonwealth, 794 A.2d 325 (Pa. 2002); Mixon v.
Commonwealth, 759 A. 2d 442, 452 (Pa. Cmwlth. 2000), aff'd 783 A.2d
763 (Pa. 2001); In re Milton Hershey School, 867 A.2d 674 (Pa. Cmwlth.
2005), petition for allowance of appeal granted, 182 and 183 MAL 2005
(Pa. filed December 1, 2005); Bullock v. County ofLycoming, 859 A.2d 518
(Pa. Cmwlth. 2004).

8. Certain statutes provide special standing provisions. For example, under
section 4010.2 of the Air Pollution Control Act an appellant may have
standing where he commented in the public participation process leading to
the plan approval and the record indicated that he had a reasonable real-
world concern that he would be adversely affected. Triggs v. DEP, 2001
EHB 444.

F. The Board's Powers.

1. TThe Board is empowered to hold hearings and issue adjudications pursuant
to the Environmental Hearing Board Act. That power includes the power to
conduct hearings de novo to determine whether the departmental action is a
proper exercise of authority. However, it cannot exercise general judicial
powers in equity. Marinari v. Department ofEnvironmental Resources, 566
A.2d 385 (Pa. Cmwlth. 1989). It does not have the power to enter a
declaratory judgment. Empire Sanitary Landfill, Inc. v. Department of
Environmental Resources, 684 A.2d 1047 (Pa. 1996); Costanza v.
Department of Environmental Resources, 606 A.2d 645 (Pa. Cmwlth. 1992);
Varos v. DER, 1985 EHB 892. Nevertheless, the Commonwealth Court has
ruled that it is inappropriate for that court to exercise its declaratory
judgment jurisdiction where there is an exclusive administrative remedy
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within the Board's jurisdiction. Faldowski v. Eighty-Four Mining Co., 725
A.2d 842 (Pa. Cmwlth. 1998).

2. The Board has authority to decide constitutional issues raised about
regulations in the exercise of its jurisdiction. Empire Sanitary Landfill, Inc.
v. Department of Environmental Resources, 684, A.2d 1047 (Pa. 1996).
However, the Board cannot decide the constitutionality or validity of a
statutory scheme. Babich v. DER, 1994 EHB 1281.

3. It does not have the power to enforce settlement agreements or consent
orders. E.g., Department of Environmental Resources v. Landmark
International, Ltd., 570 A.2d 140 (Pa. Cmwlth. 1990); Empire Sanitary
Landfill, Inc. v. DER, 1990 EHB 1270.

4. Matters involving claims in quantum meruit are to be heard by the Board of
Claims and they will be transferred there pursuant to Section 5103 of the
Judicial Code, 42 Pa. C.S. § 5103. Approved Coal Corp. v. DER, 1992
EHB 107.

G. De Novo Review.

1. The Board conducts hearings de novo to determine whether the departmental
action in dispute is supported by the evidence, and a proper exercise of
authority. Pennsylvania Trout v. Department of Environmental Protection,
863 A.2d 93 (Pa. Cmwlth. 2004); Browning-Ferris Industries, Inc. v. DEP,
819 A.2d 148 (Pa. Cmwlth. 2003); Leatherwood, Inc. v. DEP, 819 A.2d 604
(Pa. Cmwlth. 2003); Borough of Edinboro v. DEP, 2003 EHB 725, aff'd,
2696 C.D. 2003 (Pa. Cmwlth. filed June 23, 2004); Smedley v. DEP, 2001
EHB 131; Leeward Construction, Inc. v. DEP, 2000 EHB 742, aff'd, 821
A.2d 145 (Pa. Cmwlth. 2003); see O'Reilly v. DEP, 2001 EHB 19. Upon
appeal of discretionary departmental actions, the Board may substitute its
own discretion for that of the Department and make its own conclusions,
rather than relying on the facts which were before the Department. Pequea
Township v. Herr, 716 A.2d 678 (Pa. Cmwlth.1998); Environmental &
Recycling Services, Inc. v. DEP, 2002 EHB 461; Conners v. DEP, 1999
EHB 669. The Board is not required to substitute its discretion. DEP v. City
of Philadelphia, 692 A.2d 598 (Pa. Cmwlth. 1997); Warren Sand& Gravel
v. Department of Environmental Resources, 341 A.2d 556, 565 (Pa. Cmwlth.
1975). See Western Hickory Coal Co. v. Department of Environmental
Resources, 485 A.2d 877 (Pa. Cmwlth. 1984); Harbison-Walker
Refractories v. DEP, 1996 EHB 116. When the Department acts under a
statutory or regulatory mandate, the Board only considers whether to uphold
or vacate the Department's action. Warren Sand & Gravel v. DEP, 341 A.2d
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556 (Pa. Cmwlth. 1975); see Morcoal v. Department of Environmental
Resources, 459 A.2d 1303 (Pa. Cmwlth. 1983).

a. The Board's power to substitute its discretion for that of the Department
includes the power to modify the Department's action and to direct the
Department in what is the proper action to be taken. Pequea Township
v. Herr, 716 A.2d 678 (Pa. Cmwlth. 1998); Environmental & Recycling
Services, Inc. v. DEP, 2002 EHB 461; People United to Save Homes v.
DEP, 1999 EHB 457.

b. Even if the Board finds that the Department improperly failed to approve
a permit or modification, the appellant must still show that it is clearly
entitled to such approval before the Board will substitute its discretion
for the Department's. Environmental & Recycling Services, Inc. v. DEP,
2002 EHB 461; Empire Sanitary Landfill, Inc. v. DER, 1994 EHB 1489;
Al Hamilton Contracting Co. v. DER, 1992 EHB 1458.

c. The Board may remand a matter for the Department's decision on
technical issues or consideration of alternatives that had not been open
for the Department's consideration at the time the action was taken. See
Thornhurst Township v. DEP, 1996 EHB 258. The Board has the
authority to retain jurisdiction incident to the Department. Dauphin
Meadows, Inc. v. DEP, 2001 EHB 116.

2. The Board's de novo authority allows it to admit evidence that was not
before the Department when it made its initial decision. O'Reilly v. DEP,
2001 EHB 19; Grand Central Sanitary Landfill, Inc. v. DER, 1993 EHB
357; Hrivnak Motor Co. v. DER, 1993 EHB 432. See also Conners v. DEP,
1999 EHB 669.

IV. FILING AND SERVICE

A. The Board's rules concerning the filing and service of documents and the number of
copies necessary for various filings can be found at Rules 1021.31 - 1021.39.

B. Electronic Filing. The Board's rules allow electronic filing through its website of legal
documents, other than original process, such as a notice of appeal. Attorneys must
register to file and receive service electronically. Information on registration and how to
use the e-filing system can be found on the Board's website at http://ehb.courtapps.com.
See also Rules 1021.31, 1021.32, 1021.34, 1021.35, 1021.37, 1021.39.
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C. Automatic Party Status.

1. In third-party appeals, service on the recipient of a Department permit,
license, certification, or approval subjects the recipient to the jurisdiction of
the Board as a party-appellee. Rule 1021.51 (h); Thomas v. DEP, 2000 E1-B
728; see also Rule 1021.5 1(g)(3).

2. Recent amendments to the Board's rules have broadened the definition of
"recipient of [a Department] action" to include any affected municipality in
appeals under the Sewage Facilities Act, a mining company involved in
certain subsidence or water loss claims, certain well operators and storage
tank owners or operators in appeals involving pollution or water supplies or
"other interested parties" as ordered by the Board. Rule 1021.51 (h)(1)-(6).

3. A failure to treat an interested party as a "recipient" of an action may deprive
the Board ofjurisdiction to grant relief. See Department of Environmental
Protection v. Schneiderwind, 867A.2d 724 (Pa. Cmwlth. 2005),petition for
allowance of appeal denied, 132 EAL 2005 (Pa. filed December 2, 2005).

D. Where a party desires prompt action from the Board, the other litigants should be served
within 24 hours of receipt by the Board.

V. APPEAL OF DEPARTMENT ENFORCEMENT ORDERS

A. The Department is authorized by the various environmental statutes that it administers to
institute enforcement actions which may be brought before the Board or enforced in the
Commonwealth Court. Any appeal from a Department action must be filed within 30
days. See Section II.

B. Enforcement by Orders.

1. An enforcement action may be instituted by order. An appeal must be taken
to the Board from the order if the order is to be contested. Department of
Environmental Resources v. Wheeling Pittsburgh Steel Corp., 375 A.2d 320
(Pa. 1977) (failure to appeal a grant of a variance precludes a defense against
an enforcement action brought in the Commonwealth Court contesting the
validity of the variance or of the underlying regulations).

2. An order of the Department under most statutes takes effect on notice and is
not stayed by the institution of an appeal. See Environmental Hearing Board
Act, 35 P.S. § 7514(d)(1). The target of the order must either seek a
supersedeas of the order pursuant to Rules 1021.61 - 1021.64, or be prepared
to pay a penalty for failure to comply with the order if an appeal from the
order is unsuccessful. See, e.g., Air Pollution Control Act, 35 P.S. §
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691.610; Solid Waste Management Act, 35 P.S. § 6018.602; Storage Tank
and Spill Prevention Act, 35 P.S. § 6021.1309. See also Environmental
Hearing Board Act, 35 P.S. § 7514(d).

C. Civil Penalty Proceedings.

1. Under most statutes it is the Department that assesses the penalty subject to
an appeal to the Board. Air Pollution Control Act, 35 P.S. § 4009.1 (a); Solid
Waste Management Act, 35 P.S. § 6021.1307.

2. Under certain statutes, the failure to appeal an enforcement order does not
bar a subsequent appeal from the Department's penalty assessment for
failing to comply with the order. Kent Coal Mining Co. v. Department of
Environmental Resources, 550 A.2d 279 (Pa. Cmwlth. 1988). See White
Glove, Inc. v. DEP, 1998 EHB 372 (Air Pollution Control Act); Sky Haven
Coal, Inc. v. DEP, 1996 EHB 33; Shay v. DER, 1993 EHB 800, aff'd sub
nom; Herzog v. Department of Environmental Resources, 645 A.2d 1381
(Pa. Cmwlth. 1994) (Solid Waste Management Act).

3. If the Board must assess the penalty under the Clean Streams Law or the
Dam Safety and Encroachments Act, then the Department proceeds under
the rules for "Special Actions" described below. Rules 1021.71 - 1021.75.

4. Pre-payment of Penalty Assessments.

a. Under many statutes, a condition of appeal is an escrow deposit or a
surety bond for the full amount of the assessment penalty. See Air
Pollution Control Act, 35 P.S. § 4009.1(b); Bituminous Mine
Subsidence and Land Conservation Act, 52 P.S. § 1406.17(f); the
Clean Streams Law, 35 P.S. § 691.605(b)(1); the Coal Refuse
Disposal Control Act, 52 P.S. § 30.61; the Noncoal Surface Mining
Conservation and Reclamation Act, 52 P.S. § 3321; the Surface
Mining Conservation and Reclamation Act, 52 P.S. § 1396.22; the
Municipal Waste Planning, Recycling and Waste Reduction Act, 53
P.S. § 4000-1704; the Storage Tank and Spill Prevention Act, 35 P.S.
§ 6021.1307(b).

b. Where a statute requires such pre-payment, concurrent with the filing
of a notice of appeal an appellant must either

(i) submit a check or appropriate bond securing payment of the
penalty;

or
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(ii) provide a verified statement that the appellant is unable to
pay.

Rule 1021.51 (f).

c. The failure to meet this condition within the 30-day appeal period may
result in the dismissal of the appeal. E.g., Lucas v. DEP, EHB Docket
No. 2005-058-L (Opinion issued November 30,2005); American Iron
Oxide Co. v. DEP, EHB Docket No. 2004-219-R (Opinion issued
September 12, 2005); MGS General Contracting, Inc. v. DEP, 1999
EHB 829 (where the appellant promised to make payment, but failed
to do so on two occasions, and requested cancellation of a hearing on
its ability to pre-pay, the appellant has waived its original claim of
financial inability to pre-pay the penalty); She-Nat, Inc. v. DEP, 1996
EHB 544. For a discussion of the constitutionality of these provisions,
see Tracey Mining Co. v. Department of Environmental Resources,
544 A.2d 1075 (Pa.Cmwlth. 1988); Boyle Land and Fuel Co. v.
Environmental Hearing Board, 475 A.2d 928 (Pa. Cmwlth. 1984),
aff'd, 488 A.2d 1109 (Pa. 1985) (per curiam).

d. If the appellant alleges that it is unable to pre-pay the assessment, a
hearing must be conducted if the issue of ability to pay is contested.
See Twelve Vein Coal Co. v. Department ofEnvironmental Resources,
561 A.2d 1317 (Pa. Cmwlth. 1989), petition for allowance of appeal
denied, 578 A.2d 416 (Pa. 1990); Carl L. Kresge & Sons v. DEP, 2001
EHB 511. See Section XI.E below (Hearings on Inability to Pay Civil
Penalties.)

5. Where the Board affirms the assessment of a civil penalty, the adjudication
may be sent to the prothonotary of the court of common pleas in the
appropriate county with direction to enter the penalty as ajudgment against
the violator. If a violator intends to file an appeal with the Commonwealth
Court, a courtesy copy of the petition for review should be sent to the Board.
Where an appeal is filed, the Board will not send the adjudication to the
court of common pleas.

6. If an appeal of the civil penalty is sustained, the appellant is entitled to the
return of the prepayment. This process may take some time - usually about
six to eight weeks.
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VI. PETITIONS FOR SUPERSEDEAS

A. Petitions for supersedeas of a Department action pending final hearing are governed by
Rules 1021.61 - 1021.64. Although they may be filed at any time during the pendency of
an appeal, they most often are filed simultaneously with the notice of appeal. A party
should see that a copy of its request for supersedeas is received by the other parties
within 24 hours of the time of filing with the Board. See Rule 1021.34(b).

1. The form and content requirements of Rule 1021.62 must be strictly
followed or the Board may sua sponte deny the petition under Rule
1021.62(c). Goodman Group, Ltd. v. DEP, 1997 EHB 697.

a. A petition for supersedeas which cites no legal authority or fails to
include affidavits supporting the facts averred without explaining the
absence of affidavits will be dismissed sua sponte or upon motion.
King Drive Corp. v. DEP, 2003 EHB 779.

b. A petition for supersedeas will be dismissed where the affidavits in
support of the petition do not show that the affiant has personal
knowledge of the facts averred. Thomas v. DEP, 1998 EHB 778.
See also Hrivnak Motor Co. v. DEP, 1999 EHB 155.

2. The Board may deny a petition without hearing, but it cannot grant the petition
without hearing unless the parties agree to the issuance of a supersedeas. See
for example, Dickinson Township v. DEP, 2002 EHB 267.

B. Temporary Supersedeas.

1. Under Rule 1021.64 an application for temporary supersedeas may be filed
when a party will suffer immediate and irreparable injury before the Board
can conduct a hearing on the petition for supersedeas.

2. The application must be accompanied by a petition for supersedeas which
comports with Rule 1021.62, relating to the contents of a petition for
supersedeas.

3. The relevant considerations are (1) the immediate and irreparable injury the
applicant will suffer before a supersedeas hearing can be held, (2) the
likelihood that injury to the public will occur while the supersedeas is in
effect, and (3) the length of time that will pass before a supersedeas hearing
can be held. Rule 1021.64(e). See Beaver v. DEP, 2002 EHB 574; Global
Eco-Logical Services, Inc. v. DEP, 1999 EHB 93; A&MComposting, Inc. v.
DEP, 1997 EHB 965.
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a. An appellant must show that it would suffer irreparable
injury if forced to comply with the Department's act until the
supersedeas hearing; not merely that it would suffer until the
Board resolves its appeal. Ponderosa Fibres ofPennsylvania
Partnership v. DEP, 1998 EHB 1004.

4. Unless the Board orders otherwise, a temporary supersedeas will
automatically terminate six business days after the date of issuance. Rule
1021.64(f).

C. Supersedeas Hearings.

1. Provided the petition for supersedeas is legally sufficient, a hearing on it will
be scheduled as soon as possible, normally within two weeks. A ruling may
be made on the record at the close of the hearing, but most frequently, it is
issued after the hearing and is accompanied by an explanatory opinion.

2. The scheduling of a hearing will be facilitated if the petitioner
simultaneously serves a copy of the petition on the Department's Office of
Chief Counsel Regional Office responsible for the county in which the
appealed-from action occurred.

3. The party opposing the grant of a supersedeas can either file a response as
quickly as possible or request the opportunity to do so after the hearing.

D. The standards for granting petitions for supersedeas are set forth in Section 4(d)(1)
and (2) of the Environmental Hearing Board Act, 35 P.S. § 7514(d)(1) and(2), and
Rule 1021.63(a). See Tinicum Township v. DEP, 2002 EHB 822; Global Eco-
Logical Services, Inc. v. DEP, 1999 EHB 93. The petitioner bears the burden of
proof. Pennsylvania Fish & Boat Commission. v. DEP, 2004 EHB 473.

1. When assessing the three factors set forth in Rule 1021.63(a) the Board
balances the factors collectively and interests of the parties and the public.
UMCO Energy, Inc. v. DEP, 2004 EHB 797; Global Eco-Logical Services, Inc.
v. DEP, 2000 EHB 829; see also Harriman Coal Corp. v. DEP, 2001 EHB 234.

a. A movant's chance of success on the merits must be more than
speculative, but it need not establish the claim absolutely. Global
Eco-Logical Services, Inc. v. DEP, 2000 EHB 829.

b. Supersedeas is an extraordinary remedy and will not be granted
absent a clear demonstration of need. Global Eco-Logical Services,
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Inc. v. DEP; Svonavec v. DEP, 1998 EHB 417; Oley Township v.
DEP, 1996 EHB 1359.

c. A petitioner need not demonstrate that the harm it will suffer is
"immediate irreparable harm" but that the petitioner will suffer
irreparable harm at some defined point in time pending final
disposition of the appeal. Borough of Roaring Spring v. DEP, 2003
EHB 825. See UMCO Energy, Inc. v. DEP, 2004 EHB 797, for a
thorough discussion balancing harm to the environment if a
supersedeas is granted versus harm to the petitioner if a supersedeas
is not.

2. The Board will not issue a supersedeas where it would alter the last lawful
status quo ante. Solomon v. DEP, 1996 EHB 989. The Board will not
supersede the denial of a permit. Id; Neville Chemical Co. v. DER, 1992 EHB
926; Global Eco-Logical Services, Inc. v. DEP, 1999 EHB 93.

3. A supersedeas is not the same as an injunction, which is an equitable remedy.
See Citizens Alert Regarding the Environment v. DEP, 2003 EHB 191, and
cases cited therein. Accordingly, it can not enjoin eminent domain proceedings
before another tribunal. Grove v. DEP, 2000 EHB 1212.

4. Recent Board decisions superseding a Department order include Tinicum
Township v. DEP, 2002 EHB 822; Wagner v. DEP, 1999 EHB 52 and 1998
EHB 1056. Global Eco-Logical Services, Inc. v. DEP, 1999 EHB 649, is an
example of a conditional supersedeas. See also Prizm Asset Management Co. v.
DEP, EHB Docket No. 2005-279-K (Opinion issued October 24, 2005); Tire
Jockey, Inc. v. DEP, 2001 EHB 1141 (partial supersedeas).

VII. SPECIAL ACTIONS

A. Under some statutes, the Department or a private party may initiate an action before the
Board by filing a complaint or petition together with a certificate of service and a notice
of a right to respond. Rule 1021.71 (a). This procedure is used for proceedings where the
Board assesses the penalty rather than the Department. (See Section V.C (Civil Penalty
Proceedings)).

1. The Department is required to utilize the procedure in Rule 1021.71 when
suspending or revoking certificates under the Pennsylvania Bituminous Coal
Mine Act, 52 P.S. §§ 701-101 - 701-706; and the Pennsylvania Anthracite
Coal Mine Act, 52 P.S. §§ 70-101 - 70-1405. Kaczor v. DER, 1991 EHB
865.
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2. The Department may also be required to commence actions pursuant to Rule
1021.71 to:

a. Recover response costs and damages to natural resources under the
Hazardous Sites Cleanup Act, 35 P.S. §§ 6020.507 and 6020.508. See
35 P.S. § 6020.1301.

b. Suspend or revoke certificates under the Storage Tank and Spill
Prevention Act, 35 P.S. §§ 6021.101 - 6021.2104.

B. Private Party Actions.

1. Under some statutes a private party may proceed to recover funds or to require
Department action. See, e.g., Section 505(t) of the Hazardous Sites Cleanup
Act, 35 P.S. § 6020.505(f). Such actions are commenced with the filing of a
complaint. 25 Pa. Code § 1021.72.

2. Citizens suits. Several statutes authorize citizens suits against the Department
which are commenced before the Board. E.g., Section 508 of the Low-Level
Radioactive Waste Disposal Act, 35 P.S. § 7130.508(b-d); Municipal Waste
Planning, Recycling and Waste Reduction Act, 53 P.S. § 4000.171 1(b).

3. The Board may also adjudicate regulatory taking claims when these matters are
referred to it by the courts. Domiano v. Department of Environmental
Resources, 713 A.2d 713 (Pa. Cmwlth. 1998); cf Machipongo Land& Coal
Co. v. Department of Environmental Resources, 676 A.2d 199 (Pa. 1996).
When regulatory takings cases are referred to the Board by the courts, the Board
will require the appellant to file a complaint stating the facts and circumstances
upon which a request for relief is based. 25 Pa. Code § 1021.73.

C. Amendments to complaints.

1. A new rule of the Board explicitly allows for the amendment of a complaint
as of right within 20 days of filing. Rule 1021.53(a).

2. Thereafter a complaint may be amended upon leave of the Board where no
undue prejudice to the opposing parties is shown. Rule 1021.53(b).

D. Answers to complaints.

I1. Unless otherwise prescribed by the Board, the defendant must file an answer
within 30 days. Rule 1021.74(a). Failure to file a timely answer may result in a
judgment by default and the imposition of sanctions. Rule 1021.74(d); see
DEP v. Barefoot, 2003 EHB 667; DEP v. J&G Trucking, Inc., EHB Docket No.
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2005-072-CP-L (Opinion issued August 9, 2005); DEP v. Breslin, EHB Docket
No. 2005-069-L (Opinion issued July 1, 2005); G&R Excavating & Demolition,
Inc., EHB Docket No. 2005-022-MG (Opinion issued May 9, 2005). The
answer must admit or deny specifically each material allegation of the
complaint and state clearly and concisely the facts and matters of law relied
upon. Any defenses, including affirmative defenses, must be specifically pled.
Rule 1021.74(c).

2. Board rules do not allow the pleading of a new matter or preliminary
objections. Rule 1021.74(e). The sufficiency of a claim or defense set forth in
the answer may be contested by motion.

3. After an answer is filed the pre-hearing procedures set forth in Rule 1021.101
apply. See Section VIII (Pre-Hearing Procedures.)

E. Motions for Default Judgment. The Board may enter a default judgment as to liability
against a party who fails to file an answer. E.g., DEP v. Huntsman, 2004 EHB 594;
DER v. Allegro Oil & Gas Co., 1991 EHB 34.

VIII. PRE-HEARING PROCEDURES

A. Administrative Matters.

1. Docketing. The Board dockets the notice of appeal, complaint for
assessment of civil penalties, or other special action upon its receipt. The
matter is assigned to an Administrative Law Judge for primary handling; the
initial of the Administrative Law Judge appears after the docket number.
Matters are assigned on the basis of caseload, the existence of related
appeals, possible conflicts and geographic location.

2. If an appeal fails to comply with Rules 1021.51 and 1021.52 the Board will
issue an Order directing that this information be supplied. Rule 1021.52. If
the appellant fails to respond, the appeal may be dismissed pursuant to Rule
1021.52(b).

B. Issuance of Pre-Hearing Orders.

1. Generally Pre-Hearing Order No. 1 is issued to the parties after docketing the
appeal. It provides a schedule for discovery and matters relating to motion
practice. See Rule 102 1.101. Individual judges may issue other additional
orders related to the procedure for proceeding with appeals or complaint.

2. Either or both parties may request that alternate pre-hearing schedules and
procedures be established in accordance with a proposed joint case
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management order. See Rule 1021.101(a)(4) (proposed joint case
management order).

3. Rule 1021.101(a)(2) now provides for the exchange of expert reports a
substitute for answers to expert interrogatories.

C. Intervention.

1. "Any interested party may intervene in any matter pending before the
Board." 35 P.S. § 7514(e). Rule 1021.81 permits any interested person to
petition the Board to intervene in any pending matter prior to the initial
presentation of evidence. This conforms to the Commonwealth Court's
interpretation of the Environmental Hearing Board Act in Browning-Ferris,
Inc. v. Department of Environmental Resources, 598 A.2d 1057 and 598
A.2d 1061 (Pa. Cmwlth. 1991). See County of Allegheny, Department of
Aviation v. DEP, 2000 EHB 1177; P.H. Glatfelter Co. v. DEP, 2000 EHB
1204.

a. An intervening party must be "interested" in the sense that it has a
"substantial, direct and immediate" interest in the matter. Borough of
Glendon v. Department of Environmental Resources, 603 A.2d 226
(Pa. Cmwlth.) petition for allowance of appeal denied, 608 A.2d 32
(Pa. 1992); Conners v. DEP, 1999 EHB 669; Tortorice v. DEP, 1998
EHB 1169; Wurth v. DEP, 1998 EHB 1319.

(i) Averment of ownership of an adjoining property, without
more, may not be sufficient. P.A.S.S., Inc. v. DEP, 1995 EHB
940.

(ii) Neighboring township may intervene in an appeal of a major
modification permit for a landfill. Giordano v. DEP, 2000
EHB 1163.

(iii) A citizens group has a right to intervene if at least one of its
members has a sufficient interest in the proceeding to have a
right to intervene. Consolidated Pennsylvania Coal Co. v.
DEP, 2002 EHB 879.

(iv) A steel manufacturer may not intervene in an appeal of a
landfill from a notice of deficiency where it does not use the
landfill for disposal or have any other direct connection to it.

Joseph J. Brunner, Inc. v. DEP, 2003 EHB 186.
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(v) A concern regarding the legal precedent that may be
established is insufficient for the purposes of intervention.
TJS Mining, Inc. v. DEP, 2003 EHB 507.

b. Absent extraordinary circumstances, intervention will not be
permitted by a person who is subject to a Department order in a
third-party appeal and failed to file a notice of appeal during the
appeal period. See Jefferson Township Supervisors v. DEP, 1999
EHB 693; but see Pennsylvania Game Commission. v. DEP, 2000
EHB 823.

2. Rule 1021.81 (b) requires the petition to be verified and to contain sufficient
factual averments and legal assertions establishing petitioner's reasons,
basis, interests and specific issues upon which it seeks to intervene.
Otherwise the Board will deny the petition. Rule 1021.81 (e); Consolidated
Pennsylvania Coal Co. v. DEP, 2002 EHB 879.

3. Pursuant to Rule 1021.81 (d), a party may file an answer to the petition. An
answer must be verified and filed within 15 days of service.

4. The Board may or may not limit the issues which may be raised by an
intervenor. See P.H. Glatfelter Co. v. DEP, 2000 EHB 1204; Conners v.
DEP, 1999 EHB 669; Heidelberg Township v. DEP, 1999 EHB 791.

5. An order granting the petition allows the intervening party to participate in
the proceedings that remain at the time of the order granting intervention.
Rule 1021.81(f). Pennsylvania Game Commission. v. DEP, 2000 EHB 823.
See also Consolidated Pennsylvania Coal Co. v. DEP, 2002 EHB 879.

6. The Board denied the request of a school district to intervene where the
hearing was scheduled to begin in one month and the other parties would be
prejudiced. Pennsylvania Trout v. DEP, 2003 EHB 590.

D. Consolidation. The Board may consolidate cases involving common questions of law or
fact either on its own motion or upon the motion of any party. 25 Pa. Code § 1021.81.

E. Substitution. The Board's rules permit the substitution of a successor-in-interest to a
party in an appeal. 25 Pa. Code § 1021.83.

F. Amicus Curiae. The Board's rules specifically permit anyone interested in the legal
issues in any matter before the Board to request leave to file a brief or memorandum of
law. Rule 1021.25.
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G. Discovery Proceedings.

Under Rule 1021.102, discovery proceedings are to conform to the
Pennsylvania Rules of Civil Procedure. See Pa. R.C.P. Nos. 4001 - 4020.

2. Counsel are encouraged by Pre-hearing Order No. 1 to agree on a case
management order to be submitted to the Board for approval so that they can
make the discovery process fit the needs of the case. See Rule 1021.101.

3. Copies of discovery requests and responses are not to be filed with the Board
unless necessary to resolve a discovery dispute or a motion. See Lentz v.
DEP, 2001 EHB 1028 (the Board will not rule on the adequacy of
interrogatory responses where the interrogatories were not provided as an
exhibit); Throop Property Owner'sAssoc. v. DEP, 1998 EHB 46 (a notice for
protective order is denied where the movant failed to attach copies of the
interrogatories).

4., Discovery disputes are sometimes dealt with by the presiding Administrative
Law Judge in an oral ruling during a conference call which may later be
memorialized in written orders.

5. In a case involving expert witnesses, the exchange of expert reports or
answers to expert interrogatories that are prepared is required. Rule
102 1. 10 1(a)(2).

6. Any party, including the Department, who wishes to present expert testimony
must identify the expert and submit either an expert report or answers to
expert interrogatories, even if not required to do so by Pa. R.C.P. No. 4003.5.
Borough of Edinboro v. DEP, 2003 EHB 725, aff'd, 2696 C.D. 2003 (Pa.
Cmwlth. filed June 23, 2004); Kleisslerv. DEP, 2002 EHB 617.

7. Subpoenas are governed by Pa. R.C.P. Nos. 234.1 - 234.4, 234.6 - 234.9.
Rule 1021.103. Forms are available on the Board's website or they may be
requested by contacting the Board Secretary. The party requesting the
subpoena is responsible for filling in the appropriate information, serving it
and properly compensating the individual upon whom it is served. Counsel
may wish to include proof of service with a subpoena, but such proof need
not be filed with the Board.

a. The Board will not compel testimony of expert witnesses originally
retained by another party if those witnesses choose not to testify.
Weiss v. DEP, 1997 EHB 39.
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b. When issuing a subpoena for the production of documents and things
from a non-party, a party must comply with the procedural
requirements of Pa. R.C.P. Nos. 4009.21 - 4009.27 by filing a
Certificate Prerequisite to Service of a Subpoena along with the proper
forms unless those requirements are waived by the parties.

c. When issuing a subpoena for a non-party to attend and testify at a
deposition, and to produce documents and things at the deposition, the
requesting party must comply with the procedural requirements of Pa.
R.C.P. No. 4007.1(d)(2). See also Pa. R.C.P. Nos. 4009.21 - 4009.27
(production of documents and things from a non-party).

d. The Board has a form petition for the use of private parties who wish
to attempt to enforce a Board subpoena before the Commonwealth
Court rather than seeking relief before a court of common pleas.

8. Extensions. The Board's rules require every motion to be accompanied by a
proposed order. Rule 1021.91(b). If a request for an extension of time is
unopposed by all of the other parties, the request may be embodied in a
letter representing that all parties consent to the extension. A motion must
be filed if a request is opposed. In any event, mere agreement of counsel
does not operate to extend deadlines set by the Board; a Board order is
necessary to modify any deadline. Rule 1021.92(d) and (e). Shenango
Incorporated v. DEP, EHB Docket No. 2002-259-L (Opinion issued
December 2, 2005). See also Rule 1021.12.

IX. MOTION PRACTICE

A. Motion practice is governed by Rules 1021.91 - 1021.95. Pre-hearing motions may be
categorized as:

I1. Procedural Motions are motions such as motions for continuance, for
expedited consideration, for extensions of time or for a stay of proceedings.
Such requests must include a specific date for the extension or continuance
and include a proposed order. Rule 1021.92.

2. Discovery Motions are motions filed to resolve disputes arising from the
conduct of discovery. Rule 1021.93.

3. Dispositive Motions are motions to dismiss, for summary judgment, and
some motions to limit issues. Rule 1021.94. The Board has recently
promulgated new rules governing dispositive motions, changing the required
form of such motions. Recent amendments to the Board's rules have also
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created a separate rule for motions for summary judgment. Rule 1021.94a.
(See below.)

a. Motion to Limit Issues - motions to limit issues, some of which are
thinly disguised and misnamed motions to dismiss, or for summary
judgment, are frequently filed with the Board. To the extent they are
motions to dismiss or for summary judgment, they are dealt with in
accordance with the rules applicable to those motions. See Perkasie
Borough Authority v. DEP, 2002 EHB 75. But see Section 1X.D.

b. Motion for Judgment on the Pleadings - although some Board
decisions in the past have included a notice of appeal as a pleading,
the Board's rules have been amended to exclude a notice of appeal
from the definition of pleading. Rule 1021.2. See also Milco
Industries, Inc. v. DEP, 2001 EHB 995; Allegro Oil & Gas, Inc. v.
DEP, 1998 EHB 790. Hence, a motion forjudgment on the pleadings
is only appropriate in special action proceedings.

4. Miscellaneous Motions are motions not otherwise addressed, including
motions to amend appeals, motions in limine, motions to strike, motions for
a view or motions for recusal. Rule 1021.95.

B. Motions to Dismiss. Motions to dismiss are normally filed for lack of jurisdiction as
soon as possible after the filing of the notice of appeal. Untimeliness or unappealable
actions are most often the basis for the motion, but a motion to dismiss may be used for
any purpose to challenge the legal ground for the appeal.

1. The Board has noted that "as a matter of practice, the Board has authorized
motions to dismiss as a "dispositive motion" and has permitted the motion to
be determined on facts outside of those stated in the appeal when the Board's
jurisdiction,... is in issue." Felix Dam Preservation Association. v. DEP,
2000 EHB 409 (quoting Florence Township v. DEP, 1996 EHB 282, 302).

2. The Board will dismiss an appeal only where there are no material factual
disputes and the law is clear so that the moving party is entitled to judgment
as a matter of law. Eljen Corp. v. DEP, EHB Docket No. 2005-257-K
(Opinion issued December 2, 2005); Neville Chemical v. DEP, 2003 EHB
530.

3. The Board may deem properly pleaded facts admitted where an opposing
party fails to respond to a motion to dismiss. Burnside Township v. DEP,
2002 EHB 700.

29



C. Motions for Summary Judgment.

The Board has the power to enter summary judgment. The filing of such motions may
sometimes narrow the issues or resolve matters without hearing. The Board has recently
promulgated a new rule specific to motions for summary judgment which includes
requirements for form and content of the motion and responses. Rule 1021.94a.

I1. A motion for summary judgment shall include a motion, a supporting brief,
evidentiary materials relied upon and a proposed order. Rule 1021.94a(a).

a. A motion for summary judgment consists only of a concise statement
of the relief requested and the reason for granting relief. It should not
include any recitation of the facts. Rule 1021.94a(b).

b. Under the Board's new rule the brief accompanying the motion must
include an introduction and summary of the case; a statement of
material facts in separately numbered paragraphs; and a discussion of
the legal argument supporting the motion. Rule 1021.94a(c).

c. Evidentiary materials shall be separately bound and labeled as
"Exhibits." Rule 1021.94a(d).

2. Factual matters must be supported by evidence in the record. See Pa. R.C.P.
No. 1035.1. Jackson v. DEP, EHB Docket No. 2004-032-MG (Opinion
issued May 20, 2005).

a. Affidavits filed in support of or in opposition to a motion for summary
judgment must be based upon personal knowledge, set forth facts that
would be admissible into evidence and affirmatively show that the
signer is competent to testify concerning the matters stated in the
document. Rule 1021.94a(d). Pa. R.C.P. No. 1035.4; Heidelberg
Township v. DEP, 1999 EHB 800; Yourshaw v. DEP, 1998 EHB 819.

b. The Board will not consider an affidavit which is unsworn and will not
consider exhibits, which are not otherwise part of the record, attached
to a response which are not verified or certified and lack supporting
affidavits. Farmer v. DEP, 1998 EHB 1291. See Pa. R.C.P. No.
1035.4.

c. The Board will not strike exhibits which were not supported by a
properly verified affidavit, but are items from the record as defined by
Rule 1035.1 of the Pennsylvania Rules of Civil Procedure.
Heidelberg Township v. DEP, 1999 EHB 791.
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d. Because the Nanty-Glo rule (Nanty-Glo v. American Surety Co., 163
A. 523 (Pa. 1932)) generally does not apply to administrative
proceedings, the Board may enter summary judgment where evidence
depends upon uncontradicted affidavits. Snyder v. Department of
Environmental Resources, 588 A.2d 1001 (Pa. Cmwlth. 1991). The
Board must still determine upon examination of the whole record
whether the movant has satisfied its burden to establish that there are
no material issues of fact and it is entitled to judgment as a matter of
law. Id.

3. The Board can not enter summary judgment on behalf of a party who did not
move for summary judgment. Exeter Township v. DEP, 2000 EHB 630.

4. The Board may grant summary judgment against the appellant for failing to
respond to a motion for summary judgment. Rule 1021.94a(h); Lucas v.
DEP, EHB Docket No. 2005-058-L (Opinion issued November 30, 2005);
Earthmovers Unlimited, Inc. v. DEP, 2004 EHB 165; Kochems v. DEP,
1997 EHB 428 aff'd, 701 A.2d 281 (Pa. Cmwlth. 1997)(where the appellant
had a history of failing to respond which seemed to betray a lack of interest
in prosecuting the appeal).

5. When a motion for summary judgment is made and properly supported, the
opposing party may not rest upon the mere allegations or denials. of his
pleading. Rather, his response, by affidavit or as otherwise provided in Rule
1021.94a, must set forth specific facts arising from evidence in the record
showing that there is a genuine issue for hearing. Rule 1021.94a(h). Jackson
v. DEP, EHB Docket No. 2004-032-MG (Opinion issued May 20, 2005);
Borough of Roaring Spring v. DEP, 2004 EHB 889; Drummond v. DEP,
2002 EHB 413; Riddle v. DEP, 2002 EHB 321.

D. Motions in limine.

3. Motions in limine may not be used on the eve of hearing to obtain a ruling

on the merits.

a. Dauphin Meadows v. DEP, 2002 EHB 235 (declining to decide an
issue of administrative finality).

b. Clearview Land Development Co. v. DEP, 2002 EHB 506 (declining
to decide a claim of collateral estoppel).

4. It is appropriate to use a motion in limine to challenge contentions in a pre-
hearing memorandum on the basis that they go beyond the objections in a
notice of appeal. Goheen v. DEP, 2003 EHB 92.
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E. Rules Generally Applicable to All Non-Dispositive Motions.

1. The motion must set forth in numbered paragraphs the facts in support of
it and the relief requested. Rule 1021.91(d).

2. Different rules apply for the various motions as to time for response and
reply, verification and the filing of briefs. See Rule 1021.36 (number of
copies); Rules 1021.91 - 1021.95.

3. A party's failure to respond to the motion may be deemed to be an admission
of all properly pleaded facts contained in the motion. Rule 1021.91(f).
Beaver Falls Municipal Authority v. DEP, 2000 EHB 1026; Buddies
Nursery, Inc. v. DEP, 1999 EHB 885; Enterprise Tire Recycling v. DEP,
1999 EHB 900; Concerned Citizens v. DEP, 1999 EHB 167; Smedley v.
DEP, 1998 EHB 1281.

a. Failure to respond to a dispositive motion may be deemed a sign of the
non-moving party's lack of interest in pursuing the appeal and result in
dismissal of the appeal. Pirolli v. DEP, 2003 EHB 514.

b. An untimely response may be considered a failure to respond.
Berwick Township v. DEP, 1998 EHB 487; Duquesne Light Co. v.
DEP, 1998 EHB 381. However, where a response to a motion for
summary judgment is only one day late and there is no prejudice
alleged, striking the response is too harsh a sanction. People United
To Save Homes v. DEP, 1998 EHB 194; see also Goetz v. DEP, 1998
EHB 785.

4. Except for dispositive motions, the non-moving party is required to file a
response to a motion setting forth in correspondingly numbered paragraphs
"all factual disputes and the reason the opposing party objects to the
motion." Rule 1021.91(e). See Thomas v. DEP, 1998 EHB 93; Power
Operating Co. v. DEP, 1998 EHB 466; Heidelberg Heights Sewerage Co. v.
DEP, 1998 EHB 538. Except in motions for summary judgment, failure to
respond to a motion in correspondingly numbered paragraphs may result in
the sanction of the Board deeming admitted the well-pleaded facts in the
motion particularly where the Board cannot ascertain the factual disputes
between the parties. Rule 1021.91(f). RJM Manufacturing, Inc. v. DEP,
1998 EHB 436; Heidelberg Heights Sewerage Co. v. DEP, 1998 EHB 538;
but see Wayne v. DEP, 1999 EHB 395 (although respondent fails to set forth
objections in correspondingly-numbered paragraphs, the Board found the
error to be de minimus and declined to deem the moving party's allegations
as admitted).
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X. SCHEDULING THE HEARING, PRE-HEARING MEMORANDA
AND PRE-HEARING CONFERENCES

A. Generally, after discovery has been completed, including the exchange of expert
reports, and provision has been made for the filing of dispositive motions, if any, the
Board will set a hearing date for the remaining issues and schedule the filing of pre-
hearing memoranda pursuant to the provisions of Rules 1021.101 and 1021.104 by
issuing Pre-hearing Order No. 2.

1. The detailed required contents of the pre-hearing memoranda are set forth in
Rule 1021.104.

2. The usual rules apply with regard to the imposition of sanctions when a party
fails to comply with these requirements respecting pre-hearing memoranda.
Rule 1021.104. The failure to include a factual or legal contention in the
pre-hearing memorandum may result in a waiver of that contention. See
Maddock v. DEP, 2002 EHB 1; Smedley v. DEP, 2000 EHB 90.

B. Generally, pre-hearing memoranda will be filed at least 20 days before the scheduled
hearing date. Rule 102 1.101(d).

1. Pre-hearing Order No. 2 ordinarily will require the appellant to file a pre-
hearing memorandum first and permit the Department and other appellees 15
days to respond. The Department most likely will be required to file first in
those cases where it bears the burden of proof as to the principal issues of the
case.

2. However, to facilitate the prompt holding of a hearing, the Board may
require the simultaneous filing of pre-hearing memoranda.

C. The Board may require that the parties meet prior to the hearing to stipulate to all facts
not in dispute. The factual stipulation must be filed with the Board five days before the
commencement of the hearing. 25 Pa. Code § 102 1.101(c).

D. The Board may require, and any party may request, a pre-hearing conference under Rule
1021.105, to expedite the hearing or a settlement of the matter.

E. Motions in limine. A party may obtain a ruling on evidentiary issues by filing a motion
in limine. Rule 1021.121. Ordinarily such a motion will be decided in advance of the
hearing. However, the presiding administrative law judge may decide that the decision
should be reserved until the evidence is offered. See Section IX.D.
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XI. HEARINGS

A. Venue of Hearing. Hearings are normally conducted in the hearing rooms in the Board's
Harrisburg, Pittsburgh or Norristown offices, but the Board will entertain requests to
conduct hearings in Commonwealth facilities at other locations. Rule 1021.114. The
requests must be substantiated and counsel should be prepared to suggest suitable
alternate locations.

B. View of Premises.

1. Under Rule 1021.115 the Board is authorized to conduct a view of real estate
premises at issue in an appeal upon reasonable notice and at reasonable
times when the viewing would have probative value. The request for a view
can be made by separate motion or in the pre-hearing memorandum. The
view will generally be scheduled prior to the hearing on the merits.

2. Ordinarily a view .does not serve as a substitute for evidence of record. Rather
it is a secondary tool designed to assist the factfinder to better understand the
record evidence. Giordano v. DEP, 2000 EHB 1163. See also UMCO, Inc.
v. DEP, 2004 EHB 797.

C. Continuances. Requests for continuances of hearings, except in emergency situations,
should be made at least two weeks prior to the hearing to enable the Board to schedule
other matters. See Rule 1021.113. If the parties wish to continue a hearing because of
settlement, they should be prepared to submit the settlement within 30 days of the
scheduled hearing dates.

D. Conduct of Hearings. Hearings before the Board are not substantially different than
those before the courts. The proceedings are transcribed by a court reporter, and the
transcripts are heavily relied upon in preparing adjudications.

1. Burden of proof and burden of proceeding is governed by Rule 1021.122
and the substantive law of Pennsylvania.

a. While the burden of proof never leaves the party on whom it is
originally placed, the burden of producing evidence may shift during
the course of a hearing. Pennsylvania Trout v. Department of
Environmental Protection, 863 A.2d 93 (Pa. Cmwlth. 2004); Riddle v.
DEP, 2001 EHB 221; Easton Area Joint Sewer Authority v. DER,
1990 EHB 1307, 1319. Cf Ainjar Trust v. DEP, 2001 EHB 927,
aff'd, 806 A.2d 482 (Pa. Cmwlth. 2002).

2. While the Board is not bound by technical rules of evidence at hearings, the
Pennsylvania Rules of Evidence (P.R.E.) are generally adhered to and must
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be complied with when proving essential elements of a party's case. Rule
1021.123. The Board has broad discretion to admit or reject evidence, and
may receive all relevant reasonably probative evidence. 2 Pa. C.S. § 505.

3. Expert testimony from engineers, hydrogeologists and other scientists is
generally critical in matters which come to hearing. An expert must testify
with a "reasonable degree of scientific certainty" that his opinion is correct,
in the sense that what he has said is more probable than not based upon
accepted scientific knowledge and methods. See Al Hamilton Contracting
Co. v. Department of Environmental Resources, 659 A.2d 31 (Pa. Cmwlth.
1995).

a. An expert's opinion may be based on reports or tests performed by
others and not in evidence, or on information the expert gains from the
testimony of other witnesses. P.R.E. 703; Al Hamilton Contracting
Co. v. Department of Environmental Resources, 659 A.2d 31 (Pa.
Cmwlth. 1995); Commonwealth v. Al Hamilton Contracting Co., 557
A.2d 15 (Pa. Super. 1989), petition for allowance of appeal denied,
565 A.2d 1165 (Pa. 1989).

4. Scientific evidence is admissible if the scientific principle or discovery
forming the basis for the evidence presented at hearing has been "sufficiently
established to have gained general acceptance in the particular field to which
it belongs." Frye v. United States, 293 F. 1013, 1014 (D.C. Cir. 1923); see
also McKenzie v. Westinghouse Electric Co., 674 A.2d 1167 (Pa. Cmwlth.
1996), and the method used by the expert to reach her conclusion is
generally accepted. Grady v. Frito-Lay, Inc., 839 A.2d 1038 (Pa. 2003);
Blum v. Merrell Dow Pharmaceuticals, Inc., 705 A.2d 1314 (Pa. Super.
1997).

5. Parties may use written testimony as a means to present direct testimony of a
witness. Unless otherwise directed, such testimony must be submitted with a
party's pre-hearing memorandum. Rule 1021.124.

a. The opposing party may object in writing at least five days in advance
of the hearing. Rule 1021.124(b).

b. A witness whose direct testimony is presented in writing must be

available for cross-examination. Rule 1021.124(a).

E. Hearings on Inability to Pay Civil Penalties.

I1. Ordinarily when the Board receives an appeal which includes a verified
statement of the appellant's inability to pre-pay, the administrative lawjudge
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assigned to the case will issue an appropriate order requiring the appellant to
supply appropriate financial information and scheduling a prompt hearing.
See Section V.C (Civil Penalty Proceedings).

2. However, in an appeal under the Air Pollution Control Act the Board is
required to conduct a hearing to consider the appellant's alleged inability to
pay and decide the issue within 30 days of the date of the appeal. 35 P.S. §
4009.1(b).

a. An order will be issued requiring the appellant to file with the Board,
and serve the Department, with copies of all financial documentation
related to the appellant's inability to pre-pay within 15 days.

b. A hearing will be scheduled within 30 days of filing the appeal. Any
such hearing may be scheduled for a later time if the Department
elects to waive this requirement.

c. The Board will issue an order within 30 days of a hearing either
ordering the appellant to pre-pay or post a bond within 30 days or less
before continuing the matter further or waiving the requirement to pre-
pay if the appellant demonstrates it is financially unable to pay. 35
P.S. § 4009.1.

3. The burden of demonstrating an inability to pre-pay a penalty typically falls
upon the appellant. Heston S. Swartley Transportation Co., Inc. v. DEP,
1999 EHB 88. The Board will consider, among other things, recent financial
statements and income tax returns. Goetz v. DEP, 1998 EHB 955.

4. In Hrivnak Motor Co. v. DEP, 1999 EHB 437, the Board excused the
appellants from pre-payment of a civil penalty emphasizing the difficulty in
liquidating assets in time to meet the 30-day appeal deadline in response to a
Board order to pay.

5. The Board will dismiss an appeal of a civil penalty assessment where the
appellant fails to attend a hearing on his inability to pre-pay the penalty,
Lykens v. DEP, 1997 EHB 383, or fails to pre-pay the penalty when ordered
by the Board to do so after finding the appellant is able to pre-pay. Heston S.
Swartley Transportation Co. v. DEP, 1999 EHB 177; Goetz v. DEP, 1998
EHB 955.
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XII. POST-HEARING PROCEDURE

A. Post-Hearing Briefs. At the conclusion of the hearing or after the Board has received
all transcripts from a hearing on the merits, an order establishing a schedule for
submission of post-hearing briefs is issued to the parties. The party with the burden
of proof is generally required to file the opening brief.

1. Post-hearing briefs must conform to Rule 1021.131 (a), which requires that
briefs contain proposed findings of fact with.references to the transcripts and
exhibits, an argument with citation to supporting legal authority, and
proposed conclusions of law. The Board may order a party to conform its
brief to that regulation.

2. Failure to file a brief or to raise specific arguments in a post-hearing brief
results in a waiver of those arguments. Rule 1021.131(c); Chippewa
Hazardous Waste, Inc. v. DEP, 2004 EHB 287, aff'd, 971 C.D. 2004 (Pa.
Cmwlth., filed October 28, 2004); see also Lucky Strike Coal Co. v.
Department of Environmental Resources, 547 A.2d 447 (Pa. Cmwlth. 1988);
Riddle v. DEP, 2002 EHB 283; Patti v. DEP, 1999 EHB 610.

3. Documents not offered or entered into evidence may not be included with
post-hearing briefs. Gasbarro v. DEP, 1998 EHB 670.

4. To preserve objections to evidentiary rulings made during the hearing, a
party may not simply make a general reference to those rulings, but must
provide specific citations to the transcript and to any legal precedent on
which it bases its objections. People United To Save Homes v. DEP, 1999
EHB 914.

B. Dispositions.

1. Orders. Interlocutory orders may be issued by the administrative law judge
assigned to the appeal. Final orders, including those granting motions to
dismiss or motions for summary judgment, must be concurred with by a
majority of the administrative law judges. Rule 1021.116(a).

2. Adjudications. Proposed adjudications are generally prepared by the
administrative law judge who heard the appeal and submitted to the other
administrative lawjudges for review and approval. An adjudication contains
findings of fact, a discussion of the evidence and relevant law, conclusions
of law and an order.

a. An adjudication must be concurred in by a majority of the
administrative law judges. Rule 1021.116(a).
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b. While a motion for a directed adjudication or for nonsuit may be made
at the close of a party's case, a single administrative law judge does
not have the power to grant the motion and, for that reason, will
usually deny it. When referred by a presiding judge, the Board will
accept a motion for a directed adjudication; such motions are rarely
granted. As a rare exception, see Decker v. DEP, 2002 EHB 610.
Rather, the Board most often will proceed directly to the adjudication
on the merits. For a detailed discussion of the different standards for
granting a directed adjudication versus ruling upon the merits, see
Charles E. Brake Co. v. DEP, 1999 EHB 965.

c. Adjudications are sent by first class mail to the parties and posted on
the Board's website. The period for filing a petition for review of the
adjudication in the Commonwealth Court runs from the date of the
Board's issuance of the adjudication, not the date the party receives it.

C. Official Notice.

1. The Board may take official notice of: (1) matters which may be judicially
noticed by the Courts of the Commonwealth; (2) facts which are not in
dispute; and (3) record of facts reflected in the official docket of the Board.
25 Pa. Code § 1021.125(a).

2. A party may, on timely request, be afforded an opportunity to show why the
Board should not take official notice. 25 Pa. Code § 1021.125(b).

3. A party requesting the taking of official notice after the conclusion of the
hearing shall do so in accordance with Rule 1021.133 (relating to reopening
of record prior to adjudication). Rule 1021.125 (c).

XIII. REHEARING OR RECONSIDERATION OF BOARD ORDERS
OR ADJUDICATIONS

A. Reopening of Record Prior to Adjudication. Rule 1021.133 permits a party to petition
the, Board to reopen the record after the conclusion of a hearing but before the Board
issues an adjudication only upon the basis of recently discovered evidence or evidence
that has become material as a result of a change in relevant legal authority.

1. Recently discovered evidence must: (1) have been discovered after the close
of the record and, in exercising due diligence, could not have been
discovered earlier; (2) must not be cumulative; and (3) must either
conclusively establish a material fact of the case or contradict a material fact
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which had been assumed or stipulated by the parties to be true. Rule
1021.133(b)(1)-(b)(3).

2. The Board will not permit the record to be reopened to remedy a perceived
error in trial strategy. Noll v. DEP, EHB Docket No. 2003-131-K (Opinion
issued January 10, 2005); Exeter Citizens 'Action Committee v. DEP, 2004
EHB 179.

3. A petition based upon evidence which has become material as a result of a
change in legal authority occurring after the record is closed must specify the
legal authority involved and demonstrate how it applies to the matter
pending before the Board. Rule 1021.133(c).

4. The petition must also conform to the requirements set forth in Rule
1021.133(d), and be served upon the parties to the proceedings. Rule
1021.133(d) and (e).

5. An answer may be filed within 15 days and must be verified if it includes
factual assertions which are not of record. Rule 1021.133(e). See Gasbarro
v. DEP, 1998 EHB 688.

B. Reconsideration of Interlocutory Orders. The petition for reconsideration must be filed
within 10 days of the interlocutory order or ruling and must demonstrate that
extraordinary circumstances justify consideration of the matter by the Board and also
must meet the criteria enumerated for reconsideration of final orders. Associated
Wholesalers, Inc. v. DEP, 1998 EHB 23. Parties requesting reconsideration of an
interlocutory order must meet the same criteria as for reconsideration of final orders with
the additional requirement that special circumstances exist which warrant the Board
taking the extraordinary step of revisiting an interlocutory order. Earthmovers Unlimited,
Inc. v. DEP, 2003 EHB 577; Conrail, Inc. v. DEP, 1999 EHB 773.

1. The Board has reconsidered interlocutory orders where the Board failed to
consider a memorandum which was filed in support of a motion to dismiss
but not listed on the docket. Thomas v. DEP, 2000 EHB 728.

2. The following situations do not constitute extraordinary circumstances:

a. A mere allegation of Board error, without more, does not warrant
reconsideration of an interlocutory order. Earthmovers Unlimited, Inc.
v. DEP, 2003 EHB 577. See also Lower Salford Township V DEP,
EHB Docket No. 2005-100-K (Opinion issued November 17, 2005);
DEP v. Angino, EHB Docket No. 2003-004-CP-C (Opinion issued
November 29, 2005).
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b. Failure to respond to a motion because of an administrative oversight.
Borough ofBerwick v. DEP, 1998 EHB 199.

c. A defect in a motion for summary judgment cannot be cured through a
petition for reconsideration. Harriman Coal Corp. v. DEP, 2001 EHB
1; Reading Anthracite Co. v. DEP, 1998 EHB 164 (failure to include
an exhibit); Adams Sanitation Co., Inc. v. DER, 1994 EHB 1482
(failure to explicitly address all issues in motion). See also Lee v.
DEP, 1998 EHB 566 (motion to dismiss).

3. An answer may be filed within 10 days of service. Rule 1021.152(b).

4. The failure of a party to file a petition under this rule will not result in the
waiver of any issue. Rule 1021.151 (c).

C. Reconsideration of Final Orders. Under Rule 1021.152 a petition for reconsideration of a
final order must be filed within 10 days of the final order and will only be granted for
compelling and persuasive reasons. Potts Contracting Co. v. DEP, 2000 EHB 145. The
petition must be simultaneously served on the other parties. Parties are encouraged, but
are not required, to include a memorandum of law.

I. Compelling and persuasive reasons may include: (1) the final order rests on a
legal ground or a factual finding which has not been proposed by any party;
or (2) crucial facts set forth in the petition are inconsistent with the Board's
findings, justify reversal of the Board's decision, and could not have been
presented earlier with the exercise of due diligence. Rule 1021.152(a).

a. A mistake made by the Board is such a reason. Miller v. DEP, 1997
EHB 335 (applying criteria to interlocutory order); Hawbaker, Inc. v.
DEP, 1996 EHB 230; Adams Sanitation Co., Inc. v. DEP, 1995 EHB
1279.

b. An intervenor's desire to contest the Department's withdrawal of
certain permit conditions after the Board granted appellant's
withdrawal of appeal is not such a reason. Commonwealth
Environmental Systems, L.P. v. DEP, 1996 EHB 340.

c. Failure to attach an exhibit which should have been presented in the
motion for summary judgment does not provide a basis for
reconsideration. Svonavec, Inc. v. DEP, 1998 EHB 346; Marwell, Inc.
v. DEP, 1998 EHB 7.

2. If an answer is to be filed, it must be done within 10 days of service. Rule
1021.152(b).
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3. If the Board grants reconsideration within 30 days of the Board's order, any
intervening petition for review of that order filed in the Commonwealth
Court shall be rendered inoperative, and the time for filing such an appeal
will begin anew after the Board enters a decision on the reconsideration.
Pennsylvania Rules of Appellate Procedure (Pa. R.A.P.) 1701. If the Board
does not act within the 30-day period, an intervening appeal deprives the
Board ofjurisdiction.

XIV. TERMINATION OF PROCEEDINGS BEFORE THE BOARD

The Board's rules provide several options for the termination of proceedings before the
Board.

A. Settlements.

1. An appeal that has been settled by a settlement agreement may simply be
withdrawn without the necessity of seeking Board approval of the settlement
agreement. In that case, the parties may:

a. notify the Board that the case has been settled and request that the
docket be marked settled;

b. notify the Board that the case has been settled, provide the Board with
a copy of the settlement agreement for inclusion in the record, and
request that the docket be marked settled; or

c. notify the Board that the case has been settled, provide the Board with
a copy of the settlement agreement for inclusion in the record, request
the notice of the settlement be published in the Pennsylvania Bulletin,
and request that the case be marked settled.. Rule 1021.141(b).

(i) The notice of settlement should conform to the format
provided in Rule 1021.141 (b)(3) and include identification of
the township and county where the matter took place. A
diskette version of the notice should also be provided. 1 Pa.
Code § 13.11.

2. Third parties may object to the terms and conditions of a settlement in the
manner provided by law. Rule 1021.141(c). Failure to object in a timely
manner divests the Board of authority to grant relief. United States
Environmental Protection Agency, Region I11 v. DEP, 1997 EHB 164.
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3. Parties who want explicit Board approval of a settlement agreement rather
than withdrawing the appeal must use the procedure applicable to consent
adjudications. See below.

B. Consent Adjudication.

1. When the parties seek to terminate a proceeding pursuant to a consent
adjudication, all parties shall submit the proposed consent adjudication to the
Board for approval. The Board will not approve a proposed consent
adjudication if(1) all parties do not agree to the action; (2) the provisions are
contrary to law; or (3) the provisions constitute overreaching or bad faith by
any party. Rule 1021.141(c).

a. Prior to approval, the Board will publish notice of the consent
adjudication in the Pennsylvania Bulletin. The notice shall provide a
30-day period for public comments. The parties shall respond to any
comments. The Board may schedule a hearing before ruling on the
consent adjudication based on the record supplemented by comments
from the public and the parties' response.

b. A third party may appeal from a consent adjudication to the
Commonwealth Court within 30 days of the Board's action.

2. Some statutes contain additional notice requirements.

a. Settlements under the Solid Waste Management Act. If a settlement.is
proposed in any equity action under 35 P.S. § 6018.604 to restrain a
violation of law or a nuisance, or if a settlement is proposed in any
assessment of civil penalty under 35 P.S. § 6018.605, the terms of the
settlement shall be published in a newspaper of general circulation in
the area where the violations are alleged to have occurred. The
publication shall occur at least 30 days prior to the effective date of
settlement and shall contain a solicitation for public comments
directed to the government agency bringing the action. 35 P.S. §
6018.616.
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b. Settlements under the Hazardous Sites Cleanup Act. When a
settlement is proposed in any proceeding under this act, notice of the
proposed settlement shall be sent to all known responsible persons and
published in the Pennsylvania Bulletin and in a newspaper of general
circulation in the area of the release. This notice shall include the
terms of settlement and the manner for submitting written comments
during a 60-day public comment period. The settlement shall become
final upon the Department's filing of its response to any significant
written comments. 35 P.S. § 6020.1113.

C. Withdrawals. An appellant may voluntarily withdraw its appeal at any time prior to
hearing. See 1 Pa. Code § 35.51; Columbia Gas ofPennsylvania v. DEP, 1996 EHB
1067.

1. A withdrawal of an appeal will be without prejudice unless otherwise ordered
by the Board. However, a withdrawal may affect the ability to litigate issues
in a subsequent appeal that might have been resolved in the first appeal
under the substantive laws of administrative finality.

2. A motion to "withdraw" a withdrawal of an appeal will be treated as a motion
to reconsider and is unlikely to be granted absent compelling circumstances.
Citizens Alert Regarding the Environment v. DEP, 2002 EHB 501.

XV. APPELLATE COURT REVIEW

A. Interlocutory orders of the Board may be reviewable by the Commonwealth Court in
certain circumstances. Pa. R.A.P. 1311. Requests for certification of an issue for
appellate review must be made within 30 days of entry of the Board's order for which
certification is sought and the Board must act within the 30-day appeal period. Pa.
R.A.P. 1311(b); Concord Resources Group of Pennsylvania, Inc. v. DER, 1993 EHB
156.

1. Certification can be provided if the Board's order involved a controlling
question of law on which there must be a substantial ground for difference of
opinion and an immediate appeal would materially advance the ultimate
disposition of the matter. 42 Pa. C.S. § 702(b). UMCO Energy, Inc. v. DEP,
2004 EHB 832; Throop Property Owner's Assoc. v. DEP, 1998 EHB 701;
The Carbon/Graphite Group, Inc. v. DER, 1991 EHB 461; City of
Harrisburg v. DER, 1990 EHB 585.

2. Certification will be denied where the legal issue is only potentially
controlling and there are factual rather than legal disputes. CNG
Transmission Corp. v. DEP, 1998 EHB 548.
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B. "Collateral" orders, orders that are separable from and collateral to the case, may also be
appealable as prescribed by Pa. R.A.P. 313. If the Commonwealth Court determines that
an order is collateral, no certification of the issue is required. See Waste Management
Disposal Services ofPennsylvania, Inc. v. DEP, EHB Docket No. 2004-236-K (Opinion
issued February 25, 2005).

C. Final decisions of the Board are reviewable by the Commonwealth Court. 42 Pa. C.S. §
763(a). A petition for review of a Board decision must be filed with the Commonwealth
Court within 30 days after the entry of the Board's decision. Pa. R.A.P. 1512.

1. A party seeking a stay of a Board decision pending review by the
Commonwealth Court on petition for review must present it, in the first
instance, to the Board. Pa. R.A.P. 1781(a). The Board evaluates the
application for stay in light of the criteria enunciated in Pennsylvania Public
Utility Commission v. Process Gas Consumers Group, 467 A.2d 805 (Pa.
1983). See City of Harrisburg v. DER, 1990 EHB 676; Novak v. DER, 1987
EHB 965.

2. A petition for supersedeas based solely upon the pendency of an appeal to
the Commonwealth Court will be treated as an application for a stay
pursuant to Pa. R.A.P. 1781. Heston S. Swartley Transportation Co. v.
DEP, 1999 EHB 160.

D. Certification of Record on Appeal.

1.- Rule 1021.201 states that, unless the parties file a stipulation with the Board
providing otherwise, the Board will certify the record within 20 days of the
filing of the petition for review in accordance with Pa.- R.A.P. 1951. The
record shall include a list of the docket entries, the notice of appeal, and the
Department action, or, if the proceedings were initiated by the filing of a
complaint, then the record shall include a list of the docket entries and the
complaint.

a. The certified record in an appeal from a Board adjudication shall also
consist of: (1) the adjudication; (2) notes of testimony and exhibits
admitted into evidence; (3) post-hearing briefs; (4) petitions for
reconsideration or to reopen the record, answers and exhibits; and (5)
other documents which formed the basis for the Board's adjudication.

b. The certified record in an appeal from a Board Opinion and Order
shall also consist of: (1) the Opinion and Order; (2) the relevant
motion or petition, with responses, answers, replies and exhibits; (3)
petitions for reconsideration, responses, answers, replies and exhibits;
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and (4) other documents which formed the basis of the Board's
Opinion and Order.

2. Counsel are encouraged to check the original record certified to the
Commonwealth Court since items not included will not be considered by the
court as part of the record on appeal. McKeeta v. Duquesne School District,
708 A.2d 1311, 1313 n. 4 (Pa Cmwlth. 1998); see also Salameh v. Spossey,
731 A.2d 649 (Pa. Cmwlth. 1999). Additional materials may be certified
and added to a record if requested promptly.

XVI. MISCELLANEOUS

A. Sanctions.

The Board has broad powers under Rule 1021.161 and 1 Pa. Code §§ 31.27 and
31.28 to impose sanctions on parties for failure to comply with Board orders and
violations of the Board's Rules of Practice and Procedure. RtJMManufacturing, Inc.
v. DEP, 1998 EHB 436. The rule specifically includes sanctions permitted under Pa.
R.C.P. No. 4019 relating to discovery matters. See Environmental & Recycling
Services v. DEP, 2001 E1-B 824. Consequently, the deadlines and obligations
imposed by the Board's orders should be taken seriously by counsel. Examples of
sanctions imposed by the Board include:

1. Precluding the introduction of a party's case-in-chief for failure to file a pre-
hearing memorandum. Wharton Township v. DER, 1989 EHB 1364.

2. Exclusion at hearing of documents appended to a pre-hearing memorandum
which were not identified during discovery. Environmental & Recycling
Services, Inc. v. DEP, 2001 EHB 824.

3. Dismissing an appeal where:

(i) appellant failed to file its pre-hearing memorandum.
Hollobaugh v. DEP, 2003 EHB 720; Potts Contracting Co. v.
DEP, 1999 EHB 958; Yourshaw v. DEP, 1998 EHB 1063.

(ii) appellant failed to comply in the numerous orders of the Board
signifying an intent not to pursue his appeal. Sri Venkateswara
Temple v. DEP, EHB Docket No. 2003-385-R (Opinion issued
February 2, 2005); Light v. DEP, 2002 EHB 645.

(iii) appellant failed to perfect its appeal after two orders of the
Board directed it to do so. Monview Mining v. DEP, EHB
Docket No. 2005-112-R (Opinion issued December 2, 2005).
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4. Dismissal for failure to file answers to interrogatories or respond to
discovery requests. Potts Contracting v. DEP, 1999 EHB 958; Recreation
Realty, Inc. v. DEP, 1999 EHB 697; Shaulis v. DEP, 1998 EHB 503. But
see Tri-State Asphalt Corp. v. Department of Transportation, 875 A.2d 1199
(Pa. Cmwlth. 2005) (holding that it was inappropriate to dismiss a complaint
one day after the discovery deadline).

5. Sustaining an appeal where the Department has violated Board orders.
Miller's Disposal and Truck Service v. DER, 1990 EHB 1239.

6. Barring testimony by an expert witness where the witness is not identified
during the course of discovery, Midway Sewerage Authority v. DER, 1990
EHB 1554, or expert reports were not served on a timely basis. Kleissler v.
DEP, 2002 EHB 617 (preclusion of a late-filed expert report was too harsh a
sanction); Maddock v. DEP, 2001 EHB 834; Schneiderwind v. DEP, 2001
EHB 861. But see UMCO Energy, Inc. v. DEP, EHB Docket No. 2004-245-
L (Opinion issued June 15, 2005) (Although the Board could have precluded
expert testimony because the appellant failed to file a timely response to
expert discovery, the Board determined that the better course was to delay
the hearing in the interest of creating a full and complete factual record on
the merits.)

7. Barring the offering of testimony for failure to respond properly to a party's
interrogatories. Dotan v. DEP, EHB Docket No. 2004-155-CP-MG (Opinion
issued May 2, 2005); DEP v. Land Tech Engineering, Inc., 2000 EHB 1133;
County Commissioners, Somerset County v. DEP, 1995 EHB 1015. But see
Township of Paradise v. DEP, 2001 EHB 1005 (the sanction of barring
witness testimony was too harsh where no motion to compel had been filed,
the appellant had not violated any orders and it was too early in the
proceeding to judge the prejudice to the permittee caused by the appellant's
vague answers to interrogatories.)

8. Striking a motion for summary judgment filed long after the deadline set for

the filing of dispositive motions. Leatherwood, Inc. v. DEP, 2001 EHB 13.

B. Counsel Fees and Expenses.

1. The Costs Act, Act of December 13, 1982, P.L. 1127, as amended, 71 P.S. §§
2031-2035, authorizes the Board to award counsel fees and expenses
incurred by a party in connection with a proceeding in which it prevailed. 71
P.S. § 2033(a). Rules 1021.171 to 1021.174, set forth the filing
requirements for an application for fees and expenses under the Costs Act.
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a. The application for counsel fees and expenses must be filed within 30
days after the final disposition, 71 P.S. § 2033(a), and simultaneously
served upon counsel of record for the Department. Svonavec, Inc. v.
DEP, 1998 EHB 813. The application must be accompanied with a
brief, be verified, set forth sufficient grounds to justify an award, and
contain the information set forth in 4 Pa. Code Chapter 2, Subchapter
A. Rule 1021.172(a) details the information that must be included in
the application. The application may be denied sua sponte for failure
to provide the required information.

b. The Department and any interested party shall file a response within
15 days of the filing of the application accompanied with a brief. The
response must raise any challenge to the sufficiency of the application
and satisfy the specific requirements provided by Rule 1021.173.

c. Rule 1021.174(b) allows the Board to award fees and expenses against
the Department if it finds (1) the applicant is a "prevailing party;" (2)
the application presents sufficient justification for the award; (3) the
Department's action lacked reasonable basis in law or in fact, such
that it was not substantially justified; and (4) no special circumstances
make the award unjust or unreasonable. See SwistockAssociates Coal
Corp. v. DER, 1990 EHB 1212.

(i) A third party appeal of a water quality certification is not an
"adversarial adjudication" under the Cost Act. Solebury
Township v. DEP, 2004 EHB 82, rev'd on other grounds,
Solebury Township v. Department of Environmental
Protection, 863 A.2d 607 (Pa. Cmwlth. 2004) (Board decision
on Costs Act not appealed, issue on appeal concerned
recovery of fees and costs under Section 307(b) of The Clean
Streams Law), petition for allowance of appeal granted, 880
A.2d 502 (Pa. 2005) and 880 A.2d 503 (Pa. 2005).

2. Act 138,27 Pa. C.S. § 7708, also authorizes the Board to award counsel fees
and expenses in proceedings involving certain coal mining activities. United
Mine Workers of America v. DEP, 2003 EHB 256. Rules 1021.181 to
1021.184 provide for the procedure for requesting counsel fees and costs
pursuant to statutes other than the Costs Act. See Raymond Proffit
Foundation v. DEP, 1999 EHB 124 (discussing when fees are "incurred.")

a. Rule 1021.182(c) requires an applicant seeking counsel fees and costs
to file an application within 30 days after the entry of the Board's final
order and to simultaneously serve the application upon the other
parties. Svonavec, Inc. v. DEP, 1998 EHB 813; Stambaugh v. DEP,
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1997 EHB 377. The application must be verified and set forth
sufficient grounds to justify the award in accordance with the
requirements provided by Rule 1021.182(b), and may be denied sua
sponte for failure to do so. The filing of briefs and taking of discovery
are left to the discretion of the parties. Rule 1021.184.

b. A response must be filed within 30 days of service. Any factual basis
for the response must be verified by affidavit. Rule 1021.183.

3. Section 307(b) of the Clean Streams Law also grants the Board broad
discretion to award fees and costs to a prevailing party. Solebury Township
v. Dept. of Environmental Protection, 863 A. 2d 607 (Pa. Cmwlth. 2004),
petition for allowance of appeal granted, 863 A.2d 503 (Pa. 2005).

4. Bad Faith.

a. A permittee may recover fees if it meets the test of Section 7708(c)(4),
which includes a showing that the opposing party brought the action in
bad faith or for purpose of harassment. Act 138, 27 Pa. C.S. § 7708;
Lucchino v. DEP, 809 A.2d 264 (Pa. 2002).

b. Where authorized by other statutes, fees and costs may be recovered
from an appellant who has filed an appeal in bad faith. Lucchino v.
DEP, 809 A.2d 264 (Pa. 2002).

5. Recovery under more than one statute is addressed by Rule 1021.191. It
requires applicants to file a single application for counsel fees and costs that
sets forth, in separate counts, the basis upon which fees and costs are
claimed under each statute.

6. The Board has no authority to award counsel fees under Section 2503(6) of
the Judicial Code, 42 Pa. C.S. § 2503(6). S.T.O.P., Inc. v. DER, 1991 EHB
207.

7. The Board will generally stay an application of costs and fees where a matter
has been appealed to the Commonwealth Court. Blose v. DEP, 2000 EHB
737. See also United Mine Workers v. DEP, 2003 EHB 256.

C. Stay of Proceedings

I1. A stay is an extraordinary measure and therefore the movant must offer
compelling reasons showing that a stay is warranted. Ziviello v. State
Conservation Commission, 1998 EHB 1138.
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2. The Board will consider the following factors:

a. the appellant's interest and potential prejudice;

b. the burden on the agency, the permittee, and the Board;

c. the public interest; and

d. the time and effort of counsel and litigants with a view toward
avoiding piecemeal litigation.

Ziviello v. State Conservation Commission, 1998 EHB 1138. See also Sechan.
Limestone Industries, Inc. v. DEP, 2004 EHB 185.

3. Although the Board strongly encourages settlement discussions, the Board
will only accommodate inactivity for a reasonable amount of time. Kocher
Coal Co. v. DEP, 1999 EHB 49 (inactivity for eleven years while parties
pursue settlement may be too long to avoid dismissal for lack of
prosecution).

4. The Board granted a stay where a stay pending the outcome of parallel
criminal proceedings will not harm the environment and will not prejudice
the Department. Niebauer v. DEP, 2004 EHB 678.

5. The Board desires that nearly all matters before it be heard and an
adjudication issued within two years of initiation of the proceeding.

XVII. REFERENCE MATERIALS

The following materials are useful in gaining an understanding of the duties and
responsibilities of the Environmental Hearing Board (Board) or researching the Board's
precedents.

A. The Environmental Hearing Board Act, Act of July 31, 1988, P.L. 530, as amended, 35
P.S. §§ 7511 -7516.

B. The rules of practice and procedure before the Board are set forth at 25 Pa. Code §§
1021.1 to 1021.201.

C. Decisions of the Board are available from the following sources:

1. Website - The Board's regulations, docket, hearing schedule, opinions and
adjudications from January 1997 to the present and general information
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about the Board are available on the Board's website at:
http://ehb.courtapps.com.

2. Bound volumes of the Board's decisions, 1972 to the present, are available
from the Commonwealth Bookstore, Keystone Building, Plaza Level, 400
North Street, Harrisburg, PA 17120, (717) 787-5109. The price of the
volumes varies by the number of pages. Adjudications may also be received
by subscription.

3. LEXIS and WESTLAW - These computerized legal research systems
contain all the Board's decisions.

4. Newsletter of the Environmental, Mineral and Natural Resources Law
Section of the Pennsylvania Bar Association is published quarterly and is
sent to all section members. It contains summaries of recent Board
adjudications, opinions and settlements. Summaries and links to all Board
decisions are sent electronically to all Section members monthly.

D. The General Rules of Administrative Practice and Procedure, 1 Pa. Code, Chapters 3 1,
33 and 35, are applicable to the Board unless explicitly superseded by the Board's
rules.

E. The Pennsylvania Journal of Environmental Litigation is published bi-weekly by
McGuire Publications, P.O. Box 315, Springfield, PA 19064. It contains summaries of
Board opinions and adjudications, as well as the full text of significant decisions.

F. Former Board Chairperson, Maxine M. Woelfling's "A Practical Guide to Litigation
Before the Environmental Hearing Board," in Pennsylvania Environmental Law and
Practice (Terry R. Bossert, Joel R. Burcat eds., 2d ed. 1998), provides useful guidance.

Dated: February 11, 2006
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ENCLOSURE 21



CHAPTER 1021. PRACTICE AND
PROCEDURES

PRELIMINARY PROVISIONS

GENERAL

Sec.

1021.1. Scope of chapter.
1021.2. Definitions.
1021.3. Amendments to rules.
1021.4. Construction and application of rules.

TIME

1021.11. Effective dates of Board adjudications and preliminary orders.
1021.12. Extensions of time.
1021.15. [Reserved].
1021.17. [Reserved].

REPRESENTATION BEFORE BOARD

1021.21. Representation.
1021.22. Notice of appearance.
1021.23. Withdrawal of appearance.
1021.24. Referal to pro bono counsel.
1021.25. Amicus curiae.
1021.30. [Reserved].

DOCUMENTARY FILINGS

FILING AND SERVICE OF DOCUMENTS

1021.31. Signing.
1021.32. Filing.
1021.33. Service by the Board.
1021.34. Service by a party.
1021.35. Date of service.
1021.36. Certificate of service.
1021.37. Number of copies.
1021.38. Publication of notice.
1021.39. Docket.
1021.41. [Reserved].
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FORMAL PROCEEDINGS

APPEALS

1021.51. Commencement, form and content.
1021.52. Timeliness of appeal.
1021.53. Amendments to appeal or complaint.
1021.53a. Nunc pro tunc appeals.
1021.54. [Reserved].
1021.55. Hearing on inability to prepay penalty.
1021.56. [Reserved].
1021.57. [Reserved].
1021.58. [Reserved].

SUPERSEDEAS

1021.61. General.
1021.62. Contents of petition for supersedeas.
1021.63. Circumstances affecting grant of denial.
1021.64. Temporary supersedeas.
1021.65. [Reserved].
1021.66. [Reserved].
1021.70. [Reserved].

SPECIAL ACTIONS

1021.71. Complaints filed by the Department.
1021.72. Complaints filed by other persons.
1021.73. Transferred matters.
1021.74. Answers to complaints.
1021.75. Procedure after an answer is filed.
1021.76. [Reserved].
1021.77. [Reserved].
1021.78. [Reserved].
1021.79. [Reserved].
1021.80. [Reserved].

CONSOLIDATION, INTERVENTION AND SUBSTITUTION OF
PARTIES

1021.81. Intervention.
1021.82. Consolidation.
1021.83. Substitution of parties.
1021.84. [Reserved].
1021.85. [Reserved].
1021.86. [Reserved].
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1021.87.
1021.88.
1021.89.
1021.90.

[Reserved]
[Reserved].
[Reserved].
[Reserved].

MOTIONS

1021.91.
1021.92.
1021.93.
1021.94.
1021.94a.
1021.95.
1021.96.
1021.98.
1021.99.

General.
Procedural motions.
Discovery motions.
Dispositive motions other than summary judgment motions.
Summary judgment motions.
Miscellaneous motions.
[Reserved].
[Reserved].
[Reserved].

PREHEARING PROCEDURES AND PREHEARING
CONFERENCES

1021.101.
102 1. 102.

1021.103.
1021.104.
1021.105.
1021.106.
1021.107.
1021.108.
1021.109.

Prehearing procedure.
Discovery.
Subpoenas.
Prehearing memorandum.
Prehearing conferences.
Voluntary mediation.
Authority delegated to hearing examiners.
[Reserved].
[Reserved].

HEARINGS

1021.111.
1021.112.
1021.113.
1021.114.
1021.115.
1021.116.
1021.117.
1021.118.
1021.120.

Initiation of hearings.
Waiver of hearings.
Continuance of hearings.
Venue of hearings.
View of premises.
Conduct of hearings.
Presentation by the parties.
Transcript.
[Reserved].

EVIDENCE

1021.121. Motions in limine.
1021.122. Burden of proceeding and burden of proof.
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1021.123. Evidence.
1021.124. Written testimony.
1021.125. Official notice of facts.
1021.126. Limiting number of witnesses and additional evidence.

POSTHEARING PROCEDURES

1021.131. Posthearing briefs.
1021.132. Oral argument after hearing.
1021.133. Reopening of record prior to adjudication.
1021.134. Adjudications.

TERMINATION OF PROCEEDINGS

1021.141. Termination of proceedings.
11021.142-1021.144 [Reserved].

RECONSIDERATION

1021.151. Reconsideration of interlocutory orders.
1021.152. Reconsideration of final orders.

SANCTIONS

1021.161. Sanctions.
1021.162. [Reserved].

ATTORNEY FEES AND COSTS AUTHORIZED BY THE COSTS
ACT

1021.171. Scope.
1021.172. Application for fees and expenses.
1021.173. Response to application.
1021.174. Disposition of application.

ATTORNEY FEES AND COSTS AUTHORIZED BY STATUTE
OTHER THAN THE COSTS ACT

1021.181. Scope.
1021.182. Application for costs and fees.
1021.183. Response to application.
1021.184. Disposition of application.
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ATTORNEY FEES AND COSTS UNDER MORE THAN ONE
STATUTE

1021.191. Application for counsel fees under more than one statute.

APPELLATE MATTERS

1021.201. Composition of the certified record on appeal to Commonwealth
Court.

PRELIMINARY PROVISIONS

GENERAL

§ 1021.1. Scope of chapter.

(a) This chapter governs practice and procedure before the Board.

(b) This chapter is not applicable to a proceeding to the extent that the applicable
statute governing or authorizing the proceeding sets forth inconsistent practice or
procedure.

(c) Except when inconsistent with this chapter, 1 Pa. Code Part II (relating to
General Rules of Administrative Practice and Procedure) is applicable insofar as
it relates to adjudicatory proceedings. When the term "agency" is used in 1 Pa.
Code Part II, "Board" is to be understood; when the term "participant" is used in I
Pa. Code Part 11, "party" is to be understood.

(d) Subsections (a)-(c) supplement I Pa. Code § 31.1 (relating to scope of part).

§ 1021.2. Definitions.

(a) The following words and terms, when used in this chapter, have the following
meanings, unless the context clearly indicates otherwise:

Act - The Environmental Hearing Board Act (35 P. S. §§ 7511-7516).

Action - An order, decree, decision, determination or ruling by the Department
affecting personal or property rights, privileges, immunities, duties, liabilities or
obligations of a person including, but not limited to, a permit, license, approval or
certification.

Board - The Environmental Hearing Board, consisting of its chairperson and four
members, all of whom are administrative law judges appointed by the Governor
to hear appeals from actions of the Department.
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Costs Act - The act of December 13, 1982 (P. L. 1127, No. 257) (71 P. S.
§§ 2031 - 2035), known as the Commonwealth Agency Adjudicatory Expenses
Award.

Department - The Department of Environmental Protection or other boards,
commissions or agencies whose decisions are appealable to the Environmental
Hearing Board.

Dispositive motion - A motion that seeks to resolve the issues in an appeal without
the need for hearing or further hearing. The term includes a motion to quash
appeal, a motion to dismiss, a motion for summary judgment, and a motion for
partial summary judgment, but not a motion in limine.

Electronicfiling - The electronic transmission of legal documents by means of a
computer or device, other than by facsimile transmission. Legal documents may
be electronically transmitted in the format of Word Perfect for Windows or
Microsoft Word for Windows or other format as the Board may permit.

Filing attorney - A registered attorney who files a legal document by means of
electronic filing on behalf of a client whom the attorney represents in a
proceeding before the Board.

Hearing examiner - A person other than a Board member designated by the Board
to preside at hearings or conferences.

Intervenor - A person who has been permitted to intervene by the Board, as
provided by § 1021.81 (relating to intervention).

Legal document - A motion, answer or other paper filed in a proceeding before
the Board other than a notice of appeal or a complaint that is original process
naming a defendant or defendants. A subpoena or a bond or check issued to
secure payment of a penalty is not a legal document; the original of the documents
excluded from this definition must be filed or served.

Pa.R.A.P. - Pennsylvania Rules of Appellate Procedure, 42 Pa.C.S.; 210 Pa.
Code.

Pa.R.C.P. - Pennsylvania Rules of Civil Procedure, 42 Pa.C.S.; 231 Pa. Code.

Party - An appellant, appellee, plaintiff, defendant, permittee or intervenor.

Permittee - The recipient of a permit, license, approval or certification in a third-
party appeal.

Person - An individual partnership, association, corporation, political
subdivision, municipal authority or other entity.
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Pleading - A complaint filed under § 1021.71, § 1021.72 or § 1021.73 (relating
to complaints filed by the Department; complaints filed by other persons; and
transferred matters) or answer filed under § 1021.74 (relating to answers to
complaints). Documents filed in appeals, including the notice of appeal, are not
pleadings.

Registered attorney - An attorney admitted to practice in this Commonwealth, or
other counsel permitted by Board order to represent a party for purposes of a
particular proceeding, who has filed an electronic filing registration statement
with the Board and to whom the Board has issued a password authorizing filing
and service through the Board's website.

Registration statement - A statement made on professional or organizational
letterhead requesting the use of the Board's website for electronic filing.

Supersedeas - A suspension of the effect of an action of the Department pending
proceedings before the Board.

Third-party appeal - The appeal of an action by a person who is not the recipient
of the action.

(b) Subsection (a) supplements 1 Pa. Code § 31.3 (relating to definitions) except
for "pleading" which supersedes the definition of "pleading" in 1 Pa. Code § 31.3.

§ 1021.3. Amendments to rules.

(a) The Board retains continuing jurisdiction under section 5 of the act (35 P. S.
§ 7515) to adopt the amendments and additions to this chapter as may be
appropriate.

(b) The Board is authorized to establish forms as may be required to implement
the act.

(c) Subsections (a) and (b) supersede 1 Pa. Code § 31.6 (relating to amendments
to rules).

§ 1021.4. Construction and application of rules.

The rules in this chapter shall be liberally construed to secure the just, speedy and
inexpensive determination of every appeal or proceeding in which they are
applicable. The Board at every stage of an appeal or proceeding may disregard
any error or defect of procedure which does not affect the substantial rights of the
parties.
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TIME

§ 1021.11. Effective dates of Board adjudications and preliminary orders.

(a) Adjudications and orders of the Board will be effective as of the date of entry.

(b) Subsection (a) supersedes 1 Pa. Code § 31.14 (relating to effective dates of
agency orders).

§ 1021.12. Extensions of time.

(a) The time fixed or the period of time prescribed for the filing of a document
required or permitted to be filed under this chapter, other than the notice of
appeal, may be extended by the Board for good cause upon motion.

(b) The motion in subsection (a) shall conform to the provisions in § 1021.92
(relating to procedural motions).

(c) Subsections (a) and (b) supersede 1 Pa. Code § 31.15 (relating to extensions
of time).

§ 1021.15. [Reserved].

§ 1021.17. [Reserved].

REPRESENTATION BEFORE THE BOARD

§ 1021.21. Representation.

(a) Parties, except individuals appearing on their own behalf, shall be represented
by an attorney at all stages of the proceedings subsequent to the filing of the
notice of appeal.

(b) Corporations shall be represented by an attorney of record admitted to
practice before the Supreme Court of Pennsylvania. Corporations may also be
represented by an attorney in good standing and admitted to practice before the
highest court of another state on a motion pro hac vice filed by the Pennsylvania
attorney of record.

(c) Groups of individuals acting in concert, whether formally or informally, shall
be represented by an attorney admitted to practice law before the Supreme Court
of Pennsylvania or by an attorney in good standing admitted to practice before the
highest court of another state who has made a motion to appear specially in the
case and agrees therein to abide by the Rules of the Board and the Rules of
Professional Conduct.
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(d) Individuals may appear in person on their own behalf; however, they are
encouraged to appear through counsel and may be required to appear through
counsel under subsection (c) if the Board determines they are acting in concert
with or as a representative of a group of individuals.

(e) Subsections (a)-(d) supersede I Pa. Code §§ 31.21-31.23 (relating to
appearance in person; appearance by attorney; and other representation prohibited
at hearings).

§ 1021.22. Notice of appearance.

(a) Entries of appearance shall be filed with the Board and served upon the other
parties to the proceedings.

(b) Subsection (a) supplements 1 Pa. Code §§ 31.22 and 31.25 (relating to
appearance by attorney; and form of notice of appearance).

§ 1021.23. Withdrawal of appearance.

(a) An attorney's appearance for a party may be withdrawn without leave of the
Board if another attorney has entered or simultaneously enters an appearance for
the party and the change of attorneys does not delay any stage of the litigation.

(b) In ruling on a motion for withdrawal of appearance under other
circumstances, the Board will consider the following factors: the reasons why
withdrawal is requested; any prejudice withdrawal may cause to the litigants;
delay in resolution of the case which would result from withdrawal; and the effect
of withdrawal on the efficient administration ofjustice.

(c) In the event withdrawal of counsel will result in an unrepresented party before
the Board, counsel seeking to withdraw shall provide the Board with a single
contact person for future service in all proceedings.

Comment: This rule permits the automatic withdrawal and concurrent entry of
appearance of substitute counsel under ordinary circumstances. Leave of the
Board must be obtained where withdrawal would have an adverse effect on the
interests of the client. Rule 1.16(b) of the Rules of Professional Conduct sets forth
the bases for withdrawal for good cause; however, Rule 1.16(c) provides, "When
ordered to do so by a tribunal, the lawyer shall continue representation
notwithstanding good cause for terminating the representation."

§ 1021.24. Referral to pro bono counsel.

(a) The Secretary to the Board is authorized to refer persons who appear before
the Board on a pro se basis, and who claim not to be able to afford a lawyer, to
one of the following:
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(1) The pro bono committee of the Pennsylvania Bar Association's
Environmental, Mineral and Natural Resources Law Section.

(2) A county bar association lawyer referral service.

(b) The financial standard for determining a person's inability to afford a lawyer
will be the standard adopted by the appropriate bar association at the time of
referral.

§ 1021.25. Amicus curiae.

(a) Anyone interested in legal issues involved in a matter pending before the
Board may request leave to file an amicus curiae brief or memorandum of law, in
regard to those legal issues. The amicus curiae shall state in its request the legal
issues to be addressed in the brief and shall serve a copy of the request on all
parties.

(b) If the Board grants a request, the amicus curiae shall file the brief within the
time prescribed by the Board and shall serve a copy on all parties. Any party may
file a response to a brief amicus curiae which is adverse to its interests.

(c) The amicus curiae may present oral argument only as the Board may direct.

§ 1021.30. [Reserved].

DOCUMENTARY FILINGS

FILING AND SERVICE OF DOCUMENTS

§ 1021.31. Signing.

(a) Every notice of appeal, motion, legal document or other paper directed to the
Board and every discovery request or response of a party represented by an
attorney shall be signed by at least one attorney of record in the attorney's
individual name, or if a party is not represented by an attorney, shall be signed by
the party. Each paper shall state the signer's address and telephone number.

(b) The signature to a document described in subsection (a) constitutes a
certification that the person signing, or otherwise presenting it to the Board, has
read it, that to the best of his knowledge or information and belief there is good
ground to support it, and that it is submitted in good faith and not for any
improper purpose such as to harass, cause unnecessary delay, or needless increase
in the cost of litigation. There is good ground to support the document if the
signer or presenter has a reasonable belief that existing law supports the document
or that there is a good faith argument for the extension, modification or reversal of
existing law.
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(c) The Board may impose an appropriate sanction in accordance with
§ 1021.161 (relating to sanctions) for a bad faith violation of subsection (b).

§ 1021.32. Filing.

(a) Documents filed with the Board shall be filed at its headquarters--2nd Floor,
Rachel Carson State Office Building, 400 Market Street, Post Office Box 8457,
Harrisburg, Pennsylvania 17105-8457.

(b) The date of filing shall be the date the document is received by the Board.

(c) Documents may be filed by personal delivery, by mail or by facsimile. Legal
documents, as defined in § 1021.2 (related to definitions), may be filed
electronically in accordance with this chapter. When a document is filed by
facsimile, the original shall be deposited in the mail on the same day. If a
document exceeds ten pages, the facsimile shall consist of the first five pages and
last five pages of the document and the certificate of service.

(d) Legal documents may be filed with the Board electronically through the
Board's website by a filing attorney unless provided otherwise by Board order. A
legal document filed electronically shall be deemed the equivalent of the original
document subject to the following conditions:

(1) The electronic filing of a legal document constitutes a certification by
the filing attorney that the original hard copy was properly signed and,
where applicable, verified.

(2) An executed hard copy of the legal document, with any required
verifications, shall be maintained by the filing attorney and produced
at the request of the Board or any other party within 14 days of the
request.

(e) In filing legal documents electronically, a filing attorney shall be responsible
for the following:

(1) An objective description of the legal document consistent with the title
placed on the legal document as required by the Board's website.

(2) Any delay, disruption, interruption of the electronic signals and
readability of the legal document.

(3) Any risk that a legal document may not be properly or timely filed
with the Board.

(f) Hard copy of any electronically filed legal document which exceeds 50 pages
in length must also be filed with the Board in accordance with subsections (a) and
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(c) and § 1021.37 (relating to the number of copies). Exhibits to legal documents
may be filed and served either electronically or by hard copy in accordance with
the sections in this chapter relating to filing and service. If these requirements are
met by hard copy of exhibits, they must be sent to the Board by mail or express
delivery and, in the case of requests for expedited disposition, service shall mean
actual receipt by the opposing party as required by § 1021.34(b) (relating to
service by a party).

(g) Documents filed by United States mail, hand or other delivery services after
the close of the business day at 4:30 p~m. Eastern Time shall be deemed to be
filed on the following business day. Documents filed electronically, including by
facsimile, shall be deemed filed on the day received by the Board.

§ 1021.33. Service by the Board.

(a) Orders, notices and other documents originating with the Board shall be
served upon the person designated in the notice of appearance, or if no notice of
appearance has been entered, upon the person upon whom the notice of appeal or
complaint was served by mail or in person.

(b) Subsection (a) supersedes I Pa. Code § 33.31 (relating to service by the
agency).

§ 1021.3.4. Service by a party.

(a) Copies of each document filed with the Board shall be served upon every
party to the proceeding on or before the day that the document is filed with the
Board. Service upon a party represented by an attorney in the matter before the
Board shall be made by serving the attorney.

(b) When a document is filed with the Board by overnight delivery or personal
service, it shall be served by overnight delivery or personal service on the parties.

(c) In matters involving requests for expedited disposition service shall be made
within the ensuing 24 hours of the time of filing with the Board. For purposes of
this subsection, service means actual receipt by the opposing party.

(d) Service of legal documents may be made electronically on a registered
attorney by any other registered attorney. The filing of a registration statement
constitutes a certification that the registered attorney will accept electronic service
of any legal document from any other registered attorney. A registration statement
includes the attorney's name and address, e-mail address, attorney identification
number, and a request to register to file and accept service electronically. A
registered attorney may withdraw his registration statement for purposes of a
specific case if he chooses not to receive electronic service in that case by filing
an amendment to the filing party's registration statement.
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(e) Subsections (a)-(d) supersede 1 Pa. Code § 33.32 (relating to service by a
participant).

§ 1021.35. Date of service.

(a) The date of service shall be the date the document served is mailed, delivered
in person or transmitted electronically. When service of the document, or hard
copy of exhibits to a legal document filed electronically, is by mail, 3 days shall
be added to the time required by this chapter for responding to the document.

(b) Subsection (a) supersedes 1 Pa. Code § 33.34 (relating to date of service).

§ 1021.36. Certificate of service.

(a) Each document which is required to be filed with the Board shall include a
certificate of service which shall certify the date and manner of service and the
name and address of the person served.

(b) Subsection (a) supersedes 1 Pa. Code § 33.35 (relating to proof of service).

§ 1021.37. Number of copies.

(a) Except in the case of electronically filed documents, including exhibits, and
unless otherwise ordered by the Board, the following number of copies shall be
filed with the Board:

(1) One original and two copies of each of the following:

(i) Notices of appeal.

(ii) Complaints.

(iii) Answers.

(iv) Posthearing briefs.

(v) Dispositive motions and related memoranda, responses and
replies.

(2) One original and one copy of each of the following:

(i) Petitions for supersedeas and any related responses.

(ii) Prehearing memoranda.
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* (iii) Nondispositive motions and petitions (other than motions
for stays, extensions and continuances of procedural
deadlines), and related memoranda, responses and replies.

(3) One original of other documents.

(b) One copy of all documents submitted to the Board shall be served on the
other parties to the proceeding.

§ 1021.38. Publication of notice.

Publication of a notice of action or proposed action by the Department or Board in
the Pennsylvania Bulletin shall constitute notice to or service upon all persons,
except a party, effective as of the date of publication.

§ 1021.39. Docket.

(a) The Board will maintain a docket of proceedings and a proceeding as initiated
shall be assigned an appropriate designation. The Board will maintain the docket
on its website available to all members of the public and will accept filings of
legal documents by electronic transmission from registered attorneys.

(b) The docket will register the date of all filings as well as the time of the filing
if the filing is made electronically. When a document is filed electronically, the
Board will transmit electronically a status message to all registered attorneys in
the proceeding when the document is filed.

(c) The Board will maintain a complete official file on all proceedings consisting
of both electronic and hard copy filings. The official copy of an electronically
filed document or Board order shall be that appearing on the Board's website.

(d) The electronic docket will be available on the Board's website and the hard
copy portion of the official file shall be available for inspection and copying by
the public during the office hours of the Board insofar as consistent with the
proper discharge of the duties of the Board.

(e) Subsections (a)-(d) supersede I Pa. Code § 33.51 (relating to docket).

§ 1021.41. [Reserved].

FORMAL PROCEEDINGS

APPEALS

§ 1021.51. Commencement, form and content.
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(a) An appeal from an action of the Department shall commence with the filing
of a written notice of appeal with the Board.

(b) The caption of an appeal shall be in the following form:

ENVIRONMENTAL HEARING BOARD
2nd Floor, Rachel Carson State Office Building
400 Market Street, Post Office Box 8457
Harrisburg, Pennsylvania 17105-8457

JOHN DOE, Appellant
234 Main Street, Smithtown,
Jones County, Pennsylvania 15555
(Telephone (123) 456-7890)

v. Docket No.

Commonwealth of Pennsylvania,
Department of Environmental Protection, Appellee

(c) The appeal shall set forth the name, address and telephone number of the
appellant.

(d) If the appellant has received written notification of an action of the
Department, a copy of the action shall be attached to the appeal.

(e) The appeal shall set forth in separate numbered paragraphs the specific
objections to the action of the Department. The objections may be factual or legal.

(t) When the appeal is from an assessment of a civil penalty for which the statute
requires an appellant to prepay the penalty or post a bond, the appellant shall
submit to the Board with the appeal a check in the amount of the penalty or an
appropriate bond securing payment of the penalty or a verified statement that the
appellant is unable to pay. (Editor's Note: Section 1021.54 dealing with
prepayment of penalties was deleted in the Board's final rulemaking published on
February 11, 2006. This section, 1021.5 1(f), should have been amended to reflect
the deletion of § 1021.54 and will be addressed in future rulemaking.)

(g) Concurrent with or prior to the filing of a notice of appeal, the appellant shall
serve a copy thereof on each of the following:

(1) The office of the Department issuing the notice of Departmental
action.

(2) The Office of Chief Counsel of the Department or agency taking the
action appealed.
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(3) In a third party appeal, the recipient of the action. The service shall be
made at the address set forth in the document evidencing the action by the
Department or at the chief place of business in this Commonwealth of the
recipient.

(h) For purposes of this section, the term "recipient of the action" shall include

the following:

(1) The recipient of a permit, license, approval or certification;

(2) Any affected municipality, its municipal authority, and the proponent
of the decision, where applicable, in appeals involving a decision under
Sections 5 or 7 of the Sewage Facilities Act, 35 P.S. §§ 750.5, 750.7;

(3) The mining company in appeals involving a claim of subsidence
damage or. water loss under the Bituminous Mine Subsidence and Land
Conservation Act, 52 P.S. § 1406.1 et seq.;

(4) The well operator in appeals involving a claim of pollution or
diminution of a water supply under Section 208 of the Oil and Gas Act, 58
P.S. § 601.208;

(5) The owner or operator of a storage tank in appeals involving a claim
of an affected water supply under Section 1303 of the Storage Tank and
Spill Prevention Act, 35 P.S. § 6021.1303;

(6) Other interested parties as ordered by the Board.

(i) The service upon the recipient of a permit, license, approval or certification,
as required by subsection (h)(1), shall subject the recipient to the jurisdiction of
the Board, and the recipient shall be added as a party to the third-party appeal
without the necessity of filing a petition for leave to intervene pursuant to §
1021.81. The recipient of a permit, license, approval or certification who is added
to an appeal pursuant to this section must still comply with §§ 1021.21 and
'1021.22 (relating to representation of parties; and notice of appearance.)

(j) Other recipients of an action appealed by a third party, served as required by
subsections (h)(2), (h)(3), (h)(4) or (h)(5), may intervene as of course in such
appeal by filing an entry of appearance within 30 days of service of the notice of
appeal in accordance with §§ 1021.21 and 1021.22, without the necessity of filing
a petition for leave to intervene pursuant to § 1021.81.

(k) Appellant shall provide satisfactory proof that service has been made as
required by this section.
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(1) Subsections (a)-(k) supersede 1 Pa. Code §§ 35.5-35.7 and 35.9-35.11
(relating to informal complaints; and formal complaints).

§ 1021.52. Timeliness of appeal.

(a) Except as specifically provided in § 1021.53 (relating to amendments to
appeal; appeal nunc pro tune), jurisdiction of the Board will not attach to an
appeal from an action of the Department unless the appeal is in writing and is
filed with the Board in a timely manner, as follows, unless a different time is
provided by statute:

(1) The person to whom the action of the Department is directed or issued
shall file its appeal with the Board within 30 days after it has received
written notice of the action.

(2) Any other person aggrieved by an action of the Department shall file
its appeal with the Board within one of the following:

(i) Thirty days after the notice of the action has been published in
the Pennsylvania Bulletin.

(ii) Thirty days after actual notice of the action if a notice of the
action is not published in the Pennsylvania Bulletin.

(b) The appellant shall, within 20 days of the mailing of a request from the
Board, file missing information required by § 1021.5 1(c), (d) and (i) (relating to
commencement, form and content) or suffer dismissal of the appeal.

(c) Subsections (a) and (b) supersede 1 Pa.Code §§ 35.5-35.7 and 35.9-35.11
(relating to informal complaints; and formal complaints).

Comment: The language "person to whom the action of the Department is issued
or directed" is intended to include, but not be limited to, the recipient of: an
order, a permit or license issuance or denial, a civil penalty assessment, or
certification. See section 4(a) and (c) of the act (35 P. S. § 7515 (a) and (c)).

§ 1021.53. Amendments to appeal; nunc pro tune appeals.

(a) An appeal or complaint may be amended as of right within 20 days after the
filing thereof.

(b) After the 20-day period for amendment as of right, the Board, upon motion by
the appellant or complainant, may grant leave for further amendment of the
appeal. This leave may be granted if no undue prejudice will result to the
opposing parties. The burden of proving that no undue prejudice will result to the
opposing parties is on the party requesting the amendment.
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(c) These motions shall be governed by the procedures in §§ 1021.91 and
1021.95 (relating to motions) except that the motion shall be verified and
supported by affidavits.

(d) If motion to amend is granted, a party may request, in writing, a period of
time to conduct additional discovery limited to the issues raised by the
amendment. These requests shall specify a period deemed necessary therefor. The
Board will act on any such request as its discretion requires.

(e) Subsections (a)-(d) supersede 1 Pa. Code §§ 35.5-35.7 and 35.9-35.11
(relating to informal complaints; and formal complaints).

Comment: In addition to establishing a new standard for assessing requests for
leave to amend an appeal, this ruleclarifies that a nunc pro tunc standard is not
the appropriate standard to be applied in determining whether to grant leave for
amendment of an appeal, contrary to the apparent holding in Pennsylvania Game
Commission v. Department of Environmental Resources, 509 A.2d 877 (Pa.
Cmwlth. 1986).

§ 1021.53a. Nunc pro tunc appeals.

The Board upon written request and for good cause shown may grant leave for the
filing of an appeal nunc pro tunc; the standards applicable to what constitutes
good cause shall be the common law standards applicable in analogous cases in
courts of common pleas in this Commonwealth.

§ 1021.54. [Reserved]. [Editor's Note: Section 1021.54 dealing with
prepayment of civil penalties was deleted due to the fact that the statutes
authorizing the assessment of civil penalties have varying requirements as to
whether prepayment should be made to the Board or to the Department.
Prepayment should be made in accordance with the relevant statutory provision.]

§ 1021.55. Hearing on inability to prepay penalty.

(a) If an appellant submits a verified statement that he is unable to pay in
accordance with § 1021.51 (relating to commencement, form and content of
appeals), the Board may schedule a hearing on the validity of this claim and may
require the appellant to supply appropriate financial information to the
Department in advance of the hearing.

(b) If the Board determines that the appellant is able to prepay the penalty
assessed or post a bond the Board will order the appellant to do so, within a
period not to exceed 30 days.

§ 1021.56. [Reserved].
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§ 1021.57. [Reserved].

§ 1021.58. [Reserved].

SUPERSEDEAS

§ 1021.61. General.

(a) A petition for supersedeas under section 4(d) of the act (35 P. S. § 7514(d))
may be filed at any time during the proceeding.

(b) The Board will not issue a supersedeas without a hearing, but a hearing may
be limited under subsection (d).

(c) A hearing on a supersedeas, if necessary, shall be held expeditiously-if
feasible within 2 weeks of the filing of the petition-taking into account the
available time of a Board member or hearing examiner, and taking into account
the urgency and seriousness of the environmental or other problem to which the
order or action of the Department applies. If good cause is shown, the hearing
shall be held as soon as possible after the filing of the petition.

(d) At the discretion of the Board, if necessary to ensure prompt disposition,
supersedeas hearings may be limited in time and format, with parties given a fixed
amount of time to present their entire case, and with restricted rights of discovery
or of cross-examination.

(e) Under § 1021.161 (relating to sanctions), the Board may impose costs or
other appropriate sanctions on parties or attorneys who, in the Board's opinion,
have filed requests for supersedeas in bad faith or on frivolous grounds.

§ 1021.62. Contents of petition for supersedeas.

(a) A petition for supersedeas shall plead facts with particularity and shall be
supported by one of the following:

(1) Affidavits, prepared as specified in Pa.R.C.P. 76 and 1035.4
(relating to definitions; and motion for summary judgment), setting forth
facts upon which issuance of the supersedeas may depend.

(2) An explanation of why affidavits have not accompanied the petition
if no supporting affidavits are submitted with the petition for supersedeas.

(b) A petition for supersedeas shall state with particularity the citations of legal
authority the petitioner believes form the basis for the grant of supersedeas.
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(c) A petition for supersedeas may be denied upon motion made before a
supersedeas hearing or during the proceedings, or sua sponte, without hearing, for
one of the following reasons:

(1) Lack of particularity in the facts pleaded.

(2) Lack of particularity in the legal authority cited as the basis for the
grant of the supersedeas.

(3) An inadequately explained failure to support factual allegations by
affidavits.

(4) A failure to state grounds sufficient for the granting of a
supersedeas.

(d) The Board, upon motion or sua sponte, may direct that a prehearing
conference be held.

§ 1021.63. Circumstances affecting grant or denial.

(a) The Board, in granting or denying a supersedeas, will be guided by relevant
judicial precedent and the Board's own precedent. Among the factors to be
considered:

(1) Irreparable harm to the petitioner.

(2) The likelihood of the petitioner prevailing on the merits.

(3) The likelihood of injury to the public or other parties, such as the
permittee in third party appeals.

(b) A supersedeas will not be issued in cases where pollution or injury to the
public health, safety or welfare exists or is threatened during the period when the
supersedeas would be in effect.

(c) In granting a supersedeas, the Board may impose conditions that are
warranted by the circumstances, including the filing of a bond or other security.

§ 1021.64. Temporary supersedeas.

(a) An application for temporary supersedeas may be filed when a party may
suffer immediate and irreparable injury before the Board can conduct a hearing on
a petition for supersedeas.
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(b) The application for temporary supersedeas shall be accompanied by a petition
for supersedeas which comports with § 1021.62 (relating to contents of petitions
for supersedeas).

(c) The application for temporary supersedeas and accompanying petition for
supersedeas shall:

(1) Be served upon the office of the Department which issued notice of
the action the applicant seeks to supersede and upon the Department's
Office of Chief Counsel.

(2) Include a proof of service in accordance with Pa.R.A.P. 122 (relating
to content and form of proof of services).

(d) The Board will not issue a temporary supersedeas until it determines that the
Department has been served in accordance with subsection (c) and has had a
reasonable opportunity to respond by conference call or otherwise.

(e) When determining whether it will grant an application for temporary
supersedeas, the Board will consider:

(1) The immediate and irreparable injury the applicant will suffer before
a supersedeas hearing can be held.

(2) The likelihood that injury to the public, including the possibility of
pollution, will occur while the temporary supersedeas is in effect.

(3) The length of time required before the Board can hold a hearing on the
petition for supersedeas.

(f) Unless the Board orders otherwise, a temporary supersedeas will
automatically terminate 6 business days after the date of issuance.

§ 1021.65. [Reserved].

§ 1021.66. [Reserved].

§ 1021.70. [Reserved].

SPECIAL ACTIONS

§ 1021.71. Complaints filed by the Department.

(a) When authorized by statute the Department may commence the action by
filing a complaint or petition and a notice of a right to respond. The action is
commenced when the complaint or petition is filed with the Board.
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(b) Service of the complaint or petition shall be by personal service or by
certified or registered mail. In the instance of mail, service shall be complete upon
delivery. Service of all other documents shall be made in accordance with
§ 1021.34 (relating to service by party).

(c) The complaint shall set forth the statutory authority under which the Board is
authorized to act and shall set forth in separate numbered paragraphs the specific
facts and circumstances upon which the request for action is based.

(d) The notice of a right to respond or defend shall conform to the following:

[Case Caption]

NOTICE

If you wish to defend against the claims set forth in the following pages, you must
take action within thirty (30) days after this complaint and notice are served by
entering a written appearance personally or by attorney and filing in writing with
the Board your answers, defenses or objections to the claims set forth against you.
You are warned that if you fail to do so the case may proceed without you and a
judgment may be entered against you by the Board without further notice for any
claim or relief requested by the Department.

You should take this paper to your lawyer at once. If you do not have a lawyer or
cannot afford one, contact the Secretary to the Board at (717) 787-3483.

(e) Subsections (a)-(d) supersede 1 Pa. Code §§ 35.5-35.7 and 35.9-35.11
(relating to informal complaints; and formal complaints).

§ 1021.72. Complaints filed by other persons.

(a) When authorized by statute, a person may institute an action against the
Department by filing a complaint.

(b) Service of the complaint or petition shall be by personal service or by
certified or registered mail. In the instance of mail, service shall be complete upon
delivery. Service of all other documents shall be made in accordance with
§ 1021.34 (relating to service by a party).

(c) The complaint shall set forth the statutory authority under which the Board is
authorized to act and shall set forth in separate numbered paragraphs the specific
facts and circumstances upon which the request for action is based.

(d) Subsections (a)-(c) supersede 1 Pa. Code §§ 35.5-35.7 and 35.9-35.11
(relating to informal complaints; and formal complaints).
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§ 1021.73. Transferred matters.

(a) This rule addresses matters transferred to the Board from a court.

(b) Within the 30-day time period directed by the Board, the party who initiated
the transferred action shall file a complaint with the Board.

(c) Service of the complaint or petition shall be by personal service or by
certified or registered mail. In the instance of mail, service shall be complete upon
delivery. Service of all other documents shall be made in accordance with
§ 1021.34 (relating to service by a party).

(d) The complaint shall set forth in separate numbered paragraphs the specific
facts and circumstances upon which the request for relief is based.

(e) Subsections (a)-(d) supersede I Pa. Code §§ 35.5-35.7 and 35.9-35.11
(relating to informal complaints; and formal complaints).

§ 1021.74. Answers to complaints.

(a) Answers to complaints shall be filed with the Board within 30 days after the
date of service of the complaint, unless for cause the Board, with or without
motion, prescribes a different time. An answer will not be required in less than 10
days after date of service.

(b) Answers to complaints shall set forth any legal objections as well as any
denial of facts, in a single pleading.

(c) Answers shall be in writing and so drawn as to fully and completely advise
the parties and the Board as to the nature of the defense, including affirmative
defenses. Answers shall admit or deny specifically and in detail each material
allegation of the complaint and state clearly and concisely the facts and matters of
law relied upon.

(d) A defendant failing to file an answer within the prescribed time shall be
deemed in default and, upon motion made, all relevant facts in the complaint may
be deemed admitted. Further, the Board may impose any other sanctions for
failure to file an answer in accordance with § 1021.161 (relating to sanctions).

(e) No new matter or preliminary objections shall be filed.

(f) Subsections (a)-(e) supersede 1 Pa. Code §§ 35.5-35.7 and 35.35 (relating to
informal complaints; and answers to complaints and petitions).

§ 1021.75. Procedure after an answer is filed.
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After an answer is filed the prehearing procedures in § 1021.101 (relating to
prehearing procedures) shall be followed.

§ 1021.76. [Reserved].

§ 1021.77. [Reserved].

§ 1021.78. [Reserved].

§ 1021.79. [Reserved].

§ 1021.80. [Reserved].

CONSOLIDATION, INTERVENTION AND
SUBSTITUTION OF PARTIES

§ 1021.81. Intervention.

(a) A person may petition the Board to intervene in any pending matter prior to
the initial presentation of evidence.

(b) A petition to intervene shall be verified, and shall contain sufficient factual
averments and legal assertions to establish the following:

(1) The reasons the petitioner seeks to intervene.

(2) The basis for asserting that the identified interest is greater than that
of the general public.

(3) The manner in which that interest will be affected by the Board's
adjudication.

(4) The specific issues upon which the petitioner will offer evidence or
legal argument.

(c) A copy of the petition shall be served upon the parties to the proceedings.

(d) A party may file an answer to the petition. An answer shall be verified and
filed within 15 days after service of the petition, unless a shorter time is ordered
by the Board.

(e) The Board will deny the petition if it fails to include sufficient legal grounds
or verified factual averments to establish the right to intervene.

24



(f) If the Board grants the petition, the order may specify the issues as to which
intervention is allowed. An order granting intervention allows the intervenor to
participate in the proceedings remaining at the time of the order granting
intervention.

(g) Subsections (a)-(d) supersede I Pa. Code §§ 35.27-35.32 and 35.36 (relating
to intervention; and answers to petitions to intervene).

§ 1021.82. Consolidation.

(a) The Board, on its own motion or on the motion of any party, may order
proceedings involving a common question of law or fact to be consolidated for
hearing of any or all of the matters in issue in such proceedings.

(b) Subsection (a) supersedes 1 Pa. Code § 35.45 (relating to consolidation).

Comment: See also § 1021.4 (relating to construction and application of rules)
authorizing the Board to interpret its rules to insure just, speedy and inexpensive
determinations.

§ 1021.83. Substitution of parties.

(a) A person who has succeeded to the interests of a party to an appeal by
operation of law, election to public office, appointment or transfer of interest may
become a party to the pending action by filing with the Board a verified petition
for substitution of party, which includes a statement of material facts upon which
the right to substitute is based.

(b) The substituted party shall have all the rights and liabilities of the original
party to the proceeding provided that any other party to the proceeding may move
to strike the substituted party for just cause. A substituted party-appellant is
limited to pursuing only those objections raised by the original appellant in its
appeal, unless both the original appellant and the substituted appellant meet the
conditions of § 1021.53(b)(2) (relating to amendments to appeal; nunc pro tunc
appeals).

§ 1021.84. [Reserved].

§ 1021.85. [Reserved].

§ 1021.86. [Reserved].

§ 1021.87. [Reserved].

§ 1021.88. [Reserved].
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§ 1021.89. [Reserved].

§ 1021.90. [Reserved].

MOTIONS

§ 1021.91. General.

(a) This section applies to all motions except summary judgment motions and
those made during the course of a hearing.

(b) Motions and responses shall be in writing, signed by a party or its attorney
and shall be accompanied by a proposed order.

(c) A copy of the motion or response shall be served on the opposing party.

(d) A motion shall set forth in numbered paragraphs the facts in support of the
motion and the relief requested.

(e) A response to a motion shall set forth in correspondingly-numbered
paragraphs all factual disputes and the reason the opposing party objects to the
motion. Material facts set forth in a motion that are not denied may be deemed
admitted for the purposes of deciding the motion.

(f) For purposes of the relief sought by a motion, the Board will deem a party's
failure to respond to a motion to be an admission of all properly-pleaded facts
contained in the motion.

(g) The moving party may not file a reply to a response to procedural, discovery
or miscellaneous motions unless the Board orders otherwise.

(h) Subsection (b) supplements I Pa. Code § 33.11 (relating to the execution)
and supersedes 1. Pa. Code § 35.178 (relating to presentation of motions).
Subsection (c) supersedes 1 Pa. Code §§ 33.32, 33.35 and 33.36 (relating to
service by a participant; proof of service; and form of certificate of service).
Subsections (d)-(f) supersede 1 Pa. Code §§ 35.177 and 35.178 (relating to the
scope and content of motions; and presentation of motions).

§ 1021.92. Procedural motions.

(a) This section applies to motions pertaining to the procedural aspects of a case,
including motions for continuance, for expedited consideration, for extensions of
time in which to file documents and for stay of proceedings.

(b) Procedural motions do not require verification.
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(c) Procedural motions shall contain a statement indicating the nonmoving
party's position on the relief requested or a statement that the moving party, after
a reasonable effort, has been unable to determine the nonmoving party's position.

(d) If all parties consent to the relief requested, the request may be embodied in a
letter, provided the letter indicates the consent of the other parties.

(e) Requests for extensions or continuances, whether in letter or motion form,
shall be accompanied by a proposed order.

(f) A response to a procedural motion shall be filed with the Board within 15
days of the date of service of the motion unless otherwise ordered by the Board.

(g) Procedural motions may not be accompanied by supporting memoranda of
law unless otherwise ordered by the Board.

(h) Subsection (b) supersedes I Pa. Code § 33.12 (relating to verification).
Subsections (c) and (e) supersedes 1 Pa. Code § 35.177 (relating to the scope and
contents of motions). Subsection (d) supersedes 1 Pa. Code § 35.179 (relating to
objections to motions).

§ 1021.93. Discovery motions.

(a) This section applies to motions filed to resolve disputes arising from the
conduct of discovery.

(b) Discovery motions shall contain as exhibits the discovery requests and
answers giving rise to the dispute.

(c) Responses to discovery motions shall be filed within 15 days of the date of
service of the motion, unless the Board orders otherwise.

(d) A party may file a memorandum of law in support of its discovery motion or
its response to a discovery motion. The supporting memorandum of law shall be
filed at the same time the motion or response is filed.

(e) Subsection (b) supersedes I Pa. Code § 33.12 (relating to verification).
Subsections (b) and (d) supersedes 1 Pa. Code § 35.177 (relating to the scope and
contents of motions). Subsection (c) supersedes 1 Pa. Code § 35.179 (relating to
objections to motions).

§ 1021.94. Dispositive motions other than summary judgment motions.

(a) Dispositive motions, responses and replies shall be in writing, signed by a
party or its attorney and served on the opposing party in accordance with
§. 1021.34 (relating to service). Dispositive motions shall be accompanied by a
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supporting memorandum of law or brief. The Board may deny a dispositive
motion if a party fails to file a supporting memorandum of law.

(b) A response to a dispositive motion may be filed within 30 days of the date of
service of the motion, and shall be accompanied by a supporting memorandum of
law or brief.

(c) A reply to a response to a dispositive motion may be filed within 15 days of
the date of service of the response, and may be accompanied by a supporting
memorandum of law or brief. Reply briefs or memoranda of law shall be as
concise as possible and may not exceed 25 pages. Longer briefs or memoranda of
law may be permitted at the discretion of the presiding administrative law judge.

(d) An affidavit or other document relied upon in support of a dispositive motion
or response, that is not already a part of the record, shall be filed at the same time
as the motion or response or it will not be considered by the Board in ruling
thereon.

(e) Subsection (a) supersedes 1 Pa. Code § 35.177 (relating to the scope and
content of motions). Subsection (b) supersedes 1 Pa. Code § 35.179 (relating to
objections to motions).

§ 1021.94a. Summary judgment motions.

(a) A summary judgment motion record shall contain the following separate
items: (i) a motion prepared in accordance with subsection (b); (ii) a supporting
brief prepared in accordance with subsection (c); (iii) the evidentiary materials
relied upon by the movant; and, (iv) a proposed order. Motions and responses
shall be in writing, signed by a party or its attorney, and served on the opposing
party in accordance with § 1021.34 (relating to service).

(b) Motion. A motion for summary judgment shall contain only a concise
statement of the relief requested and the reasons for granting that relief. The
motion should not include any recitation of the facts and should not exceed two
pages in length.

(c) Brief The motion for summary judgment shall be accompanied by a brief
containing an introduction and summary of the case, a statement of material facts
and a discussion of the legal argument supporting the motion. The statement of
material facts shall set forth in separately numbered paragraphs a concise
statement of each material fact as to which the movant contends there is no
genuine issue together with a citation to the portion of the motion record
establishing the fact or demonstrating that it is uncontroverted. The citation shall
identify the document and specify the pages and paragraphs or lines thereof or the
specific portions of exhibits relied on.
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(d) Evidentiary materials. All affidavits, deposition transcripts or other
documents relied upon in support of a motion for summary judgment shall
accompany the motion and brief and shall be separately bound and labeled as
exhibits. Affidavits shall conform to Pa.R.C.P. 76 and 1035.4.

(e) Proposed order. The motion shall be accompanied by a proposed order.

(f) Within 30 days of the date of service of the motion, a party opposing the
motion shall file a brief containing a responding statement either admitting or
denying or disputing each of the facts in the movant's statement and a discussion
of the legal argument in opposition to the motion. All material facts in the
movant's statement which are sufficiently supported will be deemed admitted for
purposes of the motion only, unless specifically disputed by citation conforming
to the requirements of subsection (c) demonstrating existence of a genuine issue
as to the fact disputed. An opposing party may also include in the responding
statement additional facts the party contends are material and as to which there
exists a genuine issue. Each such fact shall be stated in separately numbered
paragraphs together with citations to the motion record. Affidavits, deposition
transcripts or other documents relied upon in support of a response to a motion for
summary judgment, which are not already a part of the motion record, shall
accompany the responding brief.

(g) A concise reply brief may be filed by the movant within 15 days of the date of
service of the response. Additional briefing may be permitted at the discretion of
the presiding administrative law judge.

(h) When a motion for summary judgment is made and supported as provided in
this rule, an adverse party may not rest upon the mere allegations or denials of the
adverse party's pleading or its notice of appeal, but the adverse party's response,
by affidavits or as otherwise provided by this rule, must set forth specific facts
showing there is a genuine issue for hearing. If the adverse party does not so
respond, summary judgment may be entered against the adverse party. Summary
judgment may be entered against a party who fails to respond to a summary
judgment motion.

(i) The judgment sought shall be rendered forthwith if the motion record shows
that there is no genuine issue as to any material fact and that the moving party is
entitled to judgment as a matter of law.

Comment: The statement of material facts in the briefs should be limited to those
facts which are material to disposition of the summary judgment motion and
should not include lengthy recitations of undisputed background facts or legal
context.

§ 1021.95. Miscellaneous motions.
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(a) This section applies to a motion not otherwise addressed in §§ 1021.92-
1021.94 (relating to procedural motions; discovery motions; and dispositive
motions), including a motion in limine, a motion to strike and a motion for
recusal.

(b) Miscellaneous motions do not require verification.

(c) Responses to miscellaneous motions shall be filed within 15 days of the date
of service of the motion, unless otherwise ordered by the Board.

(d) A memorandum of law in support of a miscellaneous motion or response to a
miscellaneous motion shall be filed with the miscellaneous motion or response.

(e) Subsection (b) supersedes I Pa. Code § 33.12 (relating to verification).

§ 1021.96. [Reserved].

§ 1021.98. [Reserved].

§ 1021.99. [Reserved].

PREHEARING PROCEDURES AND PREHEARING
CONFERENCES

§ 1021.101. Prehearing procedure.

(a) Upon the filing of an appeal, the Board will issue a prehearing order
providing among other things, that:

(1) All discovery shall be completed no later than 180 days from the
date of the prehearing order.

(2) The service of a report of an expert together with a statement of
qualifications may be substituted for an answer to expert interrogatories.

(3) Dispositive motions shall be filed within 210 days of the date of the
prehearing order.

(4) The parties may, within 60 days of the date of the prehearing order,
submit a Joint Proposed Case Management Order to the Board.

(b) A Joint Proposed Case Management Order shall propose alternate dates for,
the conclusion of discovery, the service of expert or supplemental reports, and the
filing of dispositive motions. The Board may issue subsequent prehearing orders
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incorporating the alternate dates proposed by the parties or other dates the Board
deems appropriate.

(c) After the Board resolves all dispositive motions, it will establish a hearing
date for the remaining issues. The Board may also direct that the parties meet
prior to the hearing to stipulate to uncontested facts, the qualifications of experts
and the admissibility of exhibits.

(d) The parties shall file their prehearing memoranda at least 20 days before the
scheduled hearing date.

(e) Subsection (d) supersedes I Pa. Code § 35.121 (relating to initiation of
hearings).

§ 1021.102. Discovery.

(a) Except as otherwise provided in this chapter or by order of the Board,
discovery in proceedings before the Board shall be governed by the Pa.R.C.P.
When the term "court" is used in the Pa.R.C.P., "Board" is to be understood;
when the terms "prothonotary" or "clerk of court" are used in the Pa.R.C.P.,
"Secretary to the Board" is to be understood.

(b) Copies of requests for discovery or responses to requests are not to be filed
with the Board unless they are necessary for the resolution of a discovery dispute
or disposition of a motion pending before the Board.

(c) If a person or party is to be deposed by oral examination more than 100 miles
from his or its residence or principal place of business, the Board may, upon
motion, order the payment of reasonable expenses, including attorney's fees, as
the Board deems proper.

(d) Discovery disputes shall be resolved pursuant to a motion filed in accordance
with § 1021.93 (relating to discovery motions), except that to facilitate the
prompt completion of discovery, the Board may hear argument on discovery
disputes by telephone conference call at the time the dispute arises and may issue
oral rulings which will be later memorialized in written orders.

(e) Subsections (a)-(d) supersede 1 Pa. Code §§ 35.145-35.152 (relating to
depositions).

§ 1021.103. Subpoenas.

(a) Except as otherwise provided in this chapter or by order of the Board,
requests for subpoenas and subpoenas shall be governed by Pa.R.C.P. 234.1-234.4
and 234.6-234.9. When the term "court" is used in Pa.R.C.P. "Board" is to be
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understood; when the terms "Prothonotary" or "clerk of court" are used in Pa.
R.C.P. "Secretary to the Board" is to be understood.

(b) Proof of service of the subpoena need not be filed with the Board.

(c) Subsections (a) and (b) supersede I Pa. Code §§ 35.139 and 35.142 (relating
to fees of witnesses; and subpoenas).

§ 1021.104. Prehearing memorandum.

(a) A prehearing memorandum shall contain the following:

(1) A statement of the facts in dispute and the facts upon which the
parties agree.

(2) A statement of the legal issues in dispute, including citations to
statutes, regulations and caselaw supporting the party's position.

(3) A description of scientific tests upon which the party will rely and a
statement indicating whether an opposing party will object to. their use.

(4) A list of expert witnesses whose qualifications will not be
challenged and which may be entered into the record as an unchallenged
exhibit.

(5) For each expert witness a party intends to call at the hearing,
answers to expert interrogatories and a copy of any expert report
provided under § 1021.101 (a)(2) (relating to prehearing procedure). In
the absence of answers to the expert interrogatories or an expert report, a
summary of the testimony of each expert witness.

(6) The proposed order of witnesses.

(7) List of the exhibits the party seeks to introduce into evidence and a
statement indicating whether the opposing party will object to their
introduction. A copy of each exhibit shall be attached.

(8) Signed copies of any stipulations reached by the parties.

(9) Such other information as may be required by the Board's prehearing
orders.

(b) The Board may impose sanctions on a party which does not comply with the
requirements of subsection (a). These sanctions may include the preclusion of
testimony or documentary evidence and the cancellation of the hearing.
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(c) The requirements of this section apply only to a party's case-in-chief.

§ 1021.105. Prehearing conferences.

(a) The Board, on its own motion or on motion of a party, may hold a conference
either prior to or during a hearing for the purpose of considering offers of
settlement, adjustment of the proceeding or any issue therein, or other matters to
expedite the orderly conduct and disposition of a hearing.

(b) A stipulation of the parties or rulings of the Board as a result of the
conference shall be binding upon the parties.

(c) The Board may issue prehearing orders as it considers necessary for limiting
issues of fact and law.

(d) The Board will, at any time, be authorized to delay a formal hearing and order
settlement discussions or stipulations, either on or off the record.

(e) Subsections (a)-(d) supplement 1 Pa. Code §§ 35.111-35.115.

§ 1021.106. Voluntary mediation.

(a) Upon request by all the parties, the Board may stay a matter for up to 120
days to allow the parties to utilize voluntary mediation services.

(b) The parties are responsible for selection of a mediator and payment of the
mediator's fees.

(c) The request shall be filed at least 14 days before initiation of hearings by the
Board. The request shall identify the mediator selected and shall certify that the
parties have made arrangements for payment of the mediator's fee.

(d) At the end of the initial stay, the parties shall jointly file a report, prepared
and signed by the mediator, which sets forth the history of mediation activities
conducted. The parties may request an additional stay if necessary to complete the
mediation process.

(e) The grant of an additional stay for mediation is in the Board's discretion and
the Board may impose limitations the Board deems appropriate.
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(f) A settlement reached by the parties as a result of voluntary mediation shall be
submitted to the Board for approval under § 1021.141 (relating to termination of
proceedings).

(g) Only a signed settlement agreement shall be binding and it shall bind only the
parties signing it.

(h) A party's participation in voluntary mediation may not be used as evidence in
a proceeding before the Board. Communications between the parties during the
mediation period shall be regarded as offers of settlement and are neither
discoverable nor admissible as evidence in a proceeding before the Board.

(i) Subsections (a)-(h) supplement 1 Pa. Code §§ 35.111 and 35.115 (relating to
conferences to adjust, settle or expedite proceedings; and offers of settlement).

§ 1021.107. Authority delegated to hearing examiners.

(a) The Board may appoint hearing examiners to preside at hearings. Subject to
the approval of the Board member assigned to the case, the hearing examiner shall
have the following authority:

(1) To schedule and regulate the course of the hearings.

(2) To administer oaths and affirmations.

(3) To rule on motions in limine, offers of proof and the admission or
exclusion of evidence.

(4) To conduct pretrial conferences, settlement conferences and related
pretrial proceedings and to dispose of procedural matters.

(5) To schedule the filing of posthearing briefs following the conclusion
of the hearing.

(6) To recommend to the Board member or to the Board an opinion and
order or adjudication disposing of the matters considered at the hearing.

(b) Subsection (a) supersedes 1 Pa. Code § 35.187 (relating to authority
delegated to presiding officers).

§ 1021.108. [Reserved].

§ 1021.109. [Reserved].

HEARINGS
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§ 1021.111. Initiation of hearings.

(a) If the proceedings are at issue and a hearing is required, a formal evidentiary
hearing shall be scheduled and a notice of hearing shall be sent to all parties to the
proceedings.

(b) Subsection (a) supersedes 1 Pa. Code § 35.121 (relating to initiation of
hearings).

§ 1021.112. Waiver of hearings.

(a) A hearing need not be held if waived by appellant or respondent or if parties
stipulate the essential facts or agree to submit direct and rebuttal testimony or
documentary evidence in affidavit form (sworn or affirmed on personal
knowledge) or by deposition.

(b) Subsection (a) supersedes 1 Pa. Code § 35.101 (relating to waiver of
hearing).

§ 1021.113. Continuance of hearings.

(a) Hearings may not be continued except for compelling reasons. Requests for
continuances shall be submitted to the Board in writing with a copy served upon
the other parties to the proceedings, except that during the course of a hearing in a
proceeding, the requests may be made by oral motion in the hearing.

(b) Subsection (a) supersedes 1 Pa. Code § 31.15 (relating to extensions of time).

§ 1021.114. Venue of hearings.

At the discretion of the Board, hearings will be held at the Commonwealth facility
nearest the location of the complaint sought to be remedied by the Department
with consideration for the convenience of witnesses, the public and the parties in
attending the hearings.

§ 1021.115. View of premises.

The Board may upon reasonable notice and at reasonable times inspect any real
estate including a body of water, industrial plant, building or other premises when
the Board is of the opinion that a viewing would have probative value in a matter
in hearing or pending before the Board.

§ 1021.116. Conduct of hearings.

(a) Hearings may be held, at the discretion of the Board, before the Board as a
whole, by individual Board members sitting as administrative law judges, or by
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hearing examiners who are not members of the Board. Hearings held by hearing
examiners not members of the Board will be decided by the Board based upon its
review of the record and the examiner's proposed adjudication. All final decisions
shall be decisions of the Board decided by majority vote. Petitions for supersedeas
and other petitions and motions may be decided by the Board member hearing the
petition or motion.

(b) Subsection (a) supersedes I Pa. Code § 35.123 (relating to conduct of
hearings).

§ 1021.117. Presentation by the parties.

(a) Parties shall have the right to an opening statement, presentation of evidence,
cross-examination, objection, motion and argument, and closing argument.

(b) The party with the burden of proof is required to make a prima facie case by
the close of its case-in-chief.

(c) Subsections (a) and (b) supersede I Pa. Code § 35.126 (relating to
presentation by the parties).

§ 1021.118. Transcript.

(a) Hearings shall be stenographically reported and a transcript of the report shall
be a part of the record.

(b) Parties desiring copies of the transcript shall obtain the copies from the
official reporter.

(c) Parties shall have the opportunity to review a copy of the transcript On file
with the Board.

(d) Subsections (a)-(c) supplement I Pa. Code §§ 35.131-35.133 (relating to
transcript).

§ 1021.120. [Reserved].

EVIDENCE

§ 1021.121. Motions in limine.

A party may obtain a ruling on evidentiary issues by filing a motion in limine.

§ 1021.122. Burden of proceeding and burden of proof.

36



(a) In proceedings before the Board, the burden of proceeding and the burden of
proof shall be the same as at common law in that the burden shall normally rest
with the party asserting the affirmative of an issue. It shall generally be the burden
of the party asserting the affirmative of the issue to establish it by a
preponderance of the evidence. In cases where a party has the burden of proof to
establish the party's case by a preponderance of the evidence, the Board may
nonetheless require the other party to assume the burden of proceeding with the
evidence in whole or in part if that party is in possession of facts or should have
knowledge of facts relevant to the issue.

(b) The Department has the burden of proof in the following cases:

(1) When it assesses or files a complaint for a civil penalty.

(2) When it files a complaint for any other purpose.

(3) When it revokes or suspends a license, permit, approval or
certification.

(4) When it issues an order.

(c) A party appealing an action of the Department shall have the burden of proof
in the following cases:

(1) When the Department denies a license, permit, approval or
certification.

(2) When a party who is not the recipient of an action by the
Department protests the action.

(3) When a party to whom a permit approval or certification is issued
protests one or more aspects of its issuance or modification.

(4) When a party appeals or objects to a settlement of a matter between
the Department and a private party.

§ 1021.123. Evidence.

(a) The Board is not bound by technical rules of evidence and relevant and
material evidence of reasonable probative value is admissible. The Board
generally applies the Pennsylvania Rules of Evidence.

(b) Copies of an exhibit to be offered into evidence shall be made available to
parties at the time it is identified as an exhibit unless otherwise ordered by the
Board.
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(c) Witnesses shall be sworn or shall affirm.

(d) Subsections (a)-(c) supersede 1 Pa. Code §§ 35.137-35.139, 35.162 and
35.166.

§ 1021.124. Written testimony.

(a) Written testimony of a witness, on numbered lines in question and answer
form, may be admitted into evidence provided the witness is present for cross-
examination.

(b) Written testimony shall be filed concurrently with the prehearing
memorandum unless a different time is prescribed by the Board. Objections to
written testimony which can be reasonably anticipated prior to hearing shall be in
writing and filed at least 5 days before the hearing unless otherwise ordered by the
Board.

(c) If a party desires to file written testimony prior to the close of the record, it
may do so only upon motion approved by the Board. This approval shall include
the scope of the written testimony and the time for filing the testimony and
service upon opposing counsel.

§ 1021.125. Official notice of facts.

(a) The Board may take official notice of the following:

(1) Matters which may be judicially noticed by the courts of the
Commonwealth.

(2) Facts which are not in dispute.

(3) Record facts reflected in the official docket of the Board as
referenced in § 1021.39(a) (relating to docket).

(b) Any party shall, on timely request, be afforded an opportunity to show why
the Board should not take official notice of items listed in subsection (a).

(c) A party requesting the taking of official notice after the conclusion of the
hearing shall do so in accordance with § 1021.133 (relating to reopening of
record prior to adjudication).

§ 1021.126. Limiting number of witnesses and additional evidence.
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(a) The Board may limit the number of witnesses upon an issue and may request
a party to present additional evidence on an issue.

(b) Subsection (a) supplements 1 Pa. Code §§ 35.127 and 35.128 (relating to
limiting number of witnesses; and additional evidence).

POSTHEARING PROCEDURES

§ 1021.131. Posthearing briefs.

(a) The initial posthearing brief of each party shall contain proposed findings of
fact (with references to the appropriate exhibit or page of the transcript), an
argument with citation to supporting legal authority, and proposed conclusions of
law.

(b) Reply briefs shall be as concise as possible and may not exceed 25 pages.
Longer briefs may be permitted at the discretion of the presiding administrative
law judge.

(c) An issue which is not argued in a posthearing brief may be waived.

(d) Subsections (a)-(c) supersede 1 Pa. Code §§ 35.191-35.193 (relating to
briefs).

§ 1021.132. Oral argument after hearing.

(a) A party may, within 5 days after the last post-hearing briefing and prior to
adjudication, request oral argument before the entire Board. The Board may grant
or deny the request.

(b) Subsection (a) supersedes 1 Pa. Code § 35.204 (relating.to oral argument.
before presiding officer).

§ 1021.133. Reopening of record prior to adjudication.

(a) After the conclusion of the hearing on the merits of the matter pending before
the Board and before the Board issues an adjudication, the Board, upon its own
motion or upon a petition filed by a party, may reopen the record as provided in
this section.

(b) The record may be reopened upon the basis of recently discovered evidence
when all of the following circumstances are present:
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(1) Evidence has been discovered which would conclusively establish a
material fact of the case or would contradict a material fact which had
been assumed or stipulated by the parties to be true.

(2) The evidence is discovered after the close of the record and could

not have been discovered earlier with the exercise of due diligence.

(3) The evidence is not cumulative.

(c) The record may also be reopened to consider evidence which has become
material as a result of a change in legal authority occurring after the close of the
record. A petition to reopen the record on this basis shall specify the change in
legal authority and demonstrate that it applies to the matter pending before the
Board. Such a petition need not meet the requirements of subsection (d)(2) and
(3).

(d) A petition seeking to reopen the record shall:

(1) Identify the evidence which the petitioner seeks to add to the record.

(2) Describe the efforts which the petitioner had made to discover the
evidence prior to the close of the record.

(3) Explain how the evidence was discovered after the close of the
record. A petition filed under subsection (b) shall be verified and all
petitions shall contain a certification by counsel that the petition is being
filed in good faith and not for the purpose of delay.

(e) The petition shall be served upon the parties to the proceedings. A petition
will be treated as a miscellaneous motion under § 1021.95 (relating to
miscellaneous motions) except that the motion would have to be verified or
supported by affidavits. The answer shall be verified if it includes factual
assertions which are not of record.

(f) Subsections (a)-(e) supersede 1 Pa. Code §§ 35.232 and 35.233 (relating to
reopening by presiding officer; and reopening by agency action).

Comment: This sets a standard which is more stringent than the materiality test of
Spang & Company v. DER, 592 A.2d 815 (Pa. Cmwlth. 1991), but broader than
the grounds justifying reconsideration. The procedure differs from the standard
motions practice under §§ 1021.91-1021.95 (relating to motions).

§ 1021.134. Adjudications.

(a) At the conclusion of the proceedings, the Board will issue an adjudication
containing a discussion, findings of fact, conclusions of law and an order.
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(b) The Board will serve a copy of the adjudication on all parties to the
proceeding or their representatives.

(c) Subsections (a) and (b) supersede I Pa. Code § 35.226 (relating to final
orders).

TERMINATION OF PROCEEDINGS

§ 1021.141. Termination of proceedings.

(a) A proceeding before the Board may be terminated by one of the following:

(1) Withdrawal of the appeal prior to adjudication.

(2) Settlement agreement.

(3) Consent adjudication.

(b) When a proceeding is sought to be terminated by the parties as a result of a
settlement agreement, the form of the settlement agreement may be a consent
order, a consent assessment of civil penalties, a permit modification, or any other
basis for settling an action as permitted by law. If the settlement includes any
action of the Department which would have to be published if taken
independently of the settlement, that action shall be published by the Department
as required by law. Appealable actions of the Department contained in the
settlement may be appealed to the Board by an aggrieved person not a party to the
settlement in the manner provided by law. A party to the settlement may appeal
only to the extent permitted by the terms of the agreement. After the parties have
agreed upon a settlement they may do one of the following:

(1) Notify the Board that the case has been settled and request that the
docket be marked settled.

(2) Notify the Board that the case has been settled, provide the Board
with a copy of the settlement agreement for inclusion in the record of the
case, and request that the docket be marked settled.

(3) Notify the Board that the case has been settled, provide the Board
with a copy of the settlement agreement for inclusion in the record,
request the notice of the settlement be published in the Pennsylvania

Bulletin and request that the case be marked as settled.

The notice of publication shall be in substantially the following form:
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RE: (Case and Docket Number)

(The Commonwealth of Pennsylvania Department of Environmental Protection
and (name of party or parties) have agreed to a settlement of the above matter.
The Commonwealth had ordered under date of , (name of party or
parties) to:

(Summarize order or appeal describing other action of the Commonwealth from
which appeal was taken.)

The parties have agreed to a settlement, the major provisions of which include:

(Summarize major substantive provisions of settlement agreement.)

Copies of the full agreement are in the hands of:

(Names, addresses of counsel and telephone numbers) and at the office of the
Environmental Hearing Board, and may be reviewed by any interested party on
request during normal business hours.

(c) When a proceeding is sought to be terminated by the parties pursuant to a
consent adjudication, all parties shall submit the proposed consent adjudication to
the Board for approval. No proposed consent adjudication will be approved by the
Board unless it contains the agreement of all parties to the action. The Board may
refuse to approve a proposed consent adjudication if any of its provisions are
contrary to law or constitute, in the discretion of the Board, overreaching or bad
faith by any party. Prior to approval, the Board will publish the major substantive
provisions of the consent adjudication in the manner indicated in subsection
(b)(3). In addition, the notice shall provide a comment period of at least 30 days
for comments to be provided by the public. When comments are received from
the public the parties to the consent adjudication shall respond to the comments.
The Board may schedule a hearing prior to taking action on the consent
adjudication. Any appeal from a consent adjudication shall lie to the
Commonwealth Court, and shall, when taken by an aggrieved person not a party
to the action, be taken within 30 days of the date of the Board's action.

Comment: The prior rule at § 1021.120(b) authorizing dismissal with and without
prejudice was deleted because the Board thought it more appropriate to determine
this matter by case law rather than by rule.

§§ 1021.142 - 1021.144. [Reserved].

RECONSIDERATION

§ 1021.151. Reconsideration of interlocutory orders.
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(a) A petition for reconsideration of an interlocutory order or ruling shall be filed
within 10 days of the order or ruling. The petition must demonstrate that
extraordinary circumstances justify consideration of the matter by the Board. A
party may file a memorandum of law at the time the motion or response is filed.

(b) A copy of the petition shall be served upon the parties. A party wishing to file
an answer may do so within 10 days of service or as ordered by the Board.

(c) The failure of a party to file a petition under this section will not result in a
waiver of any issue.

(d) Subsections (a)-(c) supersede 1 Pa. Code § 35.241 (relating to application for
rehearing or reconsideration).

Comment: There is no need to file a petition for reconsideration of an
interlocutory order in order to preserve an issue for later argument.
Reconsideration is an extraordinary remedy and is inappropriate for the vast
majority of the rulings issued by the Board.

§ 1021.152. Reconsideration of final orders.

(a) A petition for reconsideration of a final order shall be filed within 10 days of
the date of the final order. A party may file a memorandum of law at the time the
motion or response is filed. Reconsideration is within the discretion of the Board
and will be granted only for compelling and persuasive reasons. These reasons
may include the following:

(1) The final order rests on a legal ground or a factual finding which has
not been proposed by any party.

(2) The crucial facts set forth in the petition:

(i) Are inconsistent with the findings of the Board.

(ii) Are such as would justify a reversal of the Board's
decision.

(iii) Could not have been presented earlier to the Board with
the exercise of due diligence.

(b) A copy of the petition shall be served upon all parties simultaneously with
and in the same manner as the filing of an appeal with the Board. A party wishing
to file an answer may do so within 10 days of service or as ordered by the Board.

(c) Subsections (a) and (b) supersede 1 Pa. Code § 35.241 (relating to
application for rehearing or reconsideration).

43



Q

Comment: This provides a shorter time than the standard motions practice, since
reconsideration must be granted within 30 days under Pa.R.A.P. 1701. The
Board's period for reconsideration of final orders will run contemporaneously
with the 30-day right of appeal to Commonwealth Court.

SANCTIONS

§ 1021.161. Sanctions.

The Board may impose sanctions upon a party for failure to abide by a Board
order or Board rule of practice and procedure. The sanctions may include
dismissing an appeal, entering adjudication against the offending party,
precluding introduction of evidence or documents not disclosed, barring the use of
witnesses not disclosed, or other appropriate sanctions including those permitted
under Pa.R.C.P. 4019 (relating to sanctions regarding discovery matters).

§ 1021.162. [Reserved].

ATTORNEY FEES AND COSTS AUTHORIZED BY
THE COSTS ACT

§ 1021.171. Scope.

This section and §§ 1021.172-1021.174 (relating to application for fees and
expenses; response to application; and disposition of application) apply to
applications for an award of fees and expenses under the Costs Act.

§ 1021.172. Application for fees and expenses.

(a) An application for fees and expenses shall be verified and shall set forth
sufficient grounds to justify the award. It shall also include the following:

(1) Identification of the final order under which the applicant claims to
be a prevailing party.

(2) A statement of the basis upon which the applicant claims to be a
prevailing party under the Costs Act.

(3) Specific information which is sufficient to demonstrate that the
applicant meets the definition of "party" under the Costs Act.

(4) An itemized list of recoverable fees and expenses including hours
worked, the rate charged, a reasonable description of the work
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performed during those hours, and the nature and reasonableness of the
expenses.

* (5) The basis for the allegation that the position of the Department was
not substantially justified.

(b) An applicant shall file an application with the Board within 30 days of the
date of the final order under which the applicant claims to have prevailed, and
shall be docketed at the same number as that order. An applicant shall
simultaneously serve upon counsel of record for the Department a copy of the
application in the same manner that it is filed with the Board. Service by telefax
shall satisfy the requirements of this rule, if an additional copy is mailed on the
same day.

(c) An application may be denied sua sponte if it fails to provide all the
information required by this section in sufficient detail to enable the Board to
grant the relief requested.

Comment: In preparing the petition to submit to the Board, an applicant should
consider the material contained in 4 Pa. Code Chapter 2, Subchapter A (relating to
submission and consideration of applications for awards of fees and expenses)
and the Board's prior decisions.

§ 1021.173. Response to application.

(a) The Department or other interested party shall file its response within 15 days
of the filing of an application. The response shall include the following:

(1) Raise any challenge to the sufficiency of the application.

(2) Demonstrate, if applicable, that the Department's action was
substantially justified.

(3) Identify special circumstances which would make the award unjust.

(b) If the response asserts that the action of the Department was substantially
justified, it shall include the following:

(1) A statement of the Department's basis for its action.

(2) A summary of the testimony and exhibits either in evidence or
offered into evidence in support of that basis.

(3) The legal justification for the action taken.
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(c) When an applicant prevails and no record has been made before the Board,
the Department may justify its action with affidavits.

§ 1021.174. Disposition of application.

(a) Each party shall file a brief simultaneously with the filing of its application or
response.

(b) The Board will award fees and expenses based upon the application and
response if it finds the following:

(1) The applicant is a prevailing party as defined in the Costs Act.

(2) The application presents sufficient justification for the award of fees
and expenses.

(3) The action of the Department was not substantially justified, in that
it had no reasonable basis in law or in fact.

(4) There are no special circumstances which would make the award
unjust or unreasonable.

(c) The Board will not find the Department's action to be substantially justified,
if the response fails to present a prima facie case in support of the Department's
legal position.

(d) The Board may reduce the amount of an award of fees and expenses, or deny
the award, to the extent that the applicant engaged in conduct during the course of
the proceedings which unduly and unreasonably protracted the final resolution of
the matter in controversy.

ATTORNEY FEES AND COSTS AUTHORIZED BY STATUTE
OTHER THAN THE COSTS ACT

§ 1021.181. Scope.

This subchapter applies to requests for costs and attorney fees when authorized by
statute other than the Costs Act. When a statute provides procedures inconsistent
with these procedures, the statutory procedures will be followed.

§ 1021.182. Application for costs and fees.

(a) A request for costs and fees shall conform to any requirements set forth in the
statute under which costs are being sought.
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(b) A request for costs and fees shall be by verified application, setting forth
sufficient grounds to justify the award, including the following:

(1) A copy of the order of the Board in the proceedings in which the
applicant seeks costs and attorney fees.

(2) A statement of the basis upon which the applicant claims to be
entitled to costs and attorney fees.

(3) An affidavit setting forth in detail all reasonable costs and fees
incurred for or in connection with the party's participation in the
proceeding, including receipts or other evidence of such costs and fees.

(4) Where attorney fees are claimed, evidence concerning the hours
expended on the case, the customary commercial rate of payment for
such services in the area and the experience, reputation and ability of the
individual or individuals performing the services.

(5) The name of the party from whom costs and fees are sought.

(c) An applicant shall file an application with the Board within 30 days of the
date of a final order of the Board. An applicant shall serve a copy of the
application upon the other parties to the proceeding.

(d) The Board may deny an application sua sponte if it fails to provide all the
information required by this section in sufficient detail to enable the Board to
grant the relief requested.

§ 1021.183. Response to application.

A response to an application shall be filed within 30 days of service. A factual
basis for the response shall be verified by affidavit.

§ 1021.184. Disposition of application.

(a) Each party may file a brief in accordance with a schedule established by the
Board.

(b) The Board may allow discovery and the taking of testimony in order to
resolve any factual issues raised by the application and response.

ATTORNEY FEES AND COSTS UNDER MORE ONE STATUTE

§ 1021.191. Application for counsel fees under more than one statute.
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An applicant seeking to recover fees and costs under more than one statute shall
file a single application which sets forth, in separate counts, the basis upon which
fees and costs are claimed under each statute.

APPELLATE MATTERS

§ 1021.201. Composition of the certified record on appeal to
Commonwealth Court.

(a) Unless the parties file a stipulation with the Board providing otherwise, within
20 days of the filing of the petition for review, the Board shall certify the record
in accordance with Pa.R.A.P. 1951 (relating to record below in proceedings on
petition for review) and the record shall consist of:

(1) A list of the docket entries.

(2) The notice of appeal and the Department action appealed to the
Board, or, if the proceedings before the Board were initiated with a
complaint, the complaint.

(b) In addition to items listed in subsection (a), for appeals of Board adjudication,

the record shall also include:

(1) The Board's adjudication and order.

(2) The notes of testimony from the hearing, all exhibits admitted into
evidence.

(3) The parties' posthearing briefs, including requested findings of fact
and conclusions of law.

(4) Petitions for reconsideration or to reopen the record, answers and
accompanying exhibits.

(5) Other documents which formed the basis of the Board's
adjudication.

(c) In addition to items listed in subsection (a), for appeals of Board opinions and
orders, the record shall also include:
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(1) The Board's opinion and order.

(2) The motion or petition which was the subject of the Board's opinion
and order, together with responses, answers, and replies, and
accompanying exhibits.

(3) Petitions for reconsideration of the Board's opinion and order,
responses, answers, and replies, and accompanying exhibits.

(4) Other documents which formed the basis of the Board's opinion and
order.

(d) In the event that a legal document was electronically filed, a paper copy of the
electronic filing will be submitted to the Commonwealth Court as part of the
certified record in accordance with this rule, notwithstanding the provisions of
§ 1021.39(c) (relating to docket) that the official copy of an electronically filed
document shall be that appearing on the Board's website.

Due to differences in formatting and printing, this publication of the rules may differ slightly from the official version printed in the Pennsylvania Code.
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DEP INSPECTION MANUAL
INSPECTION PROCEDURE 83822

RADIATION PROTECTION

PROGRAM APPLICABILITY: 2600, 2800

83822-01 INSPECTION OBJECTIVE

To determine whether the licensee's performance is in accordance with regulatory
requirements related to radiation protection, and to evaluate the adequacy of certain
aspects of the licensee's radiation protection program.

83822-02 INSPECTION REQUIREMENTS

02.01 Radiation Protection Program. Verify that the performance of the radiation
protection program, commensurate with the potential risk involved in the licensee's
activities, is being implemented and documented. Verify that program performance is
being reviewed at least annually, both for content and implementation.

02.02 Radiation Protection Procedures. Verify that performance due to changes in the
radiological protection procedures made since the last inspection are consistent with
regulations and license requirements.

02.03 Instruments and Equipment. Verify that the performance of radiation protection
instruments and equipment is in accordance with license requirements and licensee
procedures.

02.04 Exposure Controls

a. External Exposure. Determine that the licensee's performance is in accordance
with the following regulatory requirements incorporated by reference:

1. 10 CFR 20.1501 & 20.1502 (surveys and monitoring)

2. 10 CFR 20.1201 (occupational dose limits)

3. 10 CFR 20.1206 (planned special exposures)

4. 10 CFR 20.1207 (exposure of minors)

5. 10 CFR 20.1208 (dose to an embryo/fetus)

6. 10 CFR 20.1203 (external dose from airborne material)
7. 10 CFR 20.2104 (prior occupational dose)

8. 10 CFR 20.2106 (records of monitoring results)
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9. 10 CFR 20.2105 (records of planned special exposures)

10. 10 CFR 20.2102 (records of radiation protection program)

11. 10 CFR 20.1301 (dose to the public)

12. 10 CFR 20.1101(b) and (d) (ALARA)

b. Internal Exposure. Determine that licensee's performance is in accordance with
the following regulations:

1. 10 CFR 20.1501 & 20.1502 (surveys and monitoring)

2. 10 CFR 20.1201 (exposure limits)

3. 10 CFR 20.1501 (a) & (b) (surveys and monitoring)

4. 10 CFR 20.1701 & 1702 (use of engineering and other controls)

5. 10 CFR 20.1202 (summation of external and internal doses)

6. 10 CFR 20.1204 (determination of internal dose)

7. 10 CFR 20.1302 re:§20.1301 (dose to the public)

c. Respiratory Protection. For facilities with a respiratory protection program,
determine if licensee's performance is in accordance with 10 CFR 20.1703.

02.05 Posting, Labeling, and Control

a. Posting and Labeling. Determine if licensee's performance is in accordance with 10
CFR 20.1902, §20.1903, §20.1904, §20.1905 and other posting and labeling
requirements specified in the license or licensee procedures.

b. Posting of Notices. Determine if licensee's performance is in accordance with 25 Pa.
Code 220.2 and 10 CFR 19.11 incorporated by reference.

c. Control. Determine if licensee's performance is in accordance with the license
requirements, licensee procedures, increased controls for risk-significant radioactive
sources (NRC Order EA-05-090 equivalent if applicable) and the following
regulations:

1. 10 CFR 20.1601 (high radiation area access)

2. 10 CFR 20.1602 (very high radiation area access)

3. 10 CFR 20.1801 (security of stored material)

4. 10 CFR 20.1802 (control of material not in storage)

02.06 Surveys

a. Reguirements. Determine if licensee's performance is in accordance with the
following regulations:

1. 10 CFR 20.1501(a) & (b) (surveys)
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2. 10 CFR 20.2103 (survey records)

b. Leak Tests. Verify if licensee's performance is in accordance with license
requirements or other DEP regulations for leak testing of radioactive sealed
sources.

02.07 Notifications and Reports

a. To the DEP. Determine if licensee's performance is in accordance with the
following regulations and license requirements incorporated by reference:

1. 10 CFR 20.2201 & 2202(b) (loss of control or theft of material)

2. 10 CFR 20.2202 & 2203 (incidents, and exposures)

3. 10 CFR 20.2202(a) & 2203 (overexposure)

4. Other radiation protection reports required by the license
and by applicable provisions of 10 CFR 30-39, 40 and 70.

b. To the Individual. Determine if licensee's performance is in accordance with 10
CFR 19.13 incorporated by reference.

02.08 As Low As Is Reasonably Achievable (ALARA). Paragraph 20.1101(b) of 10 CFR
20 requires that persons engaged in DEP licensed activities shall, to the extent
practicable, maintain occupational doses and doses to members of the public
ALARA. During inspections:

a. Determine if high level management has made a commitment to minimize
exposure to workers and has clearly defined procedures and policies to implement
the ALARA philosophy.

b. Determine that licensee personnel are made aware of management's commitment
to keep occupational exposures ALARA.

c. Ascertain that the radiation protection staffing is sufficient and has been given
authority to make certain that ALARA policies are carried out and that workers
have been adequately trained to understand the ALARA philosophy and how it
should be implemented at their work places.

d. Determine that management and its designees perform periodic (at least annual)
audits of its program (special attention should be given to methods to lower internal
and external exposure and to determine that effluents released are ALARA.

e. Determine if licensee's performance is in accordance with 10 CFR 19.12
incorporated by reference with respect to workers' understanding of radiation
protection in their work place, and how the training received includes an
understanding of ALARA as it pertains to the work place.

f. Determine whether modifications to equipment, facilities, and procedures, have
been made where practicable to significantly reduce exposures at a reasonable
cost. The benefits gained should outweigh the cost of modifications. Also
determine if the licensee has considered the ALARA philosophy during the
engineering phase for changes in facilities, equipment, or processes and whether
an ALARA review was performed during initial implementation of changes.
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g. Determine if the RSO and radiation protection staff's performance includes:

1. Identification of the origins of radiation exposures by location and job
category and have noted trends in the amounts of radiation at the locations.

2. Consideration of ways to reduce exposures in those locations where
exposure to personnel are significant.

3. Periodic review of operating procedures that affect radiation safety and that
surveys of operations to identify situations where radiation exposures can be
reduced have been made.

h. Determine if licensee's performance includes a program in which workers can
make suggestions on radiation protection (feedback).

i. Determine if licensee's performance includes the use of adequate equipment and
supplies in the radiation protection program, and if procedures are available for
proper use of these supplies and equipment.

83822-03 INSPECTION GUIDANCE

03.01 Radiation Protection Program. Review the outcome of the licensee's
implementation of its radiation protection program to determine if licensee's
performance ensures safety and compliance with regulatory requirements.
Determine if the program content and implementation are being reviewed at least
annually. Inspect the documentation for these reviews.

Review of the licensee's Health Physics (HP) log book or file on HP problems may
be useful to identify areas deserving special attention. Particular attention should
be directed toward identifying trends and ascertaining whether corrective actions
were directed toward the cause and not merely the symptoms.

NRC Regulatory Guides 8.8 and 8.10 may be discussed in terms of providing
useful guidance to the licensee regarding ALARA. If the licensee has a
documented commitment to ALARA, implementation of the program should be
discussed with management. Verify that the ALARA goals are adequate and
realistic.

The licensee may have submitted certain of his radiation protection procedures, or
his radiation protection manual, along with the license application and, in some
cases, those procedures or the manual may be incorporated into license
requirements. There are references to licensee procedures throughout this
inspection procedure; however, this is not done for all inspection areas. The
absence of a notation regarding licensee procedures is not intended to preclude
the inspector from inspecting a given area against licensee procedures if there is
an applicable license requirement.

03.02 Radiation Protection Procedures. Review any substantive changes to procedures
which have been implemented since the last inspection if problems are identified in
a specific program area; verify that limits, precautions, controls, etc., specified in
the procedures are consistent with regulations and license requirements.

03.03 Instruments and Equipment

a. Randomly select instruments of each major type and examine them to verify
operability and proper alarm settings, if alarm settings are applicable. These may
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include portable survey instruments, fixed monitoring equipment, constant air
monitors, portable air samplers, pocket dosimeters, and alarming dosimeters.

b. Review the most recent calibration records of the instrument(s) selected for
inspection to assure that the calibration and surveillance program for these
instruments are being accomplished in accordance with license requirements or
licensee procedures.

c. Verify that the licensee has a system (a schedule, card file, etc.) which identifies all
the instruments and identifies when they are due for calibration or functional
testing.

d. Verify that the procedures used to calibrate the instruments selected above
contain: review and approval requirements of the licensee's procedural system or
license requirements, acceptance criteria including values for trip settings that
conform to license requirements, if applicable, and detailed stepwise instructions.

e. Verify that the licensee uses survey instruments that are appropriate for the type

and intensity of radiation measured.

03.04 Exposure Controls

a. External Exposure

1. Examine any changes made in procedures for control and use of personnel
monitoring equipment; verify that limits, precautions, controls, etc., specified
in the procedures are consistent with regulations and license requirements.

Examine the type of monitoring devices used, the period of use or exchange
period, and the number used to determine if these aspects seem consistent
with the monitoring program. Determine who the supplier is, and if the
service has been changed since the last inspection, determine the reasons
for the change. Verify that the personnel dosimetry processor is accredited
by NVLAP.

For pocket dosimeters or pocket chambers, determine when they are read
and recharged, the number used, and review the calibration procedure or
leak test procedure.

Evaluate the adequacy of the licensee's procedures or system for evaluating
and using personnel monitoring data to control and minimize exposures.
The licensee should account for occupational radiation doses to personnel
resulting from exposures to licensed material and other unlicensed radiation
sources (e.g. x-ray machines). If applicable, review the implementation of
Regulatory issue Summary 2002-06.

2. Review reports of exposure summaries generated since the last inspection to
determine that licensee's performance is in accordance with regulatory
requirements.

3. Review the records of all persons who received planned special exposures
since the last inspection. Determine that exposure histories are on file for
these individuals.

4. Determine, by discussion with supervision, if minors have been permitted to
work in restricted areas and, if so, determine that licensee's performance is
in accordance with 10 CFR 20.1207 by review of exposure records.
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5. For licensees who are required to monitor in accordance with 10 CFR
20.1502, review of all "Occupational Dose Record(s) for a Monitoring Period"
Forms (NRC Form 5) may be appropriate, depending on the number of
monitored personnel. For licensees who are not required to monitor, due to
the lack of a likelihood that any worker would receive more than 5
millisieverts in a year, a sampling of Occupational Dose Records (NRC
Forms 5) generated as a result of voluntary monitoring may be appropriate.
If a licensee is not required to monitor and chooses not to monitor worker
exposures, the inspector need only review the licensee's presumptive
analysis of exposures and verify the assumptions used in that analysis.

b. Internal Exposure

1. During review of exposure evaluations in 03.03b4 below, verify that the
licensee's performance is in accordance with internal exposure limits.

2. Review randomly selected air sampling and bioassay records.

3. By observation, discussion, and review of documentation, verify that
engineering controls are considered and used to the extent practicable.
Evaluation of process and engineering controls incorporated as part of the
facility or equipment as licensed will be performed in the licensing process;
the inspection program will evaluate the use of other engineering controls. In
situations where a review for licensing is not applicable, such as medical
licensees, review these items to the extent practicable to ensure that they
comply with descriptions in license applications, or conform to license
conditions.

4. Review documentation of evaluations performed as the result of unplanned
exposures. Verify the appropriateness of preventive measures instituted
following an unplanned exposure.

c. Respiratory Protection

1. Determine that the equipment is certified by NIOSH/MSHA or otherwise
approved by DEP.

2. Determine proper selection of equipment.

3. Determine by review of records and by discussions that a maintenance and
training program is conducted and that it is administered and conducted in
accordance with written procedures. Determine by review of records,
discussions, and observations that respirator users are individually fitted for
respirators and that respiratory equipment is operationally tested immediately
prior to each use.

4. Randomly select several control requirements and determine compliance; by
review of records, by discussions, or observation.

5. In taking credit forthe protection provided by the use of respiratory protective
equipment, 10 CFR 20.1703 requires that the protection factor be greater
than the multiple by which peak concentrations are expected to exceed the
values of Table 1, Appendix B, Column 3 of 10 CFR Part 20, unless ALARA
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considerations indicate otherwise. Verify that this criterion is considered in
selecting respirators.

03.05 Posting, Labeling, and Control

a. Posting and Labeling. Inspect representative areas to verify compliance; pay
particular attention to "temporary" work areas that may be required for
maintenance activity, newly established work areas, etc.

Inspect a random sampling of containers in work or storage areas.

b. Control

1. Randomly select high radiation or very high radiation areas to verify that
access is controlled in accordance with regulations or license requirements.

2. Inspect areas where radioactive material is located or stored in an
unrestricted area.

3. Review a random selection of radiation work permits (RWPs) on file and
those currently in effect.

4. Review a random selection of records (e.g., radiation level surveys, interlock
tests, audible & visible alarm test results) and inspect work areas to verify
licensee's controls ensure the safety of workers and members of the public.

c. Posting of Notices. Determine, by questioning of management, how the licensee
performs in accordance with the requirements of 25 Pa. Code 220.2; inspect
bulletin boards or other places where notices are posted; question a few
individuals to determine if they are aware of the posting of notices.

03.06 Surveys

a. Requirements. Verify that the licensee has established schedules for periodic
surveys of work areas of the plant and facility site; verify that surveys are
conducted using approved procedures; review a random selection of survey
records to see that surveys are being performed according to schedules; verify that
the survey results are reviewed by appropriate supervision; verify that corrective
actions have been taken, as appropriate. Attempt to observe surveys in progress
by licensee personnel. Determine the adequacy of the surveyor's knowledge in
checking the survey instrument for proper operation with a dedicated check source
and in the use of the instrument for conducting radiation surveys.

Verify specifically that schedule and procedural requirements for surveys appear
adequate to demonstrate compliance with the following aspects of the regulations
and with pertinent license requirements.

1. 10 CFR 20.1201 (permissible doses)

Determine whether due consideration is given to energy, beta exposure, and
extremity exposure, and whether neutron surveys are performed if
appropriate.

2. 10 CFR 20.1203 and 20.1204 (exposure to airborne radioactivity)
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Determine whether both particulates, non-noble gases and vapors are
considered, if appropriate.

3. 10 CFR 20.1902 (posted areas)

4. 10 CFR 20.1301 (radiation in unrestricted areas)

b. Leak Tests. Inspect a random selection of records of leak tests of radioactive
sealed sources.

03.07 Notifications and Reports

a. To the DEP. The objective is to determine if the licensee is reporting all the events
and data required by the regulations and the license. The inspector should have
reviewed those reports submitted since the last inspection; therefore, a
determination should be made whether events have occurred which have not been
reported. A discussion with management, operating personnel, maintenance, and
health physics personnel, and review of RWPs, log books, and other data during
the course of the inspection should aid in this determination.

b. To the Individual. Determine by discussion with individuals selected at random
(identified during the course of inspection of other requirements) whether they
were notified in accordance with 10 CFR 19.13 incorporated by reference.

03.08 ALARA. For decommissioning licenses, ALARA programs are part of the health
and safety plan in the license application. The programs are reviewed periodically by the
Department. Materials licensees of high inspection priority should have very active ALARA
programs that are identified in the license applications or license conditions, while for lower
priority licensees only limited ALARA programs may exist. ALARA programs for GL
licensees or those with 7 year inspection frequencies may be nonexistent.

The depth of the ALARA programs will depend on the quantities of radioactive materials
possessed and used, and whether the potential for radiation exposures can be significant.
For example, licensees such as users of gas chromatographs may have no formal ALARA
program because radiation exposures are very small. Nevertheless, even in such cases,
consideration should be given to minimizing exposures. The following guidance should be
used as applicable or at the inspector's discretion (compare to guidance outlined in Section
02.08).

a. Facility personnel should be made aware of management's commitment to keep
exposures to workers ALARA. The commitment should appear in policy
statements, instructions to personnel, and similar documents. As a minimum,
workers should be familiar with the ALARA commitment so that they can explain
what the commitment is, what ALARA means, why it is recommended, and how
they have been advised to implement it on their jobs. Examine a selection of
policy standards and instructions (if they exist) and interview workers to determine
if they understand the ALARA philosophy and what it means at the work place.

b. As a minimum, management should be able to discuss which operating
procedures were reviewed, in which locations most exposures are being received,
what groups of workers are receiving the highest exposures, what discussions they
have had with the radiation protection staff or outside consultants, and what steps
have been taken to reduce exposures. Examine a random sample of records and
interview personnel to determine what has been done to reduce exposures.

c. Reserved.
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d. Reserved.

e. Radiation workers should understand how radiation protection relates to their job
and should be retrained at least annually, or as otherwise stated in the license
application. Training should be sufficient to ensure that workers can correctly
answer questions on radiation protection as it relates to their jobs. Interview
workers (consistent with the size of the program) to determine if the workers
understand radiation protection as it relates to their jobs and if they have an
opportunity to discuss radiation safety with the radiation protection staff.

f. Inquire if modifications have been made to facilities and equipment to reduce
exposures. Randomly examine any procedures or records that reflect
modifications and attempt to determine the extent of the benefits gained through
modifications (for example, modifications may have been beneficial if exposures of
50 mrems/hour were reduced by a factor of 10 to 5 mrems/hour. It may not be
beneficial to reduce 1 mrem/hour to 0.1 mrem/hour, considering cost and risk. In
both of the above examples, consideration must be given to costs of modification
and risk to the population). Verify that ALARA measures do not disproportionately
increase the risks from non-radiological hazards, such as industrial hazards.

g. Examine any Radiation Safety Committee records or other records on ALARA
policies to determine whether source-term surveys or time motion studies have
been conducted and actions taken to reduce significant exposures.

h. Reserved.

i. Examine equipment and supplies to determine if they adequately protect personnel
from unnecessary radiation. Such equipment and supplies may include, but are
not limited to, decontamination supplies, survey meters, protective clothing,
ventilation systems, air sampling equipment, and supplies used for posting areas,
such as radiation areas.

END

/
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DEP INSPECTION MANUAL

INSPECTION PROCEDURE 86740

INSPECTION OF TRANSPORTATION ACTIVITIES

PROGRAM APPLICABILITY: 2602 and 2800
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86740-01 INSPECTION OBJECTIVES

To determine whether the licensee has established and is maintaining an effective
management-controlled program, to ensure radiological and nuclear safety in the receipt,
packaging, delivery to a carrier and, as applicable, the private carriage of licensed
radioactive materials; and to determine whether transportation activities are in compliance
with 25 Pa. Code Chapter 230 and the applicable PADOT, Nuclear Regulatory
Commission (10 CFR Parts 20 and 71) and Department of Transportation (DOT) (49 CFR
Parts 171-178) transport regulations incorporated by reference.

This inspection procedure is organized into two sections: Subsection A covers basic
transportation requirements found in 10 CFR Part 20, 10 CFR Part 71, Subpart A, and 49
CFR Parts 171-177. Subsection B covers additional transportation requirements found in
10 CFR Part 71, Subparts C, G, and H, and corresponding parts of 49 CFR.

Use Section 1 to inspect all licensees. Determine whether the licensee meets the
exemption criteria in 10 CFR Part 71 Subpart B. If the licensee meets the exemption
criteria, the inspection may be concluded after conducting Section 1; Section 2 does not
apply. If the licensee does not meet the exemption criteria, use both Sections 1 and 2 to
conduct the inspection.

86740-02 INSPECTION REQUIREMENTS

SUBSECTION A BASIC REQUIREMENTS

02.01 Preparation of Packages for Shipment. Examine the licensee's written procedures
and shipment records. As the situation allows, observe actual package preparations and
operations so as to:

a. Preliminary Determinations. Verify that before the initial use of any packaging, the
licensee performs the required "preliminary" determinations and quality control relating
to construction of the packaging (49 CFR 173.474).

b. Routine Determinations. Verify that before each use of any packaging the licensee
performs the required "routine" determinations and quality control (49 CFR 173.475
and 10 CFR 71.87).

c. Liquid Package Requirements

1. Verify that for non-low specific-activity (LSA) Type A packages with liquid contents,
the licensee has provided for the required special testing, double containment
system, and absorbent material, as appropriate [49 CFR 173.412( k)].

2. Verify that when required for packages containing liquid contents exceeding a Type
A quantity and destined for air shipment, a test for leakage is performed on the
containment system [49 CFR 173.475(g)].

d. Packaging Marking. Verify that the licensee has marked the package with the
applicable general and specific package markings that are required (49 CFR 172.300
- 310). Note that 49 CFR 172.324 addresses reportable quantity (RQ) markings on
packages).

e. Package Labeling. Verify that for non-exempted packages, the licensee provides for
and accomplishes labeling of each package with the appropriate category of
RADIOACTIVE (White-I, Yellow-Il, or Yellow-Ill) label, one each on two opposite sides
of the package; and accurately completes the entry of the required information in the
blank spaces thereon (49 CFR 172, Subpart E).
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f. Radiation Monitoring. Verify that the licensee provides for and accomplishes
monitoring of each completed package, to ensure that external radiation and
removable surface contamination are within the allowable limits [49 CFR 173.441,
49 CFR 173.443, 49 CFR 173.475(i), and 10 CFR 71.87(i) and (j)].

02.02 Delivery of Completed Packages to Carriers. Examine the licensee's written
procedures, shipment records, and as the situation allows, observe actual transport
operations.

a. Shiuping Paper Documentation. Verify whether the licensee prepared the required
shipping paper documentation, and accurately included all the applicable required
elements of information, including the shipper's certificate. [NOTE: for licensee
private motor vehicle shipments, the certificate is not required (49 CFR 172.204(b))].

In the case of low-level solid radwaste shipments to licensed land burial sites (10 CFR
Part 61), verify that the shipping paper documentation also includes the required
additional "waste manifest" information (Appendix G, 10 CFR Part 20).

b. Loading and Placarding Non-Exclusive-Use Shipments. Verify that the licensee
provides to a highway carrier, or applies directly to a rail vehicle, the required
placards, whenever the licensee delivers any quantity of RADIOACTIVE-Yellow-Ill
labeled packages to such carrier for transport (49 CFR 172.506 and 508).

c. Loading and Placarding Exclusive-Use Shipments

1. Verify that the licensee ensures that the package and vehicle
radiation/contamination levels are within the regulatory limits (49 CFR 173.441 and
443).

2. Verify that, except for uranium or thorium ores, the transport vehicle is placarded
by the licensee when delivering to a carrier any exclusive-use shipment for which
placarding is required [49 CFR Part 172, Subpart F, and 49 CFR 173.427(a)(6)(v)].

3. Verify that shipping paper documentation provided by the licensee to the carrier
contains satisfactory instructions for maintenance of exclusive-use shipment
controls [49 CFR 173.441(c) and (e) and 49 CFR 173.427(a)(6)(iv)].

4. Verify that for exclusive-use shipments of LSA materials, the licensee has provided
for the additional specific requirements [49 CFR 173.427(a), (b), or (c)].

d. HAZMAT Employee Training. Verify that persons involved in the packaging
preparation and transport have received proper and adequate training, and that this
training has been appropriately documented [ 49 CFR 172.700 - 704].

02.03 Receipt of Packages. Examine the licensee's procedures and records of incoming
shipments to verify compliance with the applicable requirements relating to pickup from a
carrier, receiving, and safe opening of packages (10 CFR 20.1906).

02.04 Records and Reports. Review licensee's records and procedures for
recordkeeping and reports to verify that a system is in place to:

a. DOT Specification 7A Type A Packaging. Maintain, on file, for at least one year after
shipment, the documentation of DOT Spec. 7A safety analysis/testing and/or special
form testing [49 CFR 173.415(a), 49 CFR 173.469, and 49 CFR 173.4761.

b. Special Form Documentation. Verify that for packages where the licensee relies on a
special form determination, to qualify the package as either a limited or Type A
quantity, the licensee maintains on file, for at least one year after any shipment, and
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provides, on request, the documentation demonstrating that the special form material
meets the applicable test requirements (49 CFR 173.469 and 173.476).

c. Incident Reporting. Immediately report to DOT, when transporting licensed material
as a private carrier, any incident that occurs in which, as a direct result of the
radioactive material, any person is killed, receives injuries requiring hospitalization;
property damage exceeds $50,000; or fire, breakage, spillage, or suspected
radioactive contamination occurs (49 CFR 171.15 and 49 CFR 171.16).

SUBSECTION B ADDITIONAL REQUIREMENTS

02.05 General License Requirements. Determine which general license(s) in 10 CFR
Part 71, Subpart C, the licensee uses to ship radioactive material packages (e.g., 10 CFR
71.17, 71.20, 71.21, etc.). Verify that:

a. The licensee has copies of the specific license, NRC Certificate of Compliance
(COC), DOT specification, or other approval of the package.

b. If shipping NRC-certified package(s), has registered with NRC as a user of
NRC-certified package(s).

c. Complies with 10 CFR Part 71, Subparts A, G, and H, as applicable.

d. Has a quality assurance (QA) program approval issued by the Commission, as
applicable.

e. Complies with other requirements specific to the general license(s) used.

02.06 Management Controls. Review the system of management controls for
transportation activities and verify that:

a. Transportation authorities and responsibilities are delineated among individuals
and/or organizational entities, and designated in writing.

b. Written management-approved instructions have been established to carry out the
various transportation activities, including authorized changes.

02.07 Indoctrination and Training Program. Verify implementation of the indoctrination
and training program for persons involved in the licensee's transport activities:

a. Discuss the program with the licensee's representative charged with the responsibility
for the training. Identify the major elements of the program: the basis used for
selection of personnel to be trained; the schedules and performance of training; and
methods used to ensure qualification of competence; and methods to keep people
informed of changes in procedures and requirements.

b. Examine records of training completion for all employees involved in transport
activities.

c. Discuss the training with one or two supervisors and one to five employees, selected
at random, to verify their participation in the training program. In addition to
discussions, inspectors may review licensee shipping records, and observe licensee
activities to check supervision and/or employee knowledge of licensee-related specific
procedural requirements.
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02.08 Quality Assurance Program. Review the licensee's documented quality assurance
(QA) program, to ensure that the licensee has fulfilled all commitments made in the
licensee's QA program application, including development of written QA procedures for
transporting radioactive material.

02.09 Audit Program. (10 CFR 71.137). Review the report of the most recent audit of
transport activities conducted by the licensee and, if possible, discuss the audit program
with one to five employees, selected at random, to check their degree of knowledge of the
program and to aid in ensuring that the licensee is conducting an adequate program.
Employee knowledge may also be evaluated by review of shipping records and directly
observing transportation activities. Verify whether:

c, a. The most recent audit was conducted in accordance with the licensee's published
procedures, and

b. Identified deficiencies (if any) were corrected, or are being corrected, before any
more shipments are made.

02.10 Procurement and Selection of Packagings. For packagings that are used by the
licensee to transport or to deliver licensed material to a carrier for transport, review the
procedures and records for the following:

a. Fabrication of Packagings. Verify, by physical examination and examination of
records, whether new packagings have been fabricated in accordance with the
approved design (i.e., NRC Certificate of Compliance (COC) or DOT specification).
For packagings supplied by, procured leased from a vendor or supplier, verify that
the licensee has obtained a written statement from such supplier, certifying that the
package has been fabricated in accordance with a NRC-approved quality
assurance program.

b. DOT Revalidation of Foreign-Approved Packagings. Verify that for
foreign-approved packagings used by the licensee, such designs have been
revalidated by DOT, and the licensee possesses a copy of the applicable foreign
certificate, DOT revalidations, and documentation referenced therein, which relate
to the use and/or maintenance of the packaging and actions to be taken before
shipment (49 CFR 173.473 and 10 CFR 71.21).

02.11 Preparation of Packages for Shipment

a. Package Marking. Verify that, for NRC-certificate packages or DOT-revalidation
packages of foreign origin, the outside of the package is durably and legibly
marked with the package identification marking indicated in the COC or the DOT
Competent Authority Certificate.

b. Advance Notification to Consignee. Verify that the licensee provides, for
notification to the consignee before shipment: the dates of shipment and expected
arrival, and any special loading/unloading or operating instructions whenever any
non-exempt fissile materials and/or packages containing "highway route controlled
quantities" are involved [49 CFR 173.22(c) and 10 CFR 71.89].

c. Advance Notification to States. Verify that the licensee provides advance
notification to the Governor of a State, or his designee, when required, as
described in 10 CFR 71.97.
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02.12 Periodic Maintenance of Packaqings. For reusable NRC-certified, DOT
specification, or DOT revalidated foreign-made packagings, examine the licensee's
procedures and records for shipments, to verify that, before reuse, all the initial and
periodic maintenance required by the certificate, specification, or revalidation has been
performed. If possible, observe such maintenance activities (49 CFR 173.474, 49 CFR
173.475, 10 CFR 71.85, and 10 CFR 71.87). For multi-user packages supplied by another
party, the licensee-user should obtain written certification that required periodic
maintenance and quality control measures have been conducted in accordance with a
NRC-approved quality assurance program.

02.13 Records, Reports, and Notifications. Review the licensee's records and procedures
for recordkeeping and reports to verify that a system is in place to:

a. Record of Shipment. Maintain on file for three years after any shipment, a record
of each shipment of licensed material (which is not exempt therefrom) and that
such records contain the required information [10 CFR 71.91(a)].

b. Quality Assurance Records - Components and Services. Maintain, for three years
after the life of any packaging, sufficient quality assurance records documenting
evidence of the quality of packaging components and those services that are of
safety significance, including the results of required preliminary determinations
before first use of any packaging [10 CFR 71.85 and 10 CFR 71.91(c)].

c. Quality Assurance Records - Other. Maintain, for three years after the last
shipment, sufficient quality assurance records that furnish documented evidence to
support the activities affecting quality assurance of transport packages (10 CFR
71.135).

d. Notification of Excess Contamination or Radiation Level. Immediately notify the
appropriate regional office and the delivery carrier for instances in which removable
radioactive surface contamination and/or external radiation levels on packages
received in a shipment exceed the applicable reporting limits [10 CFR 20.1906(d)].

e. Reduction in Package Effectiveness Report. Report to NRC Director, Spent Fuel
Project Office (SFPO), Office of Nuclear Material Safety and Safeguards (NMSS),
within 30 days, any instances in which there has been a significant reduction in the
effectiveness of any packaging during its use, providing additional details of any
defects of safety significance to the packaging, after first use, and the means
employed to repair such defects, to prevent their recurrence (10 CFR 71.95).

86740-03 INSPECTION GUIDANCE

03.01 General Guidance. In fulfilling the inspection requirements and objectives of this
procedure, the inspector should assess the adequacy of the various aspects of the
licensee's program in view of the licensee's total program. That is, he should consider for
the various transportation activities such factors as the volume, quantity, and types of
radioactive material involved, the inherent potential radiological hazards, the complexity of
the packaging required, the number of shipments made and received over a period of time,
the number of licensee employees involved in the activities, etc. In other words, a "graded
approach" should be used in assessing the adequacy of the licensee's program, with the
smaller programs requiring complete but less complex and extensive controls than larger
programs. In the same context, the extent and scope of the inspection coverage may be
adjusted accordingly. For example, inspection of the transportation program of a licensed
processor/supplier of medical isotopes would require much broader inspection coverage:
i.e., package procurement, preparation, delivery to carrier, radwaste shipments, etc., as
contrasted with the inspection of a radiography user, wherein the primary focus would be
on the transport of devices in private carriage. Correspondingly, the transport program of a
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typical nuclear utility would focus on the package preparation and delivery to carriers of
large volumes of radwaste materials and spent fuel shipments.

03.02 Specific Guidance

SUBSECTION A GUIDANCE FOR BASIC REQUIREMENTS

a. Inspection Requirement 02.01(c). Preparation of Packages for Shipment: Liquid
Packaqing Requirements. These requirements are very important in examining the
packaging configurations used by suppliers of medical and industrial isotopes.
Inspectors should verify that in the Type A testing of a given design, the licensee
has considered the requirements of 49 CFR 173.412(k) relative to use of absorbent
materials and/or a double containment system. For packagings exceeding 50 cc
liquid volume, either option is allowed, whereas for less than 50 cc the use of an
absorbent material is required. The configuration should be examined visually to
verify that the absorbent material is suitably positioned to contact the liquid in the
event of leakage. The package testing must also address the results of the
additional requirement of 49 CFR 173.466 for liquids, i.e., a 30-ft drop test. For
packages containing liquid greater than A 2 and destined for air shipments, the
licensee is required to perform a leakage assessment on each package before
shipment. Leakage testing methods are described in Regulatory Guide 7.4.

b. Inspection Requirement 02.01(d). Preparation of Packaqes for Shipment:
Package Marking. The specific requirements for marking of packages include:

1. DOT proper shipping name (49 CFR 172.101 and 49 CFR 172.301).

2. Identification number (e.g., UNXXXX or NAXXXX, 49 CFR 172.101 and 49 CFR
172.301).

3. Gross weight, if greater than 110 pounds, "Type A" or "Type B" as appropriate
and radiation symbol for Type B, Type B(U) or Type B(M) packages [49
CFR172.310(a), (b), and (c)].

4. For DOT 7A Type A packages, the words "USA DOT 7A Type A" and
"Radioactive Material" [49 CFR 178.350].

5. US NRC packaging approval number [49 CFR 173.471(b)].

6. For DOT specification packages within a nonspecification outer overpack, a
statement, such as, "Inside Package(s) Comply with Prescribed
Specification(s)" [49 CFR 173.25(a)].

7. "RADIOACTIVE -LSA," or "Radioactive-SCO" in the case of LSA or SCO
packages transported as exclusive-use [49 CFR 173.427(a)(6)(vi)].

8. Name and address of the consignee or consignor [49 CFR 172.301(d)].

9. "USA," in conjunction with the NRC-certificate or DOT-specification marking, if
the package is destined for export [49 CFR 172.310 (d)].

10. An appropriate arrow symbol to indicate upward positioning, where liquid
contents are involved in a combination package [49 CFR 172.312(a)].

11. "RQ" if reportable quantity of hazardous substance [172.324(b)].
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The physical requirements for legibility and location of package markings are found
in 49 CFR 172.304. Inspectors should not consider marking requirements as a
less important requirement, since they constitute a very important element of the
Hazardous Materials "Communications" requirements, along with labels, placards,
and shipping papers. Marking deficiencies quite often indicate that the licensee is
generally unaware of other regulatory requirements and are often accompanied by
more serious packaging deficiencies.

c. Inspection Requirement 02.01(e). Preparation of Packages for Shipment:
Radiation Monitoring. Licensees who package and offer for transportation large
numbers of small medical radiopharmaceuticals often use an "assembly-line"
process, in which the loaded package travels past a fixed, preset radiation
detector. Inspectors should carefully examine such systems, to ensure that they, in
fact, are effective in ensuring compliance with the regulatory limits for radiation
levels. Another question that frequently arises is the placement of a specification
package (e.g., such as a radiography projector within an outer box or other type of
enclosure during transportation). The question involves whether the radiation
levels at the surface of the outer box and at 1 meter from the outer box may be
used to establish the label requirements for the overall "package." Since DOT
regulations do not address this, it is therefore permissible to apply labels, to the
outer box, that reflect radiation levels around the outer box. The inner package,
which is the authorized package, must be labeled to reflect radiation levels from
that package, without the outer box.

Assuming that the inner package (the device) is labeled and marked as a
specification package, the outer enclosure would, however, need to be further
marked with a statement such as "Inside Packages Complies with Prescribed
Specification" (49 CFR 173.25), and labeled as required, based on the radiation
levels on the outer enclosure. (See also NRC IE Information Notice 81-02.)

In instances where the licensee consolidates more than one inner package into
outer overpacks, such as bags or cartons, certain rules for transport index (TI)
determination, label entries, and markings are provided in 49 CFR 173.448(g).

On an open, exclusive use vehicle, a package may not exceed the 200-mrem/ hr
surface limit (i.e., a 1000-mrem/hr package must be in a closed transport vehicle
[49 CFR 173.441 (b)(1)(i) and 177.842(g)]. Inspectors, as well as licensees, should
also be aware that the 1 000-mrem/hr package limit applies at the surface. Further
discussion on radiation limits and other requirements for exclusive-use shipments
is provided in NRC IE Information Notice 80-32 (August 29, 1980) and Rev. 1
thereto (February 12, 1982).

Preparation of Packages for Shipment: Contamination Monitoring. In 49 CFR
173.443, Table 11, the expressed limits applicable to a "wipe" sample are stated in
terms of the actual limit on the wipe, itself. A "factor of 10" higher limit is allowed
for packages shipped as exclysive use. Such packages are required to be at a
"factor of 1" (2200 d/m/1 00 cm beta/gamma) at the start of transportation, but may
rise to a "factor of 10" during transportation (22,000 d/m/1 00 cm2 beta/gamma).
Exclusive-use vehicles in which the "factor of 10" higher-contamination packages
are transported must be surveyed.

NOTE: For packages shipped in closed, exclusive-use vehicles dedicated only to
radioactive materials shipments and so marked, the "factor of 10" limits may apply
at the start of transport [49 CFR 173.443(d) and 177.843(b)]. This provision does
not exist in 10 CFR 71.87(i); however, inspectors should be aware that licensees
may still apply this provision even though it is not contained in 10 CFR Part 71.
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A question sometimes arises concerning the performance of contamination
surveys in those cases where a package, such as a cask, is provided with an
external heat barrier or screen to achieve compliance with the heat limits of 49
CFR 173.442(b). The question is whether the contamination limits, as measured
by wipe tests, may be taken at the'surface of the external barrier or at the surface
of the cask within the barrier screen. It is DEP's position that the contamination
limits must be applied at the package surface (including the surfaces between the
package and any removable impact limiter) even though the heat limit is applied at
the barrier surface. Monitoring of contamination levels at the outer barrier screen
might not disclose the existence of contamination from the package or on the
package. Monitoring of the surface contamination of the cask inside the barrier is
therefore a regulatory requirement, whereas monitoring of both the cask surface
and the outer barrier, would constitute a better health physics practice. (See NRC
IE Information Notice 83-10, March 11, 1983.)

d. Inspection Requirement 02.01(f). Preparation of Packages for Shipment: Package
Labeling. If possible, the inspector should examine one or more samples of
completed, labeled packages to verify the adequacy of this requirement. The
proper category of "RADIOACTIVE" label to be applied to each package is based
principally, but not solely, on the measured dose rates at the package surface and
at 1 meter (TI). Inspectors are also reminded that the TI assigned to the package
label may be assigned on the basis of either criticality safety index for fissile
materials or radiation, whichever number is higher. What this means is that in
inspecting and surveying a package with a recorded TI, the radiation level reading
at 1 meter from a fissile package may not be consistent with the recorded TI on
the label. This is not a violation if the TI had been assigned on the basis of the
criticality safety value and is a larger number than it would be based on the actual
radiation level at 1 meter. [See also 49 CFR 173.403 Transport Index definition].

Inspectors are also reminded that LSA or SCO packages in other-than-exclusive
use are required to be labeled, whereas for exclusive use, they only are required to
be marked "RADIOACTIVE-LSA", or "RADIOACTIVE-SCO," as appropriate.

NOTE: The package labeling requirements of 49 CFR Part 172, for purposes of
transport, should not be confused with the requirements for marking packaged
radwaste as Classes A, B, or C, for purposes of shallow land disposal, pursuant to
10 CFR Part 61. Further, the designators Classes A, B, or C waste bear no direct
basis to Types A or B packages, for transport purposes.

e. Inspection Requirement 02.02(a). Delivery of Completed Packages to Carriers:
Shipping Paper Documentation. Requirements for shipping paper descriptions
constitute a very important part of the hazardous materials regulatory "communica-
tions" requirements, the others being labels, marking, and vehicle placards.
Generally speaking, as is the case for marking, observation of shipping paper
deficiencies may be symptomatic of more serious deficiencies in packaging;
therefore, inspectors should be familiar with the detailed shipping paper require-
ments. Generally speaking, a shipping paper may be any type of transportation
document, i.e., bill of lading, shipping invoice, radioactive waste shipment record,
etc. However, it must contain the following elements of applicable information [49
CFR 172.201,172.202, and 172.203 (d)]:

1. The applicable DOT proper shipping name and hazard class, "Radioactive
Material," 49 CFR 172.101 (unless the words "Radioactive Material" are already
contained in the name). Letters RQ or X in column captioned "HM" [49 CFR
172.203(c)(2)].

2. The applicable identification number (UNXXXX or NAXXXX) from 49 CFR
172.101.
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3. The name of each radionuclide. Abbreviations, as taken from 49 CFR 173.435,
are authorized.

4. A description of the physical and chemical form of the material. (For special

form sources, this description is "SPECIAL FORM.")

5. The activity contained in each package, measured in SI units.

6. The category of label applied to each package ("RADIOACTIVE WHITE-I,"
"RADIOACTIVE YELLOW-Il," or "RADIOACTIVE YELLOW-Ill").

7. The TI (dose rate at 1 meter) assigned to each package bearing
"RADIOACTIVE YELLOW-Il" or "RADIOACTIVE YELLOW-Ill" labels.

8. For shipments tendered to a common carrier, the appropriate signed shipper's
certification; and for shipments by aircraft, the additional statement as to
acceptability for either passenger-carrying or cargo-only aircraft. For shipments
by passenger-carrying aircraft, the additional statement of intended use in
research or medical diagnosis or treatment must also be included [49 CFR
172.204(a); 49 CFR 172.204(c)(3), 49 CFR 172.204(c)(4), 49 CFR 172.204(d)].

9. The words "Highway Route Controlled Quantity" for any shipments containing
such quantity [49 CFR 172.203(d)(10)].

10. Any other descriptive information may be included after the basic description,
provided it is not inconsistent therewith [49 CFR 172.201 (a)(4)].

In shipments where both nonhazardous and radioactive materials are described
on the same shipping paper, the radioactive materials must appear as the first
entry, or be designated by an "X" in columnar fashion, or be highlighted in a
contrasting or other distinguishing fashion from the nonhazardous materials.

NOTE: 10 CFR 20, Appendix G, requires that each shipment of radioactive
waste to a land disposal facility be accompanied by a manifest that describes
the shipment contents. The waste shipment receiver (e.g., the disposal facility
operator) also requires specific additional information. In addition to shipper
identification requirements and a certification, the manifests required by 10 CFR
20, Appendix G, must include the following information as a minimum:

(a) The waste class, pursuant to 10 CFR Part 61;

(b) A radiological description; and

(c) A physical and chemical description.

11. Emergency response information that can be used in the mitigation of an
incident involving hazardous material. The information includes immediate
precautions to be taken in case of an accident or incident (49 CFR 172.602).
The information may be on a separate document, but must be maintained in the
same manner as the shipping papers.

12. Emergency response telephone number. The number must be monitored at all
times that the hazardous material is in transportation, including storage
incidental to transportation (49 CFR 172.604).

f. Inspection Requirement 02.02(b). Delivery of Completed Packages to Carriers:
Loading and Placardinq of Non-Exclusive-Use Shipments. The licensee/shipper's
responsibilities in these cases mainly relate to furnishing the required placards
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(based on the presence of any "RADIOACTIVE YELLOW-IIl"-Iabeled packages) to
a highway carrier or applying the placards to a rail vehicle. The basic responsibility
for blocking and bracing packages within the vehicle rests with the carrier, as well
as storage distance controls based on the TIs. The shipper does, however, have a
responsibility not to offer, to a carrier, for placement in a single non-exclusive-use
vehicle, packages bearing a total TI value of more than 50 [49 CFR 177.842(a)].

g. Inspection Requirement 02.03. Receipt of Packages. Regulatory Guide 7.3
provides additional guidance on these requirements found in 10 CFR 20.1906,
which includes provisions for the following:

1. Arrangements for package receipt or expeditious pickup [10 CFR
20.1906(a)].

2. Monitoring external surfaces and radiation levels for certain packages [10
CFR 20.1906(b), (c) and (f)].

3. Notification of carrier and NRC when package limits or levels are exceeded
[10 CFR 20.1906(d)].

4. Requirements for package-opening procedures [10 CFR 20.1906(e)].

h. Inspection Requirement 02.04(a). Procurement and Selection of Packaqincqs:
DOT Specification 7A. DOT regulations require that each shipper of a
Specification 7A package maintain, on file, a written documentation of the tests
and engineering evaluation or comparative data showing that the packaging
complies with the specification. If the shipper of a Specification 7A package is not
the original designer or user of that package, it is necessary for that shipper to
obtain the package evaluation report data from the original supplier/user or to
perform the tests himself and document the results.

Further, if a shipper makes any changes to the packaging or its maximum
authorized contents, from the description on the original test report furnished by
another person, it will be necessary to perform and document a supplemental
evaluation, addressing such changes and demonstrating that the package will
continue to meet the appropriate performance requirements. In any case, the
"bottom line" of the Specification 7A documentation is that the results of how the
package meets the applicable environmental and test conditions must be
addressed. In this regard, inspectors may find some shippers furnishing and
relying on test results and data extracted from several technical reports by the
former agency, Energy Research and Development Administration (ERDA),
entitled, "Certification of ERDA Contractors Packaging with Respect to DOT
Specification 7A Performance Requirements," Report MLM-2228, June 12,1975,
with one Supplement, (April 15, 1976) and MLM-2324 (October 8, 1976). A
question may then arise about the sufficiency of the test data from these reports in
any given case. Judgment will then have to be exercised in assessing whether the
licensee's specific package falls within the parameters of the tests as reported, with
respect to such aspects as maximum package weight tested, type of closure,
tested content versus actual content, and content limitations. The licensee's
documentation should include an evaluation concluding how the package meets
the Spec. 7A test requirements based on the recorded data, or any other
independent package tests that have been performed. In any case, inspectors
should reject any rationale used by the licensee that the marking alone of "DOT
Spec. 7A" on the outside of the package is sufficient fulfillment of this requirement.

i. Inspection Requirement 02.04(b). Procurement and Selection of Packaqin-gs:
Special Form Requirements. Radioactive sealed sources classified as "special
form" material must meet the physical integrity requirements, as defined in 49 CFR
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173.469 and 49 CFR 173.476. These requirements call for each shipper of a
special form source to maintain, on file, a supporting safety analysis or documenta-
tion containing the results of the testing performed on the source, to demonstrate
that it meets the special form requirements. This does not mean that each shipper
has to actually perform the tests, only that he must obtain and retain the
documentation of these tests. As a practical matter, each licensee should
establish a file of such data for each source design in his inventory. It may be
necessary, therefore, for the licensee to procure the required information from the
source manufacturer.

In many instances, qualification of the material as special form will have no direct
bearing on the type of packaging required, relative to content limit -- for example,
where A1 = A2 (as in the cases of Co-60, Mn-54, and P-32), Type A packaging for
A1 or A 2 quantities is required, regardless of "form." In such cases, when the
material has been encapsulated as a sealed source, but is not described on the
shipping paper documents as "special form," the documentation of special form
testing is not required [49 CFR 173.476(d)]. If the material however, is described
as special form, the backup documentation is required.

SUBSECTION B GUIDANCE FOR ADDITIONAL REQUIREMENTS

j. Inspection Requirement 02.06. Management Controls. The inspection effort
should be directed at certifying that written procedures have been established in a
manner approved by management. The procedures should be readily available to
all those having responsibility for any phase of the licensee's transportation activity.
The inspector should confirm that the procedures include provisions for all of the
applicable transport activities addressed in the Inspection Requirements Section 2
of this procedure.

In reviewing the adequacy of the licensee's program for management controls and
associated written documentation thereof, inspectors are reminded to concurrently
review, as a cross-check, the licensee's written, approved QA program, which
incorporates the elements of 10 CFR Part 71, Subpart H.

In reviewing the program, it will be necessary to review the licensee's procedures
that satisfy commitments made in the QA program application.

k. Inspection Requirement 02.08. QA Program. Further guidance on acceptable QA
programs for transport packages is provided in NRC Regulatory Guide 7.10. A key
factor in verifying this inspection requirement is to ascertain whether the actual QA
program reasonably corresponds to that which has been described to, and
approved. Questions frequently arise regarding fulfillment of QA requirements in
those cases where there are multiple users, as in the case of casks leased from a
supplier. The DEP position on this, as stated in NRC IE Information Notice 83-10,
March 11, 1983, is restated below, as follows:

1. Each registered licensee-user should obtain a current certificate from the
package owner attesting that the packaging was designed, procured,
fabricated, assembled, tested, and is maintained in accordance with an
approved QA program.

2. Each registered licensee-user should provide the owner with a copy of all QA
records on maintenance, repair, or modifications to the package, which are
conducted under the licensee-user's QA program.

3. Each licensee-user should maintain its own QA program and related records
concerning its use/operation and maintenance of the package. The
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licensee-user is also encouraged to obtain from the package owner copies of
those quality-related documents that may be useful and relevant to the
licensee-user's own QA program. (Note: This is not to imply necessarily that
the package owner would be expected to provide each user, nor is each user
expected to maintain, all of the quality-related documents associated with all
of the criteria of 10 CFR Part 71, Subpart H.)

Recognizing the inherent difficulties in maintaining QA records in cases of
multi-user packages, it is important to bear in mind that the individual
licensee-user is responsible for maintaining as complete a file as possible of
the QA records pertaining to package use, and further, to establish mecha-
nisms for exchange of pertinent QA records with the package owner. It
remains the responsibility of each licensee-user that his transportation
activities meet the requirements of 10 CFR Part 71. As stated above,
however, in fulfilling this responsibility, the licensee-user has the prerogative
to accept written certifications from package owners and suppliers that
certain QA activities, not under the licensee-user's immediate control, were
conducted in accordance with an approved QA program.

Inspection Reguirement 02.10(a)-(b). Procurement and Selection of Packagings:
General Guidance. For Type B, fissile, and certain Type A package designs
certified by NRC, a necessary reference is NUREG-0383, "Directory of Certificates
of Compliance for Radioactive Materials Packages," which is issued and updated
annually by NMSS. DOT Specification Packaging designs are published and listed
in 49 CFR Part 178. Authorizations for DOT specifications packagings are found in
49 CFR 173.415, 49 CFR 173.416, and 49 CFR 173.417.

Inspectors should note that some of the regulatory requirements for packaging and
transporting packages of LSA or SCO have changed. NUREG-1608, "Categorizing
and Transporting Low Specific Activity Materials and Surface Contaminated
Objects," provides further guidance on this subject.

m. Inspection Requirement 02.11(a). Preparation of Packages for Shipment:
Preliminary and Routine Determinations and Package Marking. Inspection of the
required preliminary and routine determinations will have some overlap with the
inspection of the licensee's QA activities on transport packages. In reviewing the
licensee's preliminary and routine determinations, the following additional guidance
is offered.

1. In determining whether a package has any significant damage, the package
should be considered to have significant damage if such damage would be
likely to preclude the package from meeting the applicable requirements of 10
CFR Part 71 and/or its approved design.

2. In reviewing the adequacy of package closures, closures that involve
attempts at sealing with gaskets having visible or obvious imperfections, field
splices that are not part of an approved design, caulking, and rusty or dirty
sealing surfaces would not be considered to be free from defects.

3. The loading and closing of packages in accordance with written procedures
should include a determination that the packaging is authorized for the
specific intended contents, and that any lid/closure to the main body is
properly aligned, with its bolts properly torqued to the specified values in the
prescribed pattern.

4. A record should be established by the licensee for each reusable packaging.
Because many packagings are procured in lots and without serial numbers,
the record may exist for a large quantity of packagings specified, as in a
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purchase order. Special emphasis should be placed on records that show
that components important to safety have been inspected for conformance to
NRC-approved design. Depending on the type of package, this may include
structural, thermal, shielding, containment, closure, and criticality control
systems. The records may include visual observations and physical test
results.

5. For NRC-certified packaging, the inspector should give special attention to
any applicable terms and conditions of the certificate relating to preliminary
and routine determinations and routine maintenance.

6. Package-marking requirements include "TYPE " or "TYPE B" as appropriate,
and NRC certificate number.

n. Inspection Requirement 02.11(b). Delivery of Completed Packages to Carriers:
Loading and Placarding of Exclusive-Use Shipments. The requirements herein will
relate very frequently to shipments of low-level radwaste to licensed burial sites,
quite frequently as LSA materials. Many of the questions that arise concerning
these shipments are addressed in NRC IE Information Notice 80-32 (August 29,
1980) and Rev. 1 (February 12, 1982).

o. Inspection Requirement 02.11. Delivery of Completed Packages to Carriers:
Advance Notice to States. A list of the names and mailing addresses of the
Governor's designees who are to receive such advance notification of
transportation of nuclear waste is published annually in the Federal Register
(around June 30). The reporting quantities forthe report required by NRC pursuant
to 10 CFR 71.97 are currently the same as the quantities designated by DOT as
"Highway Route Controlled Quantities."

86740-04 RESOURCE ESTIMATE

Transportation safety inspection resource requirements vary greatly depending on facility
size and shipping activity. On-site inspection hours can range from less than 1 hour at
material licensee facilities with limited shipping activity, to more than 8 hours at reactor or
other large facilities with significant shipments.

86740-05 REFERENCES

05.01 Regulations

a. 49 CFR Parts 100-178, "Hazardous Materials Regulations," of the US Department
of Transportation, revised annually, as of October 1.

b. 10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

c. US Postal Service Publication No. 6, Dec. 1975 "Radioactive Material," as
amended by US Postal Bulletin, June 30, 1982, pp. 2-5.

d. International Atomic Energy Agency, "Regulations for the Safe Transport of
Radioactive Material," Safety Series No. 6, 1985(As Amended 1990). IAEA,
Vienna, Austria.

05.02 NRC Information Notices

a. 79-21 "Transportation and Commercial Burial of Radioactive Waste," Sept. 7,
1979.
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b. 80-24 "Low-Level Waste Burial Criteria," May 30, 1980.

c. 80-25 "Transportation of Pyrophoric Uranium," May 30, 1980.

d. 80-32 "Clarification of Certain Requirements for Exclusive-Use Shipments of
Radioactive Materials," Aug. 29, 1980.

e. 80-32 Rev. 1, Feb. 12,1982.

f. 81-02 "Transportation of Radiography Devices," Jan. 1981.

g. 81-32 "Transfer and/or Disposal of Spent Generators," Oct. 23, 1981.

h. 82-24 "Water Leaking From UF6 Overpacks," July 20, 1982.

i. 82-47 "Transportation of Type A quantities of Non-Fissile Radioactive Material,"
Nov. 30,1982.

j. 83-10 "Clarification of Several Aspects Relating to Use of NRC-Certified
Transport Packages," Mar. 11, 1983.

k. 84-14 "Highlights of Recent Transport Regulatory Revisions by DOT and NRC,"
March 8, 1984.

I. 84-50 "Clarification of Scope of Quality Assurance Programs for Transport
Packages Pursuant to 10 CFR 50, Appendix B."

m. 84-72 "Clarification of Conditions for Water Shipments Subject to Hydrogen Gas
Generation."

n. 85-46 "Clarification of Several Aspects of Removable Radioactive Surface
Contamination Limits for Transport Packages."

o. 86-18 "NRC On-Scene Response during a Major Emergency."

p. 86-67 "Portable Moisture/Density Gauges: Recent Incidents and Common
Violations of Requirements for Use, Transportation, and Storage."

q. 86-86 "Clarification of Requirements for Fabrication and Export of Certain
Previously Approved Type B Packages."

r. 87-2 "Cracks in Stiffening Rings on 48-inch Diameter UF6 Cylinders."

s. 87-31 "Blocking, Bracing, and Securing of Radioactive Materials Packages in
Transportation."

t. 87-37 "Compliance with the General License Provisions of 10 CFR Part 31."

u. 87-47 "Transportation of Radiography Devices."

v. 87-55 "Portable Moisture/Density Gauges: Recent Incidents of Portable Gauges
Being Stolen or Lost."

w. 88-06 "(Bulletin) Actions to be Taken for the Transportation of Model No. SPEC
2-T Radiographic Exposure Device."
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x. 88-16 "Identifying Waste Generators in Shipments of Low-Level Waste to Land
Disposal Facilities."

y. 88-18 "Malfunction of Lockbox on Radiography Device."

z. 88-33 "Recent Problems Involving the Model SPEC- 2T Radiographic Exposure
Device."

aa. 88-62 "Recent Findings Concerning Implementation of Quality Assurance
Programs by Suppliers of Transport Packages."

bb. 88-66 "Industrial Radiography Inspection and Enforcement."

cc. 88-101 "Shipment of Contaminated Equipment Between Nuclear Power Stations."

dd. 89-24 "Nuclear Criticality Safety."

ee. 89-74 "Clarification of Transportation Requirements Applicable to Return of
Spent Radiopharmacy Dosages from Users to Suppliers."

ff. 90-24 "Transportation of Model SPEC 2-T Radiographic Exposure Device."

gg. 90-27 "Clarification of the Recent Revisions to the Regulatory Requirements for
Packaging of Uranium Hexafluoride (UF6) for Transportation."

hh. 90-35 "Transportation of Type A Quantities of Non-Fissile Radioactive Materials."

ii. 90-50 "Minimization of Methane Gas in Plant Systems and Radwaste Shipping
Containers."

Jj. 90-66 "Incomplete Draining and Drying of Shipping Casks."

kk. 90-82 "Requirements for Use of NRC-Approved Transport Packages for
Shipment of Type A Quantities of Radioactive Material."

I1. 91-39 "Compliance with 10 CFR Part 21, "Reporting of Defects and Noncompli-
ance."

05.03 NRC Requlatory Guides

a. 7.1 "Administrative Guide for Packaging and Transporting Radioactive Material,"
06/74.

b. 7.2 "Packaging and Transportation of Radioactively Contaminated Biological
Material," 06/74.

c. 7.3 "Procedures for Picking Up and Receiving Packages of Radioactive Materials
(For Comment)," 06/75.

d. 7.4 "Leakage Tests on Packages for Shipment of Radioactive Materials (For
Comment)," 06/75.

e. 7.5 "Administrative Guide for Obtaining Exemptions From Certain NRC
Requirements Over Radioactive Material Shipments," 06/75 or 05/77.

f. 7.6 "Design Criteria for the Structural Analysis of Shipping Cask Containment
Vessels," 02/77 or 03/78.
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g. 7.7 "Administrative Guide for Verifying Compliance With Packaging
Requirements for Shipments of Radioactive Materials (For Comment)," 08/77.

h. 7.8 "Load Combinations for the Structural Analysis of Shipping Casks (For
Comment)," 05/77.

i. 7.9 "Standard Format and Content of Part 71 Applications for Approval of
Packaging of Type B, Large Quantity, and Fissile Radioactive Material," 03/79
or 01/80.

j. 7.10 "Establishing Quality Assurance Programs for Packagings Used in the
Transport of Radioactive Material," 01/83.

k. 7.11 "Fracture Toughness Criteria of Base Material for Ferritic Steel Shipping Cask
Containment Vessels with a Maximum Wall Thickness of 4 Inches (0.1 m)."

1. 7.12 "Fracture Toughness Criteria of Base Material for Ferritic Steel Shipping Cask
Containment Vessels with a Wall Thickness Greater than 4 Inches (0.1 m)
But Not Exceeding 12 Inches (0.3 m)."

05.04 Other Publications

a. U.S. Department of Transportation, " 2000 Emergency Response Guidebook,"

b. U.S. Department of Transportation, "Radioactive Material Regulations Review,"
RAMREG 001-98.

c. NUREG-1 608, "Categorizing and Transporting Low Specific Activity Materials and
Surface Contaminated Objects."

d. NUREG-1660, "U.S. Specific Schedules of Requirements for Transport of
Specified Types of Radioactive Materials Consigments."

e. Generic Letter 96-07, "Interim Guidance on Transportation of Steam Generators."

END
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DEP INSPECTION MANUAL
INSPECTION PROCEDURE 87102

MAINTAINING EFFLUENTS FROM MATERIALS FACILITIES AS
LOW AS IS REASONABLY ACHIEVABLE (ALARA)

PROGRAM APPLICABILITY: 2800

87102-01 OBJECTIVES

01.01 This procedure is to be implemented at any facility for which
accurate and current effluent information is not available, and at all facilities
whose effluents are known to exceed 20 percent of 10 CFR Part 20, Appendix B,
Table 2 values. Licensees are exempt from this requirement if they do not use
unsealed sources, or if they do not possess sufficient amounts of unsealed
radioactive materials to cause effluents to exceed the aforementioned 20 percent
criterion. Implementation of this procedure, where applicable, is to be at the
frequency used for routine inspections at the facility. The objective of the
procedure is to determine whether the licensee effectively maintains effluents
within applicable limits, constraints, and As Low As Is Reasonably Achievable
(ALARA), as is required by 10 CFR 20.1101(b), and the constraint on air
emissions, as established under 10 CFR 20.1101(d). Effluents include both air
and water effluents, but do not include releases to public sewers. Sanitary
sewers do not include sewage treatment facilities, septic tanks, and leach fields
owned or operated by the licensee (see definition in 10 CFR 20.1003).

87102-02 INSPECTION REQUIREMENTS

02.01 Management Commitment. Review management's written policy
statements on ALARA, and the authority of managers and line personnel to
implement this policy. Review the methods used by management to supervise
implementation of the program. Determine if management and technical
personnel are informed of industry developments in the area of ALARA.

02.02 Audits and Appraisals. Review the results of audits and appraisals
of the ALARA program since the last inspection. Determine if effluent ALARA
was explicitly considered during these audits and appraisals. Review the
adequacy of the licensee's responses to findings.

02.03 Procedures, Engineering Controls, and Process Controls.
Determine the quality of the relevant procedures and the degree to which ALARA
techniques are incorporated into them. Determine the extent to which process
and engineering controls are used to minimize effluents.

02.04 Instrumentation. Determine whether effluent monitoring systems
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and the associated analytical equipment are adequate to detect and quantify
effluents with sufficient sensitivity, and whether they are maintained, calibrated,
and operated in accordance with manufacturers' recommendations and good
practices.

02.05 Surveys and Effluent Monitoring. Determine if all significant release
pathways are monitored, all unmonitored pathways have been characterized,
and all surveillance procedures for effluents are being implemented.

02.06 Worker Training. Determine if the ALARA concept, including its
application to effluents, is included in worker training and periodic retraining.
Determine if the workers understand their roles and responsibilities in the ALARA
program.

02.07 Changes. Review changes in equipment, processes, personnel,
and procedures that may have had an effect on effluents, and determine the
licensee's understanding of the impact of these changes on effluent ALARA.

87102-03 INSPECTION GUIDANCE

General Guidance

The U.S. Nuclear Regulatory Commission (NRC) Referral Form to the U.S.
Environmental Protection Agency (EPA) is provided in the Appendix of this
procedure. The form is intended to inform the EPA through the NRC of the
inspection and to provide the EPA and the U.S. Nuclear Regulatory Commission
(NRC) with data on the magnitude of air emissions from the licensee's facilities.
Fill out the form at the end of the inspection and ensure that all the data required
in the form are entered. The form is mostly self-explanatory, but the following are
some items to note when entering the information. The "Contact" entry in the top
box of the form refers to a licensee representative who would be able to answer
questions related to the licensee emission information if the NRC or EPA were to
contact the licensee for additional information or clarification. In the second box,
document the licensee's ALARA goal, as defined in its radiation protection
program (typically as a percentage of the Appendix B values in Part 20). If the
licensee has an ALARA goal greater than 20 percent of Appendix B, determine if
the NRC has approved this goal. Finally, check to determine whether the
licensee's air emissions met or exceeded its ALARA goal, and also the ALARA
constraint as established under 10 CFR 220.1101 (d). If, for any reason, the
licensee is unable to provide the dose to the nearest member of the public, then
indicate this in the space provided for insufficient information. Inability to provide
the dose may indicate a weakness in the licensee's program because this value
is needed to allow evaluation of the extent to which the licensee met their ALARA
goal for effluents.

Provide a copy of the completed form to the NRC Region 1.
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EPA Referral in Enforcement Cases. If the inspection findings lead to
enforcement action for violations of air emission regulations (e.g., NRC Severity
Level I-IV), such as those in 10 CFR 20.1301 - 20.1302, a copy of the inspection
report will be provided to the appropriate DEP Bureau of Air Quality regional
program staff. A copy of the report will also be sent to the NRC OSTP regional
State/Government Liaison officer for possible referral to the EPA.

Specific Guidance

03.01 Management Commitment

a. Determine whether the licensee has incorporated the ALARA
philosophy in its radiation protection program supported by a policy
statement issued by a level of management sufficient to ensure that
the program is properly carried out. The policy statement should make
clear that all personnel are responsible for ensuring that the work they
supervise or perform is in accordance with ALARA procedures and
practices.

b. Review the licensee's ALARA goals, and determine if they are
sufficiently challenging yet realistic. Past experience from NRC or
DEP licensing and inspection activities, effluent information reported to
the DEP or NRC staff, and data provided by the EPA from field studies,
all indicate that release goals of less than 20 percent of Appendix B
values can be achieved by almost all material facility licensees.
Determine if the licensee understands and implements these goals. A
licensee that does not achieve these goals should provide reasons for
not doing so. Ensure that the reasons provided justify deviation from
regulatory guidance. Determine if the licensee has calculated annual
doses resulting from air effluents and if the doses are: (i) within the
ALARA constraint as required by 10 CFR 20.1101(d); (ii) within the
licensee's ALARA goals (as described in its radiation protection
program); or (iii) uncertain because there is insufficient information or
basis for determination. Review the licensee's history in meeting
ALARA goals, and its corrective actions when the goals were not met.

c. Determine if investigation levels for releases are established and used,
and the rationale for selecting these levels. The levels chosen to
initiate corrective actions are usually those that represent normal and
expected releases. Review the investigations initiated when such
levels are exceeded, and also review the corrective actions taken.

03.02 Audits and Appraisals

a. Review reports of audits conducted since the last inspection. Assess
the quality of the reports and the depth of the audits. Determine
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whether the auditors who performed these audits were qualified for the
task.

b. Determine whether the licensee's radiation safety committee (RSC), or
radiation safety officer (RSO), if no RSC exists, has conducted periodic
or at least annual ALARA effluent reviews as part of the required
overall examination of the radiation protection program. If a consultant
performs the reviews, determine whether the reviews are examined
and approved by the RSC/RSO. The purpose of the ALARA review is
to compare operating experience against ALARA goals, and to adjust
these goals or operating procedures or equipment, if necessary, to
improve performance. Determine if the results of these reviews are
sent to senior management with recommendations for changes, and
review the responses to these reviews and recommendations.
Determine whether the ALARA effluent reviews are considered within
the context of the overall site ALARA program and the radiation
protection program.

03.03 Procedures, Engineering Controls, and Process Controls

a. Identify the methods used by the licensee to control and minimize
effluents to the environment and whether additional or alternative
options were considered. Common control practices for effluents
include filtration, encapsulation, adsorption, containment, and the
storage of materials for decay. Practices for large, diffuse sources such
as contaminated soils or surfaces include covers, wetting during
operations, and the application of stabilizers. Verify that, when
practicable, unmonitored releases do not exceed 30 percent of the
total estimated effluent releases, as suggested in Regulatory Guide
8.37. Verify that, whenever effluent levels were high compared with
the desired goals, the licensee considered additional ALARA measures
such as recycling process fluids, leakage reduction, and modifications
to facilities, operations, and procedures. Verify that the licensee
considered collective exposures (i.e., both occupational and general
public exposures) and not just effluent levels, when selecting effluent-
reduction techniques.

b. If the licensee rejected a control practice as unreasonable, review the
licensee's analysis of the practice. Quantitative or qualitative analyses
may be used to justify such practices. For quantitative cost/benefit
analyses, $2,000 per person-cSv (person-rem) may be used as a guide
to determine whether a change is reasonable. A qualitative analysis is
used in situations where assigning monetary values to the various
factors involved in the analysis would be very difficult or not meaningful.

03.04 Instrumentation
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a. If continuous effluent monitors are used, ensure that the licensee
performs calibrations at least annually, or more frequently, if bound by
license condition, or if the manufacturer suggests more frequent
calibration. Calibrations should be performed according to
manufacturer suggested protocols or other written procedures that
implement accepted industry good practices. If flow meters are used,
ensure that they are calibrated at least annually or according to the
manufacturer's recommendations. Ensure that counting efficiencies are
appropriate for the samples being counted, and, that corrections are
applied for the various factors that may distort the results, such as
absorption of alpha and beta radiations, filter efficiency, sampling
errors, and any other factors that may affect the accuracy of sampling
and measurement. Review the licensee's techniques to quantify the
releases and verify some of the calculations.

b. Ensure that samples are collected using proper media. Liquid samples
should be transferred to a container for counting with the same
geometry as the calibration standard. Air samples should be collected
using methods appropriate for the type of activity being sampled. If, for
any reason, a collection medium's efficiency falls below about 95
percent for the material to be collected, a correction factor should be
applied. Charcoal cartridge collection efficiency tables/graphs (i.e.,
sample flow rate versus collection efficiency) should be available on
site. In the case of charcoal cartridges, if the collection efficiency
drops below 85 percent, the counting geometry of the cartridge (face-
loaded or homogeneous) should be investigated.

c. Ensure that laboratory equipment has been properly calibrated and
that the sources and standards used in these calibrations are
appropriate for the types of radiations and geometries used at the site.
Calibrations should be conducted at least annually, or more frequently
if required by a license condition. Calibrations should also be
performed after repairs or modifications. Review the licensee's
laboratory quality assurance/quality control program.

d. Ensure that laboratory equipment has sufficient sensitivity for the
radionuclides being measured. Check that the counting efficiencies,
background counts, sample volumes, sample count times, etc. for each
measurement protocol permit achievement of the desired or required
lower limit of detection (LLD). If LLD values are not clearly specified in
the licensee's procedures or clearly displayed in the laboratory,
investigate the reasons and verify that the licensee's methods are
capable of attaining these limits. Verify that the measurement
procedures provide methods to check attainment of the LLDs. Verify
that LLD values are routinely checked and recorded. Determine
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whether the licensee participates in outside programs to periodically
verify the accuracy of its methods. These programs usually consist of
measuring unknown samples sent to the licensee by an accredited
organization, such as the National Institute of Standards and
Technology. Review the results of participation in such programs, and
enquire as to the reasons for nonparticipation, if that is the case.

03.05 Surveys and Effluent Monitoring

a. Review effluent release reports for obvious mistakes, anomalous
measurements, omissions, and trends. Identify any occasions where
the licensee exceeded internal investigation levels. Determine if the
licensee identified these events, and review the corrective actions.

b. Ensure that the licensee has identified the significant sources of
radioactive materials that contribute to effluent releases, and also has
identified the pathways from these sources to the points of release.

Also ensure that significant release pathways are appropriately
monitored.

c. Determine whether the licensee's sampling procedures are adequate.
Ensure that all samples taken are representative. Stack and vent
samples should be taken isokinetically, if necessary. Non-isokinetic
sampling will not introduce significant sampling errors if the effluents
contain particulates smaller than 5 pm aerodynamic diameter or noble
gases. In the case of batch liquid releases, holdup tanks should be
thoroughly mixed before samples are taken. Identify dilution volumes
to be used. Ensure that the licensee knows or has measured the
efficiencies of filters or absorbers through which effluents are passed.
Note effluent release frequencies, and check whether the licensee has
considered possible leakage pathways.

d. For liquid releases, note that releases to a public sanitary sewer
system, in accordance with Part 20 requirements, are not considered
liquid effluents.

e. Verify that the licensee has considered all reasonably expected
release pathways and identified any potential unmonitored release
pathways. Potential pathways include doors on exterior walls, open
windows, exhaust vents, and unfinished corrugated metal construction.
Inquire as to any releases to storm sewers or runoff from contaminated
soil.

03.06 Worker Training. Verify that ALARA is included in the annual
employee radiation protection training. Verify that employees have a thorough
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understanding of the ALARA program's principles and goals. Determine if they
understand the role of engineering controls, and their role in the ALARA effort.
Do this by conducting interviews with selected employees. Review training
lesson plans and some examination questions and answers.

03.07 Changes. Tour the facilities and discuss changes in equipment and
procedures with cognizant management. Determine whether changes have
been made that will affect the types of effluents produced, effluent monitoring,
sample collection, or laboratory analyses. Verify that the licensee understands
the effects of these changes on effluents and the ALARA program.

87102-04 Resource estimate

For planning purposes, the direct inspection effort to complete this inspection
procedure for the first time at a licensee's facility is estimated to average from 2
hours for small licensees to up to 6 hours for larger licensees, such as holders of
broad scope licenses. Subsequent implementation of the procedure at the same
facility is expected to require less direct inspection effort than the above
averages.

87102-05 REFERENCES
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U.S. Nuclear Regulatory Commission Regulatory Guide 3.51,"Calculational
Models for Estimating Radiation Doses to Man from Uranium Milling Operations."

U.S. Nuclear Regulatory Commission Regulatory Guide 8.25, "Air Sampling in
the Workplace."

U.S. Nuclear Regulatory Commission Regulatory Guide 8.37, "ALARA Levels for
Effluents From Materials Facilities."

U.S. Environmental Protection Agency, "Background Information Document:
Procedures Approved for Demonstrating Compliance with 40 CFR Part 61,
Subpart I," EPA 520/1-89-001, Office of Radiation Protection Programs,
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89-002, Office of Radiation Protection Programs, Washington DC, October 1989.

U.S. Environmental Protection Agency, "User's Guide for COMPLY,"EPA 520/1-
89-003, Office of Radiation Protection Programs, Washington DC, October 1989.

International Commission on Radiological Protection, "Limits for Intakes of
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APPENDIX

U.S. NUCLEAR REGULATORY COMMISSSION REFERRAL FORM TO THE
U.S. ENVIRONMENTAL PROTECTION AGENCY

END
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INSPECTION REFERRAL FORM

To: State Programs Liaison Officer, U.S. Nuclear Regulatory Commission
Region 1

From: PA Bureau of Radiation Protection, _ Regional Office

Inspector: Phone: (_)

Inspection Dates:

License No(s):

Licensee:

Contact: Phone: (_ )

Address:

Licensee's ALARA goal if greater than 20 percent of Appendix B, 1 0CFR Part20:

__ % Appendix B, Part 20 [ mSv ( mrem)]

If more than 20 percent Appendix B, has the U.S. Nuclear Regulatory
Commission approved this goal? (Yes)____ (No)_

Classification of Effective Dose Equivalent:

Above licensee's ALARA goal? __ (Yes) __ (No)

Above 10 CFR 20.1101(d) ALARA constraint requirement? __ (Yes) __ (No
[0.1 mSv/yr (10 mrem/yr)]

Insufficient information to estimate dose? __ (Yes) __ (No)

)

END
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ENCLOSURE 25



DEP INSPECTION MANUAL
INSPECTION PROCEDURE 87103

INSPECTION OF MATERIAL LICENSEES
INVOLVED IN AN INCIDENT OR BANKRUPTCY FILING

PROGRAM APPLICABILITY: MC 1301

87103-01 INSPECTION OBJECTIVES

01.01 This inspection procedure is applicable to the inspection of incidents that occur at
nuclear materials facilities and for those cases where the DEP is concerned that material
may not be properly controlled, such as when a licensee files for bankruptcy. DEP
management must determine the need to dispatch one or more regional inspectors to
conduct a special inspection following occurrence of an incident, either immediately
following notification, or before the next routine inspection. This procedure is intended for
use in such special inspections. The incidents to be inspected under this procedure
include those that are considered serious enough to warrant a special inspection to
determine causes and corrective actions. Typically, the procedure will be used in response
to medical events, overexposures, losses or releases of significant quantities of radioactive
materials, and situations where DEP is concerned that material may be abandoned, such
as in cases where the licensee has filed for bankruptcy, but it is not limited to these type of
incidents.

Most of this Inspection Procedure places emphasis on regional inspectors and regional
management. Nonetheless, central office inspectors or staff may also be involved in these
inspections due to the nature of some type of licensee activities.

01.02 The objective of the procedure is to assist central office or regional inspectors in
analyzing the sequence of events leading to the incident, and the conditions that existed at
the time these events occurred. This analysis should lead to the identification of
contributing factors and root causes, and to the formulation of corrective actions to prevent
recurrence. The primary emphasis of the inspection is safety, not compliance. Issues of
compliance are addressed after all safety issues and program weaknesses are identified
and clearly understood.

01.03 The steps presented in the procedure should be followed in the order they are
presented; some of the steps may be repeated in alternating fashion as data accumulates
and hypotheses are refined. Experience shows that accidents generally have multiple
contributing factors that are interconnected in complex ways. Therefore, a disciplined,
organized, and thorough approach to the inspection are essential. Organization and
correlation of the findings should start early in the inspection. Charts should be used if the
data is complex. The initial organization of the data will necessarily be sketchy and
incomplete, but this early start will help direct the inspection and also help identify areas
where data is lacking or is inconsistent.

87103-02 DEFINITIONS
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02.01 Cause. The action or condition that led to the occurrence of the incident. Causes
are labeled, according to their proximity to the incident, as direct, contributing, or root
causes.

02.02 Direct Cause. This is the event or failure that led directly to the incident, without
any additional intervening action or failure. An example is a technician improperly
measuring a dose in a dose calibrator. A possible direct cause for the incorrect dose is
improper setting of the radionuclide or energy selection dial on the calibrator.

02.03 Contributing Cause. This is a cause that does not necessarily lead to an incident,
but it does make the incident more probable. In the example of the dose calibrator
mentioned in the Direct Cause definition, a contributing cause may have been a
radionuclide or energy selection dial with illegible markings at the various settings. This
does not in itself necessarily lead to errors in measuring doses, since a trained and
attentive technician may know from experience where the settings are, without reference to
the markings. However, the fact that the markings are not legible makes it much easier to
make an error, and hence may be a contributing factor, or cause, when an error does
occur.

02.04 Root Cause. This is the cause whose existence establishes the conditions that
allow contributing causes to develop and which, in turn, increases the probability of the
occurrence of an incident. In the example of the calibrator mentioned in the Direct Cause
definition, a root cause may be an organization with a poor maintenance program. The
poor maintenance program may be due to an unqualified maintenance manager who fails
to set routine maintenance schedules, set maintenance priorities, or respond to
maintenance requests. In this case, the root cause may be the presence of the unqualified
manager, which results in a poor maintenance program.

87103-03 INSPECTION REQUIREMENT

03.01 Conduct an inspection to: 1) determine the causes of the incident and the
corrective actions, taken or planned, to prevent recurrence; or 2) address the accountability
and control and health and safety issues associated with a licensee filing for bankruptcy or
instances where material may have been abandoned.

87103-04 GENERAL GUIDANCE

04.01 Pre-inspection Notifications. Regional and Central office management and staff
involvement early in the incident assessment is critical in determining the scope of the
proposed inspection activities and future actions. Contact should be made with other State
and local authorities, Community Relations Coordinators and public affair representatives
to coordinate follow-up actions. As soon as the decision is made to inspect the incident,
notify the licensee's management that an inspection of the incident is to be conducted.
When notifying the licensee, make sure that the incident has been brought under control
and that there are no ongoing safety issues. If there are, immediately notify regional
management of the situation. Request that the licensee preserve any physical evidence
connected with the incident, if that is possible. Request in advance that the licensee be
prepared to submit the necessary documents at the initial licensee meeting.

87103 -2 Issue Date: 11/03/00



04.02 Pre-inspection Preparations. Prepare all materials and documents that may be
needed during the inspection, based on your knowledge of the nature of the incident, types
of exposures, and the availability of technical support and equipment at the site.

04.03 Initial Licensee Meeting. Meet with the licensee's management as soon as
possible upon reaching the site. Explain the purpose of the inspection, the techniques to
be used in conducting the inspection, the scope of the work, and the expected duration.

04.04 Facility Inspections. A tour of the facility or a specific area should be performed at
the beginning of the inspection since it may be necessary for the inspector to observe
proper control of licensed material affected by the incident. If possible have licensee
representatives guide the tour, then arrange personnel interviews when the tour is
completed. Inspect equipment, tools, work areas, storage areas, and anything else directly
or indirectly involved in the incident.

04.05 Interviews. Interview all personnel directly or indirectly involved in the incident, as
well as all levels of management whose area of responsibility is in any way connected with
the persons involved in the incident or who have any responsibility for the facilities or
equipment connected with the incident.

04.06 Documentation. Obtain copies, or originals if copies are not available, of all
documentation that may be needed in the inspection. Ensure that proprietary materials are
appropriately safeguarded and original material handled carefully and returned at the end
of the inspection. In any case where documentation supports or is needed to support an
inspection finding, the inspector must make a copy of the document and include it as an
attachment to the inspection report. The licensee should be advised of each document
that will be included as part of the report.

04.07 Review of the Data. Review the notes of the interviews and tours, and the relevant
documents. Establish a time line for the incident. If the data does not produce a coherent,
internally consistent narrative, repeat interviews, tours, and document reviews until all
inconsistencies and information gaps are addressed.

04.08 Establishing Causes. Once satisfied that all the relevant information has been
obtained, ordered in proper temporal and logical sequence, and verified to be consistent,
technically correct, and coherent, identify contributing factors and root causes. Correlate
these findings with weaknesses in the licensee's program, and formulate ideas on what the
appropriate corrective actions to prevent recurrence should be. Compare with the
licensee's corrective actions and evaluate their adequacy. If the licensee's corrective
actions are determined to be acceptable, a commitment and schedule for implementation
should be made by the licensee and submitted to the regional office.

04.09 Licensee Briefings. Meet periodically with the licensee's management and key
personnel involved in the incident. Review the sequence of events and specify the
suspected causes. Provide the licensee with opportunities to modify or correct the data,
sequence of events, or conclusions. Obtain further data if warranted by the discussions,
and make corrections to the conclusions, as necessary.

04.10 Event Analysis Data. Make sure that as much as possible any data needed by the
NMED database is available to you before the exit meeting (see Section 5.12).

04.11 Exit Meeting. Prepare notes summarizing the sequence of events and the
conclusions. Identify possible items of noncompliance. Meet with the licensee's
management and present these findings.
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04.12 Post Inspection Actions. Any follow-up actions that the inspector takes on a
reported incident should be summarized in writing, discussed with his/her supervisor, and
maintained in the regional file for the licensee). A formal report of the results of the
inspection should be prepared and distributed.

Inspectors will also meet with Central Office licensing staff when any pertinent licensing
issues are raised during the inspection, when inspection findings impact on any licensing
actions, or to give feedback on how the licensee has addressed special license
amendments or recent licensing actions. This meeting will be documented in the
inspection record.

Additionally, in some instances, inspection findings will warrant communication with Bureau
of Investigations staff, NRC, or other Federal and State agencies.

The inspector will ensure that inspection findings are clearly documented and reported to
the licensee as appropriate. The inspector will also notify the licensee that information that
is retained by the inspector is subject to public disclosure and give the licensee the
opportunity to request withholding it.

87103-05 DETAILED GUIDANCE

05.01 Pre-Inspection Notifications. As soon as the decision is made to travel to the
licensee's facility to conduct an inspection, call the licensee to notify them of the upcoming
inspection. Make sure to speak with a licensee official who is high enough in the
organization to ensure prompt execution of any necessary arrangements. During this call,
provide the licensee with the following information:

a. Expected time of arrival at the licensee's facility.

b. Purpose of the inspection.

c. Expected duration of the inspection.

d. Request a meeting with appropriate staff, including the responsible licensee
management, very soon after the anticipated arrival time.

e. Identify individuals to be interviewed. Have the licensee make arrangements for
these persons to be available when needed, and ensure that the radiation safety
officer (RSO) will be available. If the licensee uses a consultant, request that the
consultant be present during part of the inspection. If that is not possible, then
arrangements should be made for him/her to be available by telephone during a
specified time period.

f. Specify a time and date on which the exit meeting is expected to be held. Make it
clear that this is a rough estimate that depends on the course of the inspection.
Also make it clear that the highest level of facility management (e.g., the company
president, CEO, or plant manager) is expected at this meeting, including the RSO.

g. Request that copies or, if not possible, originals of all documents that may be
needed during the inspection be prepared and ready following the initial meeting.
These documents usually include data on surveys and various radiological
measurements, log books, calibration and traceability records, training and
qualification records, an organization chart, procedures, and any other documents
that may seem relevant (see also Section 05.07). If in doubt about the utility of a
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document, request it anyway. Emphasize the importance of providing all the
requested documents as soon as you arrive at the facility.

h. Request that a knowledgeable person be available to accompany you on a tour of
the facility.

i. Request that physical evidence connected with the incident be preserved, if
possible. Examples of physical evidence may include: a survey instrument that
gave erroneous readings or malfunctioned (useful in determining why the
instrument malfunctioned); a dosimeter that gave a much higher than expected
dose reading (may be tested to determine if the dosimeter is defective);
contamination smears and air sample filters (may be recounted or subjected to
more sophisticated analysis, if necessary); instrument settings as they were found
after the incident, etc.

j. Make sure that access is available to any part of the licensee's facility that is
involved in any way, directly or indirectly, with the incident. If there appear to be
any difficulties, stress to the licensee that unescorted access must be arranged,
escorted if need be. Notify regional management immediately of any potential
difficulties in gaining access to areas or information. If a certain level of security
clearance is required and you do not have that clearance, or if you do not have the
required unescorted access training, immediately inform regional management and
request guidance.

05.02 Pre-Inspection Preparations. Before leaving on the inspection, make sure to take
all documents, calculators, computer disks, references, radiation safety equipment, etc.,
that may be needed. A portable computer may be very useful, as would a small hand-held
tape recorder to record observations and ideas (not interviews), a camera, video camera or
stopwatch. Arrange for regional or Central Office personnel to provide technical assistance
over the telephone, in case information that is needed, is not available at the site, or if it is
desirable to run a computer program on a regional computer, to check calculations. When
preparing for the inspection, consider taking at least the following items:

a. Writing pads, notebooks, and other stationary needed to record interviews, data,

and findings, and to perform calculations and draw charts.

b. Calculator.

c. Computer discs with programs to perform various radiological calculations, if
available, and if the licensee can provide the necessary computer, or a portable
computer with the necessary software. Word processing software may be helpful
if you can type at a reasonably rapid pace.

d. References, handbooks, etc., that contain the basic radiological equations and the
values of frequently used constants. For example, if the incident involved external
radiation exposures, equations to convert fluence to dose may be needed. A
variety of source geometries should be anticipated, such as a point, line, disk,
sphere, or cylinder, etc. Quantities normally needed in such calculations include
attenuation and energy absorption coefficients at various energies, densities of a
variety of materials, buildup factors, organ depths, and so on. Skin dose
calculations require skin dose equations applicable to a variety of source
geometries. Internal dose calculations will require organ masses, intake retention
functions, intake to committed dose conversion factors for organs, and so on. In
addition to the technical references, regulatory references should also be taken,
including at least 25 PA Code Title 25 Article V and the parts of Chapter I (The
parts of Title 10 that pertain to the NRC) that apply to the licensee, as well as other
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regulations that may apply, such as transportation regulations for transportation-
related incidents.

e. Appropriate radiation safety equipment (instrument, dosimetry) to ensure areas are
safely controlled.

05.03 Initial Licensee Meeting. Upon arrival at the site, meet with licensee management.
If a sufficiently high level of management commensurate with the severity of the incident is
not present, explain the situation to the licensee, terminate the meeting, and contact
regional management immediately. Await instructions from the region before proceeding.
The importance of this step is that it is necessary to ensure that a licensee representative
who has the authority to make changes in the program has first-hand knowledge of the
inspection and its findings. During the initial meeting, present the following items briefly,
but clearly:

a. The purpose of the inspection.

b. The expected duration of the inspection.

c. The level of support you expect from the licensee.

Request a brief description of the incident including the names of the personnel directly
involved. Request that the licensee make available the personnel to be interviewed.
Request that the interviews start immediately after the meeting. Set an approximate time
and date for the exit meeting. Make it clear that this is tentative and may change,
depending on the progress of the inspection. Request that the licensee provide you with
the documents you requested during the pre-inspection telephone conversation described
in section 04.01. Find out the name of the person to accompany you on the tours.
Request the name of a management person to contact in case you experience difficulties
or you do not get the necessary level of support.

05.04 Interviews. Interview everyone connected in any way with the incident, either
directly or indirectly. The interviews should follow a widening circle, from the small number
of people directly involved, to an increasing number of people less and less directly
involved. Persons directly involved are those whose actions directly led to the incident,
such as, for example the person who dropped the syringe, or the person who was using
the radiography source when it got stuck in the unshielded position. Persons indirectly
involved are usually a larger class, but no less important. These include the assistants to
the directly involved persons, supervisors of those persons, maintenance people, health
physics or safety people, warehouse personnel, drivers, and so on. Also included in
persons indirectly involved are the supervisory and management staff whose
responsibilities are connected in any way with the persons directly or indirectly involved in
the incident or to the facilities, hardware, software, supplies, or anything else involved in
the incident. This list can be very long, but the depth of the interviews will vary depending
on the closeness of the person's activities or responsibilities to the incident.

Although some of the personnel indirectly involved may not know much about the incident
itself, they may contribute invaluable information about the morale of the staff, the quality of
management at the facility, the level of training, the degree of attention to detail normally
observed at the facility, audit and appraisal practices, involvement of consultants and the
quality of their work, the quality of procedures in general, and the degree to which
management insists that personnel adhere to applicable procedures. During these
interviews, try to get a clear impression of the extent to which the persons interviewed are
aware of the circumstances directly or indirectly connected to the incident, and whether
their knowledge and awareness are commensurate with their responsibilities in the
organization.
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When conducting the interviews, observe the following guidelines:

a. Interview only one or, at most, two people at a time. A worker's union
representative may be present if the worker requests it. However, unless there is a
compelling reason, avoid interviewing people in the presence of the supervisors.

b. Start the interview by stating clearly, but not too specifically, what you expect to
learn from the person.

c. Make it clear that the purpose of the interview is not to find fault or assign blame,
but to learn what happened and if there were any contributing factors so that any
weaknesses in the program may be corrected. Be very courteous and realize that
the person being interviewed is helping you in your inspection.

d. Do not interrupt, but ask questions when a statement is not clear. Ask questions
that elicit useful details rather than questions that call for yes or no answers. Also,
do not ask leading questions, i.e., questions that imply the expected answer, such
as "you did follow proper procedure, didn't you?". As long as the person is talking
about issues relevant to the incident, let the person talk. Keep the conversation
focused and end the interview as soon as it becomes clear that no further useful
information can be obtained.

e. Make sure to ask open-ended questions that will produce all the information the
person being interviewed is expected to provide. The person interviewed may
forget something or may believe that a piece of information is not relevant and may
therefore not state it. You must be alert to this selectivity and ask questions to
compensate.

f. Write down all information discussed during the interviews, such as times, places,
recalled conversations, names of people, equipment, sources, reagents, supplies
used, procedures involved, surveys done, and any information presented, even if it
does not seem to be very relevant at the time. Keep the notes clear and orderly so
that they may be used later to reconstruct the information obtained in the interview.

05.05 Facility Inspections. The purpose of a facility inspection is to help reconstruct the
events leading to the incident, to place all items and persons involved in proper spatial
perspective, and to attempt to identify any factors, relating to the facility or equipment, that
may have contributed to the incident. Have a knowledgeable licensee representative take
you on a tour of the facility. Ask that person to point out all relevant items involved in the
incident and to show you the path followed by the persons involved, the layout of
equipment and materials at the time of the incident, and any equipment settings that may
be relevant to the inspection.

Upon arrival at the facility, proceed to make a tour of the facility or the area and remind the
licensee of the need to provide unescorted access. Keep in mind that you must abide by
all of the licensee's rules and procedures as provided in their site access training. Take
time to absorb all detail, and retrace the paths followed by the persons involved in the
incident. Remember, however, that this is an event follow-up inspection, and includes only
those items that may have a bearing on the event.

During these tours, look for the following, among other things:

a. Postings and Access Control: Are all radiation areas properly posted with the
correct postings? Are radiation postings clearly visible and clean, and do they
provide the necessary information? Is access to restricted areas properly
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controlled? Are dosimeters issued to the proper personnel, and are they worn
properly?

b. Equipment and Facilities: Does the equipment, including radiation measuring
instruments, look well maintained and properly handled? Do instruments have
calibration stickers showing valid calibration dates? Is shielding provided where
needed?

05.06 Reenactment of the Incident. Incidents that involved a complicated series of
movements may be difficult to visualize on the basis of descriptions provided by the
licensee. In this case, a reenactment may prove very helpful. The reenactment consists in
having the persons directly involved in the incident go through all the motions that
ultimately led to the incident. NRC regional management and staff should encourage the
licensee to perform and record on videotape the event reenactment for later and repeat
viewing. Prior arrangements and authorizations by the licensee and regional management
must be made to record the reenactment on videotape. In any case, where the licensee
records the reenactment on videotape, the inspector should obtain a copy of the licensee's
videotape.

If the equipment or facility involved in the incident is no longer available, or is unsafe for
use in the reenactments, a mockup of the equipment or facility may be used, if warranted.
A mockup is a model that is used in place of the equipment during the reenactment. The
mockup does not have to be an exact replica of the equipment, but should include the
essential features that are significant in determining the outcome of the incident, such as
the general shape or size, distances, and the weight if carrying the item was involved.

Reenactments are very important, and sometimes essential, in cases where exposures at
high dose rates in complicated configurations were involved. In such cases, differences of
a few seconds in the estimated exposure times can result in large differences in the doses
assessed for the persons involved. Reenactments, with time-and-motion studies, allow
refinement of estimates of exposure times, and also provide the basis for calculating the
dose rates at different phases of the incident by observation of the relative positions of the
personnel and radiation source during the incident.

If the dose calculations show that any person involved in the incident was exposed to high
doses (i.e., above 20 Rem), regional management should contact the appropriate Central
office management to consider the need for cytogenetic studies. Such studies may
confirm, in some cases, that a high dose was received.

05.07 Documentation. The documentation needed for the inspection includes documents
that indicate the overall quality of the licensee's operation, as well as those that are directly
related to the incident. Obtain for review at least the following documents:

a. Procedures for all activities directly and indirectly related to the incident. If
applicable, review these procedures and determine their adequacy in terms of
clarity of presentation, completeness of information, logical flow of steps to
accomplish the desired end, and clarity of decision points. If the procedures are
found to be weak, determine who wrote them, the qualifications of those persons,
and how the procedures were tested to ensure that they are correct and complete.
If availability of procedures appears to be a problem, verify that there are

procedures for all of the important activities. Check on the method used by the
licensee to keep all procedure copies in the facility updated, and how controlled
and uncontrolled procedures are used. Check on the availability of copies of
relevant procedures at the locations where they are supposed to be used.
Determine the procedure review schedule and verify that procedures were
reviewed on schedule by qualified personnel.
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b. Training and Qualifications Records. Obtain records of the qualifications of all
persons directly or indirectly connected with the incident, including technicians,
safety personnel, supervisors, and managers. Review these records and verify
that all personnel meet at least the minimum qualification requirements for their
positions and are qualified for their respective functions. Review training records
and check the training schedules to verify that they meet minimum training
requirements. Verify that persons scheduled for training within the past year or two
have attended that training. Review the qualifications of the persons who provide
the training, and review some of the lesson plans. Review some examination
questions and some answers to these questions.

c. Calibration and Quality Control Records. Check the calibration records and verify
that all equipment that should have been calibrated was indeed calibrated. Check
that all instruments scheduled for calibration during the past year ortwo have been
calibrated at the proper time, using approved procedures and sources. Check
records of traceability of calibration sources or instruments. Verify that personnel
performing the calibrations are properly qualified and trained for the job. Check
the quality control program and schedules. Verify that daily or periodic quality
control checks were made as scheduled, that the results of these checks were
recorded, that instruments that did not pass the tests were taken out of service,
and that these checks are routinely reviewed and signed by a sufficiently high level
of management.

d. Records of the Incident. Obtain and review all records that bear directly and
indirectly on activities leading to the incident. These include the names of persons
involved, the dates and times they entered and left the relevant areas, the type of
dosimetry and the readings of these dosimeters, any protective clothing worn, and
any equipment or sources issued to them. Check log books to determine the
record of activities that were performed and that eventually led to the incident.
Check the records of any radiation surveys that may have been made before,
during, or after the incident.

e. Records of Recovery. Obtain all records that show the activities taken to recover
from the incident. Check on whom initiated corrective actions, who was notified,
who responded and how, who came to the site of the incident, what they did, and
when an investigation was initiated. Determine the scope of the licensee's
investigation, who was in charge of it and who was involved, who reviewed and
approved the results, and what corrective actions were recommended and what
actions were actually implemented.

05.08 Review of the Data. A final reconstruction of the incident must now be attempted,
and must include all available details. Start as far back in time from the incident as may
seem relevant to the ensuing events. Note where the staff members were at the time, what
they were doing, and what was said. Proceed forward in this manner until the time of the
incident, and then proceed to the recovery phase in the same manner. Note on a time line
all relevant detail, such as what doors were open or closed, what postings were in the area,
instrument readings, room occupancy, clothing worn, procedures and equipment used,
when equipment was turned on or off, and what the thoughts of the persons involved were,
relevant to the events that were taking place (e.g., the technician might have thought that
the source was in the shield, but, in fact it was not). Try to note why certain actions were
taken and certain others were not. For example, the technician did not perform the
required survey because he thought the room had been surveyed by someone else, or
because the battery in the survey instrument was dead, etc.
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At the end of this review, the inspector should understand the incident and relevant factors
as well as, if not better than, anyone on site. All detail must fall in place, and the flow of
decisions, actions, and responses must be quite clear. If any gaps exist, or if any item is
not quite clear, return to the notes or documents, interview more people, or interview again
some of those already interviewed, tour the facility again, or request additional records. If
the data and events are complex, consider using charts. Make up your own system or use
standard charting techniques, such as those used in event and causal factors analysis.

The inspector can refer to NUREG-1 303, "Incident Investigation Manual," as a guide on
how to collect data. Although primarily used for an Incident Investigation Team, NUREG-
1303 is the reference document based on inspection experience that provides good follow-
up information on how to conduct an investigation and interview, collect information, write a
preliminary notification, and prepare a report.

05.09 Establishing Causes. Most incidents usually have direct causes, as well as several
contributing causes, and one or more root causes. Direct causes are the obvious ones that
led directly to the incident. Contributing causes are those that facilitated, or did not
prevent, the direct cause. Direct causes usually point to contributing causes which in turn
point to root causes. A common direct cause is failure to follow procedures or good
practices. Failures to follow procedures may have a number of causes, including, lax
discipline, poor management supervision, poorly written procedures, procedures that are
difficult or impractical to implement, unavailability of procedures, and so on. These
contributing causes may point to other contributing causes, such as poor training, poor
morale, no management oversight, etc. For incidents involving a complex interaction of
events, or a long sequence of events, charts may prove to be very useful in identifying
causes. It should be remembered that causes must be sought not only for the direct
causes, but also for every contributing factor. One may view the incident as a series of
incidents, each with its own set of causes, and each leading to, or failing to prevent, the
subsequent action. All these contributing causes may have one or a few root causes in
common, such as, for example, an unqualified program manager, or poor management
practices.

After identifying the causes, express them in a logical hierarchy, one leading to the next.
State the cause in a manner that suggests how the action should have proceeded if it had
been done properly. For example, it is better to say that the bottle slipped out of the
technician's hand because the technician was not wearing gloves, causing his or her hand
to be slippery, rather than that the bottle slipped because the technician's hand was
slippery. The incorrect action is in this way directly tied to the consequence of that action,
and at the same time clearly implies the correct action that should have been taken, in this
case, to wear gloves. Finally, the inspector should review the direct and root causes
against the licensee's causes and corrective actions to determine whether the licensee's
response was appropriate.

05.10 Licensee Briefings. Once the events and data are properly ordered and
understood, and causes identified, discuss with the licensee, at a pre-established time, the
status of findings and communicate the issues as they develop. Schedule a brief meeting
that includes all persons directly and indirectly involved in the incident. Ensure that key
licensee staff is represented in the meeting, and certainly the supervisory and management
personnel directly responsible for the area involved in the incident. If brief meetings are
held with the licensee to discuss issues as they develop, reasonable assurance can be
made that the licensee will be aware of problematic areas at the time the exit meeting is
held.

Present your findings in a clear, and logical order. Review your understanding of the
incident, the sequence of events that led to it, the persons involved, their actions, and how
these actions contributed to the incident.
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After your presentation, which should not last more than 30 minutes for a complex incident,
allow the licensee to comment and to express disagreement. Make sure you understand
the reasons for the disagreement, and clearly separate those that stem from differences of
opinion from those that arise out of disagreements on matters of fact. For the former, try to
understand the licensee's point of view and note it for later consideration. For the latter,
ensure that disagreements on fact are resolved, either at the meeting, or later. All factual
disagreements must be resolved at this stage. If factual disagreements are extensive,
reschedule the meeting and allow time to review and correct any factual errors. This phase
of the inspection should not end until all disagreements on matters of fact are resolved to
the extent possible and to your satisfaction.

05.11 Management Briefing. Keep regional management informed of the progress of the
inspection. Periodically, summarize the findings and call the regional supervisor or
manager and discuss the findings. This is especially important if there are, or are expected
to be, controversial issues arising from the findings. It is also important to discuss the
merits of any items of apparent noncompliance with regional management before
discussing them with licensee representatives. Notify regional management of any
suspected falsification of records, providing false information to the DEP, or any other
willful wrongdoing. If the inspector identifies serious or controversial issues which cannot
be immediately resolved then regional management should notify Central Office and
determine if their presence on-site is warranted.

05.12 Event Analysis Data. DEP collects, reviews, and codes material license event
data, and maintains a local database that supplies event data to the NRC's Nuclear
Material Events Database (NMED) of non-reactor events. The purpose of collecting
operational event data is to identify systemic causes of licensee problems that are
significant to licensee and public health and safety. In addition to maintaining this incident
database, NRC also provides computer programs to search the database and classify
incidents in a variety of ways, depending on the user's needs. For example, incidents may
be classified by dose received, body part exposed, type of license, and many other
variables. To accomplish this goal, NRC and DEP databases must be provided with a
minimum amount of information for each incident. This minimum information is shown in
Appendix A in the form of a listing of the variables needed. Review the list and record the
data for each variable, as it pertains to the incident. At this stage of the inspection, all
listed information should be readily available to you. If not, attempt to obtain any missing
information from the licensee before the exit meeting. All documents created related to the
event, such as the inspection report, letters to the licensee or trustee, etc., should have the
NMED event number in a clearly visible location. This will ensure that all documents
related to the event are identified in the database.

05.13 Exit Meeting. The exit meeting is the concluding meeting of the inspection, and its
purpose is to provide the licensee with a summary of the findings and any items of
noncompliance. Schedule the meeting for a time just before leaving the site, and leave
immediately after the meeting. Make sure the meeting is attended by a sufficiently high
level of management, including the RSO. Make sure the meeting is attended by the
highest level of facility management (e.g., the company president, CEO, or plant manager),
including the RSO. The exit meeting is your meeting, held at your request, and you must
conduct the meeting. Open the meeting by explaining the reasons for coming on site, what
you did, and what were your findings. Explain what you believe were the causes of the
incident and the program weaknesses that they indicate. Present your conclusions
regarding contributing and root causes. List the potential violations of regulatory
requirements or license conditions, and note that these are apparent violations to be
reviewed and approved by regional management. Ask if everything is clear and if there are
any questions. Do not enter into any discussions but note any disagreements and inform
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the licensee that you will convey their disagreements to regional management. Thank the
licensee for their cooperation during the inspection, end the meeting, and leave site.

05.14 Post Inspection Actions. The inspector will review his or her inspection findings
with regional management to determine what follow-up actions must be taken. The
inspector should discuss the findings in detail, commensurate with the scope of the
licensee's program. Violations, items of concern, and unresolved items should be
discussed in sufficient depth for management to make appropriate decisions regarding
enforcement actions, referral to other State and Federal agencies, and decisions on the
scheduling of future inspections of the licensee's facility.

Discussion of the inspection findings with licensing staff can be particularly useful if the
licensee is having its license renewed or has recently submitted a license amendment
request. Licensing information requested by the licensee should also be discussed with
the licensing staff.

Inspectors should be aware that the information collected may be used as evidence in
criminal proceedings.

The inspector will prepare a formal report of the results of the inspection. The findings
should be documented in the inspection record, in sufficient detail for the reader to
determine what requirement was violated, how it was violated, who violated the
requirement, and when it was violated. Copies of all licensee documents needed to
support the violation should be attached to the inspection record. The inspection record
should be used to describe what procedures or activities were observed and/or
demonstrated by the licensee during the inspection, and any items of concern identified
that were not cited as a violation of regulatory requirements.

87103-06 BIBLIOGRAPHY

Internal Dose Calculations

- ICRP 30 - Limits for Intakes of Radionuclides by Workers.
- Limiting Values of Radionuclide Intake and Air Concentration and Dose

Conversion Factors for Inhalation, Submersion, and Ingestion, Federal Guidance
Report No. 11, EPA-520/1-88-020, September 1988.

External Dose Calculations

- Introduction to Radiological Physics and Radiation Dosimetry, F.H.Attix, John
Wiley and Sons, 1986.

- Introduction to Health Physics, H. Cember, Pergamon Press, 1983.
- Table of Isotopes, C. M. Lederer, J. M. Hollander, and Perlman, John Wiley and

Sons, 1967 (or later edition).
- Concepts of Radiation Dosimetry, Kase, K.R., and Nelson, W.R., Krieger, New

York, 1978.

Skin Dose Calculations

- Radiation Dosimetry, G. J. Hine and G. L. Brownell, Academic Press, 1956

Dosimetry

87103 -12- Issue Date: 11/03/00



Radiation Dosimetry, Volumes I & II, F. H. Attix, W. C. Roesch, and E. Tochilin,
Academic Press, 1966.
Handbook of Radiation Protection and Measurement, Vol. I, Physical Science and
Engineering Data, Brodsky, A. ed., CRC Press, Boca Raton, Florida, 1978.
Handbook of Radiation Protection and Measurement, Vol. II, Biological and
Mathematical Information, Brodsky, A. ed., CRC Press, Boca Raton, Florida, 1982.
The Physics of Radiology, 3rd ed., Johns, H.E. and Cunningham, J. R., Springfield,
II1., 1973.

Bioassay

- NUREG/CR-4884, - Interpretation of Bioassay Measurements.

Biological Effects

- Radiation Biology, A. P. Casarett, Prentice-Hall, 1968.
- Health Effects of Exposure to Low Levels of Ionizing Radiation, Committee on the

Biological Effects of Ionizing Radiations, BEIR V, National Academic Press, 1990.
- Manual on Early Medical Treatment of Possible Radiation Injury, IAEA, Vienna,

1978.
- Medical Aspects of Radiation Accidents, Saenger, E.L., ed., U.S. Atomic Energy

Commission, Government Printing Office, Washington, D.C., 1980.

Computer Software

VARSKIN, for skin dose calculations.
MICROSHIELD, for external dose and shielding calculations.

END

Attachments:

Appendix A, Information Needed For Nuclear Materials Events Database (NMED)
Database

Appendix B, Guidance for Inspection of Materials Licensees Who Have Filed for
Bankruptcy.

Issue Date: 11/03/00 -13- 87103



APPENDIX A

INFORMATION NEEDED FOR THE NUCLEAR MATERIALS EVENTS DATABASE
(NMED) DATABASE

General Information - All Events

License Number
Additional license numbers, if multiple licenses
PA Event Number
Licensee's name*
Licensee's city of record*
Licensee's county of record*
Licensee's state of record*
Licensee's telephone number*
City where the event occurred
State where the event occurred
Agreement State (Y/N)
NRC region number
Reportable event?
Date event occurred
Date event reported to NRC or state
Time of event
Was a consultant hired to investigate?
License number of additional involved party
Additional licensee's name
Additional licensee's city of record
Additional licensee's county of record
Additional licensee's state of record

* If a non-licensee is involved, note that fact and enter the marked items.

General Information - All Medical Events

Type of Medical Event (Part 35)
Dose prescribed
Dose received
Percent under prescribed dose
Percent over prescribed dose
Intended target organ or site
Actual target organ or site
Was patient notified of the Medical Event?
Was patient's family notified of the Medical Event?
Was the patient's referring physician notified?
Number of people who received a Medical Event.

Specific Data on Gamma Stereotactic Radiosurcqery (Gamma Knife) Events

Source of radiation prescribed
Source of radiation administered
Model number of radiosurgery unit
Manufacturer's name
Serial number of radiosurgery unit
Model number(s) of radiosurgery unit's source(s)
Manufacturer's name
Radionuclide source(s) and activity
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Specific Data on Brachytherapy Events

Radionuclide of source prescribed
Radionuclide of source utilized
Activity of source prescribed
Activity of source utilized
Model number of source utilized
Manufacturer's name
Serial number of source utilized

Specific Data on Radiopharmaceutical Events

Radionuclide of pharmaceutical prescribed
Radionuclide of pharmaceutical administered
Activity of pharmaceutical prescribed (mCi)
Activity of pharmaceutical administered (mCi)
Chemical form of pharmaceutical prescribed
Chemical form of pharmaceutical administered
Manufacturer's and/or supplier's name

Specific Data on Radiation Overexposure Events

Number of people who received overexposures
Dose received from the overexposure
Were members of the public overexposed?
Were radiation (occupational) workers overexposed?
Were overexposed persons notified of their exposures?
Source of radiation causing the overexposure
Model number of device causing the overexposure
Manufacturer's name
Serial number of device causing the overexposure
Model number of sealed source causing the overexposure
Manufacturer's name
Radionuclide that caused the overexposure
Activity of the source that caused the overexposure
Assay date of the source

Specific Data on Lost, Abandoned, or Stolen Radioactive Material Events

Model number of the lost or stolen device, instrument, or gauge
Manufacturer's name
Serial number of the lost or stolen device, instrument, or gauge
Model number of the lost, stolen, or abandoned sealed source
Manufacturer's name
Serial number of the lost, stolen, or abandoned sealed source
Radionuclide in the lost, stolen, or abandoned source
Activity in the lost or stolen source
Assay date of source

Specific Data on Leaking Sealed Source Events

Model number of the leaking source
Manufacturer's name
Serial number of the leaking source
Radionuclide of the leaking source
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Activity of the leaking source
Assay date of source
Leak test results?
What kind of leak test?

Specific Data on Release of Radioactive Material Events

Radionuclide that was released
Activity of the material released

Specific Data on Radiography Equipment Malfunction or Failure Events

Model number of the equipment that failed or is defective
Manufacturer's name
Serial number of the equipment that failed or is defective
Accessory equipment
Manufacturer's name

Specific Data on Damaged Industrial Gauging Device Events

Model number of the damaged gauge housing
Manufacturer's name
Serial number of the damaged gauge housing
Model number of the sealed source in the damaged gauge
Manufacturer's name
Serial number of the sealed source in the damaged gauge
Activity of the sealed source
Assay date
Source radionuclide

Specific Data on Consultants

Was a consultant hired?
Consultant's name
Name of consultant's company
Who hired the consultant?
What is the consultant's specialty?

Specific Data on Licensee Corrective Actions

Licensee corrective actions

END

Issue Date: 11/03/00 A-3 87103, Appendix A



APPENDIX B

GUIDANCE FOR INSPECTION OF MATERIALS
LICENSEES WHO HAVE FILED FOR BANKRUPTCY

Note: NUREG-1556, Vol. 15 should be used as guidance for inspection of materials
licensees who have filed for bankruptcy.

After receiving a report that a licensee has filed for bankruptcy or that an involuntary
petition has been filed against it, DEP licensing staff verify that all licensed material
possessed by the licensee is being adequately controlled. If it is determined that licensed
material may not be adequately controlled, a special inspection should be conducted. The
special inspection should be conducted in accordance with this Inspection Procedure.

Any steps to secure the site should be taken only after consultation with the Office of the
General Counsel, to ensure that DEP's rights to compel the debtor to satisfy its public
health, safety, and environmental obligations, or to pursue any claim against the assets of
the bankruptcy estate would not be unnecessarily prejudiced.

DEP staff performing the assessment of material control and special inspection should take
into consideration the following guidance:

1. When determining the adequacy of material control and preparing for an inspection,
DEP staff should verify:

a. the Radiation Safety Officer remains in the position; and
b. access to the licensed material is under positive control (i.e., the facility has not

been abandoned);

and review DEP license files for:

a. reports of leaking sealed sources;
b. disposition of any identified leaking sealed sources;
c. reports of facility contamination;
d. reports of possible inventory discrepancies; and
e. history of violations, specifically those related to performing leak tests, inventories,

and facility surveys.

2. While performing the special inspection at the licensee's facility, inspectors should
review records for:

a. definitive inventory of licensed radioactive material;
b. leak test records;
c. facility surveys; and
d. shutter checks of fixed gauges (this will help to determine the status of the device

whether locked out or not).

3. While performing the special inspection at the licensee's facility, inspectors should also:

a. direct an inventory of licensed and unlicensed radioactive material to be
performed, as necessary1;

b. direct leak tests to be performed, as necessary2 ;
c. direct facility surveys to be performed, as necessary3 ; and
d. perform a survey.
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Inspectors should consider whether control of licensed material has been maintained and
will continue to be maintained, especially in cases where operations have ceased or will
cease. Considerations of such cases may include:

a. the likelihood of inadvertent releases due to cessation of operations;
b. adequate control of licensed material in the event a closed facility is accessed in

an unauthorized manner; and
c. degradation of material control over time in a prolonged shutdown condition.

Even though the licensee has filed for bankruptcy, the licensee remains responsible for all
regulatory requirements. The inspector's role is to make necessary confirmatory
measurements. However, if the licensee has abandoned the material and the trustee
cannot perform these measurements, the inspector shall perform them to evaluate the
health and safety consequences.

By completing the above actions, all entities involved are aware of the situation and health
and safety issues may be resolved before bankruptcy actions are completed.

' If the reviews of files reveal a concern or raise doubts, or if the licensee has a history of
not performing inventories, then an inventory should be completed.

2 If the reviews of files reveal a concern or raise doubts, or if the licensee has a history of

not performing leak tests, then the sealed sources should be leak tested. In addition,
consideration should be given to leak testing sources that have been in storage for greater
than one year. The inspector should consider the former use of the source(s), the current
physical condition of the source(s) (e.g., visible damage, corrosion, etc.), and the past
history of the licensee's performance of leak testing.

3 If the reviews of files reveal a concern or raise doubts, or if the licensee has a history of

not performing surveys, then a basic facility survey should be conducted.

END
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DEP INSPECTION MANUAL
INSPECTION PROCEDURE 87124

FIXED AND PORTABLE GAUGE PROGRAMS

PROGRAM APPLICABILITY: 2800

87124-01 INSPECTION OBJECTIVES

01.01 To determine if licensed activities are being conducted in a mannerthat will protect
the health and safety of workers and the general public.

01.02 To determine if licensed programs are being conducted in accordance with
Department of Environmental Protection (DEP) requirements.

87124-02 INSPECTION REQUIREMENTS

The review of the licensed activities will be commensurate with the scope of the licensee's
program. The inspector's evaluation of a licensee's program will be based on direct
observation of work activities, interviews with workers, demonstrations by workers
performing tasks regulated by DEP, and independent measurements of radiation
conditions at the facility, rather than exclusive reliance on a review of records.

The inspector should determine if the licensee possesses licensed material as authorized
by a general license. If so, the inspector should also assess the adequacy of licensee's
program for management and oversight of the generally licensed material.

The structure and the emphasis of the inspection will be on the following Focus.Elements
(FE) that describe the outcomes of an effective fixed or portable gauge radiation safety
program:

02.01 FE-I. The licensee should control access to and prevent loss of licensed material
so as to limit radiation exposure to workers and members of the public to values below 10
CFR Part 20 limits.

02.02 FE-2. The licensee should maintain shielding of licensed materials in a manner
consistent with operating procedures and design and performance criteria for devices and
equipment.

02.03 FE-3. The licensee should implement comprehensive safety measures to limit
other hazards from compromising the safe use and storage of licensed material.
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02.04 FE-4. The licensee should implement a radiation dosimetry program to measure
and record accurately radiation doses received by workers or members of the public as a
result of licensed operations.

02.05 FE-5. The licensee should provide radiation instrumentation in sufficient number,
condition, and location to monitor accurately radiation levels in areas where licensed
material is used and stored.

02.06 FE-6. The licensee should ensure that workers are:

a. knowledgeable of radiation uses and safety practices;
b. skilled in radiation safety practices under normal and accident conditions; and,
c. empowered to implement the radiation safety program.

02.07 FE-7. The licensee's management system should be appropriate for the scope of
use and should ensure:

a. awareness of the radiation protection program;
b. that audits for ALARA practices are performed; and,
c. that assessments of past performance, present conditions and future needs are

performed and that appropriate action is taken when needed.

In reviewing the licensee's performance, the inspector should coverthe period from the last
to current inspections. However, older issues preceding the last inspection should be
reviewed, if warranted by circumstances, such as incidents, noncompliance, or high
radiation exposures.

87124-03 INSPECTION GUIDANCE

General Guidance

The following inspection guidance is designed to assist the inspector in evaluating the
performance of the licensee's radiation safety program. The guidance is organized by the
individual focus elements described above. The timing and sequence of inspection
activities are left to the inspector's discretion based on the circumstances and conditions at
the time of the actual inspection. Furthermore, inspectors should not feel constrained by
the guidance in this procedure. If an inspector obtains information that indicates that a
problem may exist in an area within the DEP's jurisdiction that is not specifically addressed
in this procedure, the inspector should redirect, or otherwise expend, inspection effort to
address that problem.

An examination of the licensee's records should not be considered the primary part of the
inspection program. Rather, observations of activities in progress, equipment, facilities and
use areas, etc., will be a better indicator of the licensee's overall radiation safety program
than a review of records alone.
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In the records reviewed, look for trends such as increasing doses or effluent releases.
Records such as surveys, waste disposal, effluent releases, receipt and transfer of
licensed materials, training, utilization logs, and air sampling may be examined randomly
until the inspector is satisfied that the records are being maintained and are complete.
Other records that are more closely related to health and safety (such as personnel dose-
monitoring records and incident reports) should be examined in detail.

Common elements to all inspections include entrance and exit meetings with appropriate
licensee management, including the radiation safety officer (RSO), observations of facilities
and work in progress, independent confirmatory surveys, and the evaluation of program
scope and any special license conditions. Specific guidance regarding these common
elements can be found in IMC 2800.

Each of the following elements should be reviewed as appropriate, during each inspection
of a fixed and portable gauge licensee.

Specific Guidance

03.01 FE-1: The licensee should control access to and prevent loss of licensed material
so as to limit radiation exposure to workers and members of the public to values below 10
CFR Part 20 limits

Facilities

a. Through direct observation, verify that all entrances to licensee facilities are
normally closed, locked or otherwise secured to prevent unauthorized entry. This
should include main facility gates, main building entrances, doors to waste storage
facilities, etc.

1. If any entrance or area is unsecured, determine, through interviews of
licensee staff, the reason for the area or entrance being unsecured.
Determine if the licensee failed to follow established procedures in securing
the area or if additional training of staff is needed. Determine if the
licensee's facility is configured to separate working areas from unrestricted
areas.

2. If entrances or other areas are unsecured, observe other areas where
radioactive materials are used and stored and verify that they are locked and
have limited and controlled access. Radioactive material use areas must be
under constant surveillance or physically secured.

b. Through observations, verify that use and storage areas are locked and have
limited and controlled access. At a minimum, radioactive material use areas
should be under constant surveillance during normal business hours when
licensee personnel are present or physically secured against unauthorized access.

Storage areas should be physically secured when unattended. Each portable
gauge licensee shall use a minimum of two independent physical controls that form
tangible barriers to secure portable gauges from unauthorized removal, whenever
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portable gauges are not under the control and constant surveillance of the licensee
(10 CFR 30.34(i)).

c. Evaluate licensee practices regarding access controls including control of keys and
access codes to ensure that only currently authorized individuals have access to
licensed materials.

d. Licensed material in use must be controlled and under constant surveillance.
Portable gauges must be under constant surveillance when at a temporary job site.
For fixed gauges in use, constant surveillance is not required, provided that the
licensee has adequate facility security and effective procedures for ensuring that
gauges are not removed by unauthorized individuals. Determine the adequacy of
the licensee's procedures for securing licensed materials at temporary job sites.
Evaluate licensee's procedures for securing gauges that are not in use at
temporary job sites. Evaluate how the licensee secures gauges that are in
transport, including securing gauges in a licensee vehicle (or a vehicle of an
individual employed by the licensee) when that vehicle is parked in a restaurant,
hotel, or similar facility and verify there are two independent barriers preventing
unauthorized removal of the gauge (10 CFR 30.34(i)). Verify that either the
gauge's transport case or operating handle is locked when the device is packaged
for transport.

Receipt and Transfer of Licensed Materials

Through observations and interviews of licensee personnel, verify that the licensee: 1)
properly secures package receipt areas, such as loading docks or other shipping and
receiving areas; 2) inspects gauge shipping containers for damage; 3) performs
appropriate receipt surveys; 4) opens packages in a safe manner; 5) assures that
packages are properly prepared for transport; and 6) controls packages in a secure
manner prior to pickup by courier personnel or transport by licensee personnel. If possible,
observe the receipt of packages. Otherwise, request that personnel who normally receive
packages for the licensee demonstrate package receipt processes and surveys.

a. If packages are left unattended, then assess the licensee's receipt procedures,
including instructions provided to couriers, to assure that packages are being
delivered to the appropriate location(s).

b. If surveys of packages (whether during receipt or preparation for shipment) are not
adequate to verify that radiation and contamination levels are within regulatory
limits, then interview licensee staff and the RSO further to assess worker
knowledge. Deficiencies regarding instrumentation should be reviewed in more
depth in Focus Element 5.

Through interviews of licensee personnel and review of selected transfer documentation,
verify that the licensee has an adequate method of determining that recipients of
radioactive shipments are licensed to receive such materials.

Inventory Control
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Through observation, physically examine the inventory of gauges on hand and review
selected records of receipt and transfer to verify that quantities and forms are as
authorized on the license. Compare the possession of gauges with inventory records.
Verify that the licensee's use of byproduct material is limited to that which is authorized in
the license.

Through interviews of the RSO and selected licensee personnel, determine whether the
licensee has experienced any events since the last inspection, involving lost, missing, or
stolen licensed materials.

a. Review and evaluate any such incident or unusual occurrence that took place
since the last inspection. If such incidents were required to be reported, verify,
through interview of the RSO and review of event reports, that a complete and
timely report was made to the Department.

b. For incidents or unusual occurrences that were not required to be reported,
determine whether the licensee performed sufficient investigation to identify the
cause of the incident, and took appropriate corrections to prevent recurrence of the
situation leading to the incident or unusual occurrence.

03.02 FE-2: The licensee should maintain shielding of licensed materials in a manner
consistent with operating procedures and design and performance criteria for devices and
eguipment

a. Equipment. The SSD sheet specifies the type of safety features installed on the
device and specifies the frequency at which these features should be inspected for
proper operation. Fixed gauges operated in high temperature environments may
require supplemental cooling systems that have inspection and maintenance
requirements. Ensure devices are used in accordance with any operating limits
(such as temperature and vibration limits) described on the applicable SSD sheet.
Verify that engineered safety features (such as shutters, locking mechanisms, or
interlocks) are appropriate, operable, calibrated, adequately maintained, and
conform to the description in the applicable SSD sheet. Ensure that the facility
provides protection of shield integrity, including fire protection. Licensees should
have copies of or access to these SSD Certificates, in addition to the
manufacturers' manuals for operation and maintenance.

b. Process or Other Engineering Controls. Verify that, where applicable, that the
licensee uses processes or other engineering controls to maintain doses as low as
is reasonably achievable (ALARA). For example, fixed gauge licensees may install
protective cages around the area where a gauge is mounted to prevent inadvertent
access to the radiation beam.

c. Routine and Non-Routine Maintenance. Confirm that any maintenance of gauges
is performed in accordance with the applicable manufacturer's maintenance
procedures. Maintenance procedures must include ALARA provisions, and ensure
that the gauge functions as designed and the source integrity is not compromised.
For portable gauges, routine maintenance may include the cleaning and
lubrication of the source rod and shutter mechanism (e.g., to remove caked dirt,
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mud, asphalt, or residues from the source rod; lubricate the shutter mechanism).
For fixed gauges, routine maintenance is normally limited to cleaning of the gauge
housings to ensure that required labels remain legible.

More extensive maintenance or servicing (beyond routine cleaning and lubrication)
that involves detaching the source or source rod from portable gauges must be
performed by the gauge manufacturer or a person specifically authorized by the
Department, the NRC or an Agreement State. Persons performing installation,
initial radiation surveys, relocation, removal from service, dismantling, alignment,
replacement, disposal of the sealed source, and non-routine maintenance or repair
of components related to the radiological safety of fixed gauges (i.e., the sealed
source, the source holder, source drive mechanism, on-off mechanism (shutter),
shutter control, shielding) must be authorized by the Department, the NRC or an
Agreement State. The license will contain a condition if the licensee is authorized
to perform these activities.

03.03 FE-3: The licensee should implement comprehensive safety measures to limit
other hazards from compromising the safe use and storage of licensed material

The inspector should be attentive to potential industrial safety hazards, for referral to the
U.S. Department of Labor's Occupational Safety and Health Administration. The focus
should be on potential non-radiological hazards personally observed or brought to the
inspector's attention by licensee staff.

a. Operational Limits. Verify that gauges are operated in accordance with any
operating limits (i.e., heat, vibration, corrosive materials, or other industrial or
environmental hazards) described on the applicable SSD sheet. Determine
whether if fixed gauge are installed in accordance with the limiting conditions
described in the sealed source and device catalog certificate and by the device
manufacturer (i.e.: temperature, vibration, etc.). Verify that gauges in storage are
protected from fire and the elements and that adequate controls are in effect to
minimize the risk from other hazardous materials.

Verify that radiological labeling is clearly visible and legible.

b. Temporary Job Site Hazards. During inspections of licensed activities at
temporary job sites, verify that licensee personnel ensure that devices are
protected from heavy construction equipment, welding equipment, high voltage
lines, and other industrial hazards.

c. Fire Protection. Materials licensees are not required by DEP regulations to
implement a fire protection program. However, in many cases, the risk posed to
radiological safety by fires is comparable to or exceeds the risk from other events
involving licensed activities. Determine if licensees have a plan in place for
preventing fires and combating fires that might occur. Any perceived
problems/deficiencies (i.e., improper storage of combustible or flammable material,
fire extinguishers out of service, lack of fire alarm or detection system, lack of fire
suppression system) noted by the inspector should be brought to the licensee's
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attention and discussed with regional management. Proper fire protection systems,
can be evidenced by the licensee's involvement with the local fire department.

d. Transportation. Verify that the licensee's procedures and documentation are
sufficient to ensure that licensed material is transported in accordance with 10 CFR
Part 71 and U. S. Department of Transportation (DOT) regulations for
transportation of radioactive materials.
Examine: packages and the associated certification documentation; vehicles
(including cargo blocking and bracing, and gauge security); and, shipping papers.
Review any incidents required to be reported to the DOT.

NOTE: For further inspection guidance refer to IP 86740, "Inspection of
Transportation Activities." Inspectors should also refer to "Hazard
Communications for Class 7 (Radioactive) Materials." These field
reference charts, related to hazard communications for transportation
of radioactive materials, are useful field references for determining
compliance with the transportation rules on labeling, placarding,
shipping papers, and package markings. They also contain references
to the DOT regulatory requirements.

03.04 FE-4: The licensee should implement a radiation dosimetry program to measure
and record accurately radiation doses received by workers or members of the public as a
result of licensed operations

A radiation dosimetry program includes all of the licensee's activities that measure the
radiation dose to workers and members of the public as the result of licensed activities.
These activities would include, for example, the measurement of quantities of licensed
materials present, radiation and contamination levels, and the concentration of licensed
materials in effluent streams.

Verify that the licensee has performed adequate surveys to show compliance with public
dose limits and that conditions in controlled areas and unrestricted areas meet the
requirements specified for these areas.

a. For most fixed and portable gauge licensees, occupationally exposed workers are
not likely to receive annual doses in excess of ten percent of the applicable limit in
10 CFR Part 20. Therefore, these licensees are not normally required to
implement a radiation dosimetry program. In these instances, evaluate the
licensee's demonstration that personnel are not likely to receive in excess of ten
percent of the Part 20 occupational dose limit. In all cases, if a licensee does not
provide personnel monitoring devices, it must have a documented prospective
evaluation of occupational exposure that demonstrates that monitoring is not
required.

Dosimetry devices must be appropriate to the type, energy, and the anticipated
radiation fields, must be issued to licensee personnel, when monitoring is required.
Verify that any dosimeters that require processing to determine the radiation dose,
are processed by a National Voluntary Laboratory Accreditation Program (NVLAP)
accredited processor.
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b. Verify that the licensee annually advises each worker who is required to be
monitored of the worker's dose, as shown in records maintained by the licensee.

c. For most fixed and portable gauge licensees, extensive evaluations of doses
received by members of the public from licensed activities may not be necessary.
Verify that the use and storage of gauges will not likely result in exposures to
members of the public or radiation levels in unrestricted areas that are in excess of
the regulatory limits. For storage areas that located adjacent to unrestricted areas,
licensees must ensure (through measurement or calculation) that doses in the
unrestricted areas do not exceed 0.02 mSv (2 mrem) in any one hour or 1 mSv
(100 mrem) in a year to the maximally exposed member of the public.

d. Area Surveys. Most fixed and portable gauge licensees are not required to
perform routine surveys. Surveys of fixed gauges are required when the licensee
(or its licensed contractor) installs, removes, or relocates a gauge. Generally,
portable gauge licensees are only required to perform surveys if they are
authorized to perform maintenance involving the removal of the source rod, or the
device's shielding.

If practical, observe how licensees conduct any required surveys to determine the
adequacy of such surveys. Note the types of any instruments used, and whether
they are designed and calibrated for the type of radiation being measured. (See
FE-5)

e. Leak Tests. Verify that leak tests of sealed sources are performed at the required
frequency. Also verify that leak test samples are analyzed in accordance with the
license requirements.

1. If records of leak test results show contamination in excess of the regulatory
requirements, then verify that the licensee made appropriate notifications
and removed the source from service.

f. Storage and Disposal of Gauges Removed From Service. Determine if the
licensee has gauges that have been removed from service. Verify that the gauges
are stored and controlled in a secure and safe manner, and that radiation levels in
unrestricted areas surrounding the storage area do not exceed the limits of 10 CFR
20.1301, "Dose Limits for Individual Members of the Public."

Licensee personnel should be aware of the presence of the device and the need to
prevent unauthorized disposal or abandonment.

Typically, gauge licensees dispose of devices either by returning the device to the
manufacturer or by transfer to another appropriately licensed person. Verify that
any person to whom the licensee has transferred gauges was properly licensed to
receive them.

If the licensee transfers gauges to a burial site for offsite disposal, assess the
licensee's procedures and records to verify that each shipment is accompanied by
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a shipment manifest that includes all the required information. Also assess the
licensee's procedures and records to verify that each package intended for
shipment to a licensed land disposal facility is labeled, as appropriate, to identify it
as Class A, B, or C waste in accordance with the classification criteria of 10 CFR
61.55 [Subsection III.A.2 of Appendix G to Part 20].

For additional guidance relating to the evaluation of radiation safety programs and
personnel dosimetry, refer to Inspection Procedure (IP) 83822, "Radiation Protection."

03.05 FE-5: The licensee should provide radiation instrumentation in sufficient number,
condition, and location to monitor accurately radiation levels in areas where licensed
material is used and stored

Gauge licensees should either possess, or have access to, radiation survey equipment.
Equipment and instrumentation should be appropriate to the scope of the licensed
program.

a. Verify that the instrumentation has the appropriate range of use. Also verify that
the survey instruments are calibrated at the appropriate frequency and checked for
operability before use. Survey and monitoring instruments must be appropriately
calibrated for the types and energies of radiation to be detected.

03.06 FE-6: The licensee should ensure that workers are knowledgeable of radiation
uses and safety practices; skilled in radiation safety practices under normal and accident
conditions; and empowered to implement the radiation safety program

Authorized Users

Authorized users may either be named in the license application or be appointed by the
licensee, depending on the type of license issued and/or the wording in the license. For
those appointed by the licensee, verify that the authorized user is trained in accordance
with the approved criteria and has knowledge commensurate with operational duties.
Typically, successful completion of one of the following is considered as evidence of
adequate training and experience for operating gauging devices:

* Gauge manufacturer's course for users; or

" Equivalent course that meets Appendix D criteria in either NUREG 1556, volume 1,
Program-Specific Guidance About Portable Gauge Licenses" or NUREG 1556,
volume 4, Program-Specific Guidance About Fixed Gauge Licenses"

Authorized users are required to either be physically present or to otherwise supervise the
use of gauges. The level of supervision will depend on the wording in the license
conditions or regulations. Some licenses have conditions such as "... used by or under the
supervision of...," For some licenses that have the condition "... under the direct
supervision of ... ," the authorized user must be physically present at the facility for easy
contact or to observe the individual(s) working. Another phrase used is" ... may only be
used by... ". Finally, "... under the direct supervision and physical presence of... "means

Issue Date: 11/25/03 -9- IP 87124



the authorized user must directly supervise and be present at the work station.
Considering the many license condition phrases, the inspector must exercise judgment to
interpret the role of the authorized users.

When the wording of the license condition is" ... used by or under the supervision of ...

an authorized user named on the license is considered to be supervising the use of
licensed materials when he or she directs personnel in the conduct of operations involving
the licensed material. This does not imply that the authorized user must be present at all
times during the use of such materials. The authorized user is responsible for assuring
that personnel under his/her supervision have been properly trained and instructed and is
responsible for the supervision of operations involving the use of licensed materials,
whether he or she is present or absent.

General Training

Determine that appropriate training and initial instructions are being accomplished as
specified in the license and/or regulations. The inspector must verify that appropriate
training is provided to authorized users (including the RSO), other persons using licensed
materials, and other licensee employees who may have unescorted access to licensed
materials or to restricted areas.

The requirements for certain kinds of training and instruction are found in the regulations,
while the procedures for their implementation are generally found in the procedures
included in the license's "tie-down" condition. Discuss with the licensee how, and by
whom, training is conducted, and the content of the training provided to workers (generally
found in the license application).

Generally, most gauge licensee employees are not likely to receive an occupational dose
of more than 1 mSv (100 mrem) in a year. The only exception would likely be a licensee
that performs an extensive amount of maintenance on it own gauges. Verify that initial
instructions have been given to workers, if any, who are likely to receive more than 1 mSv
(100 mrem) in a year. For this kind of training, it is the licensee management's
responsibility to inform the workers of precautions to take when entering a restricted area,
kinds and uses of radioactive materials in that area, exposure levels, and the types of
protective equipment to be used. The workers should also be informed of the pertinent
provisions of DEP regulations and the license, and the requirement to notify management
of conditions observed that may, if not corrected, result in a violation of DEP requirements.
Also verify that authorized users and workers understand the mechanism for raising safety
concerns.

Through interview of one or more users of radioactive materials (other than the RSO)
determine that they possess the adequate knowledge and understanding of the licensee's
operating and emergency procedures. The interviews should include discussions about
actual or hypothetical emergency conditions in order to assess the worker's response to
such conditions. Observe licensed activities in progress or a demonstration of activities to
assess the worker's understanding of the radiation protection requirements associated with
their assigned activities.

Operating and Emergency Procedures
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Operating and emergency procedures will be found in license applications and may vary
from step-by-step procedures to more generalized procedures for lower-inspection-priority
licenses. The emergency procedures will be approved by the DEP, and reviewed and
updated by the licensee. Any revision requires an amendment to the license.

Verify that licensee personnel are knowledgeable of the operational procedures by
observing the performance of tasks at selected work stations and by a comparison of their
performance with established procedures. Assess the licensee's emergency procedures to
determine that these procedures are as approved by or described to DEP. Through
interview of workers, verify that licensee personnel understand and implement the
established procedures and are aware of procedural revisions.

Licensees should be aware of relative radiological risks and not try to protect the device to
the extent that they would be subjected to fire or other life-threatening situations (e.g.,
attempting to rescue a portable gauge from the path of approaching soil compacting
equipment.)

Some licensees may have agreements with other agencies (i.e., fire, law enforcement, and
medical organizations) regarding response to emergencies. Through interviews of licensee
officials, determine what actions the licensee has taken to ensure that such agencies
(involved in such agreements) understand their roles in emergency responses.

Postingq and Labelinq

Through observation, verify that proper caution signs are being used at access points to
areas containing radioactive materials and radiation areas. Through observation of
labeling on packages or other containers, verify that the proper information (e.g., isotope,
quantity, and date of measurement) is recorded. Areas with radiation hazards should be
conspicuously posted, as required by 10 CFR 20.1902.

Through observation, verify that applicable documents, notices, or forms are posted in a
sufficient number of places to permit individuals engaged in licensed activities to observe
them on the way to or from any particular licensed activity location to which the postings
would apply.

03.07 FE-7: The licensee's management system should be appropriate for the scope of
use and should ensure awareness of the radiation protection program: that audits for
ALARA practices are performed; and that assessments of past performance, present
conditions, and future needs are performed, and that appropriate action is taken when
needed

The DEP holds the licensee responsible for the radiation protection program; therefore, it is
essential that strong management controls and oversight exist to ensure that licensed
activities are conducted properly. Management responsibility and liability are sometimes
under emphasized or not addressed in applications and are often poorly understood by
licensee employees and managers. Senior management should delegate to the RSO
sufficient authority, organizational freedom, and management prerogative to communicate
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with and direct personnel regarding DEP regulations and license provisions and to
terminate unsafe activities involving byproduct material.

Through observations, interviews and the review of selected records, determine that senior
licensee management is fulfilling its responsibility of ensuring the effective operation of the
radiation safety program. Specific areas of management focus should include:

" Maintaining awareness of significant events such as the loss or theft of licensed
materials.

" Maintaining radiation safety, security and control of radioactive materials, and
compliance with regulations.

" Committing adequate resources (including space, equipment, personnel, time,
and, if needed, contractors) to the radiation protection program to ensure that
members of the public and workers are adequately protected from radiation
hazards and that compliance with regulations is maintained.

" Obtaining prior written consent from the Department before transferring control of
the license.

" Notifying the Department in writing, immediately following filing of petition for
voluntary or involuntary bankruptcy (10 CFR 30.34(h)).

* Assuring the appropriate response, when applicable, to generic communications
from DEP.

* Assuring that adequate provisions have been made to fund the safe and effective
decommissioning of licensee facilities (10 CFR 30.35).

" Notifying DEP of the decision to discontinue licensed activities orto decommission
a facility in which licensed activities took place (10 CFR 30.36).

" Notifying DEP of defects or other radiation safety equipment malfunctions in
accordance with the requirements of 10 CFR, Part 21.

" Maintaining awareness of issues and measures to ensure worker performance and
safety are not being compromised due to safety significant human performance
issues.

a. RSC (where required or used). Through the review of records, and interviews of
the RSO and RSC members, determine that the committee is made up of a
representative from each type of program area, the RSO, and a representative
from management. If practical, attend and observe the conduct of an RSC
meeting. Review meeting minutes (and interview selected committee members
when practical) to determine the committee's effectiveness. Determine that the
RSC meets at the required frequency as specified in the license application, other
commitment documents, or in a specific license condition. Topics of discussion
during committee meetings should include ALARA reviews, incidents, generic
communications, authorized users and uses, waste issues, audits, etc.

Determine if the committee has been assertive in seeking out areas needing
improvement, rather than just responding to events and information from outside
sources. Determine whether the RSC has recommended any specific actions and
assess the implementation of those recommendations. The inspector's review
should be of sufficient depth and detail to provide an overall assessment of the
committee's ability to identify, assess, and resolve issues. Also consider the
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effectiveness of the RSC to communicate the results of audits and trend analyses
to appropriate personnel performing licensed activities.

b, RSO. Through the review of records, and interviews of the RSO and authorized
users, verify that the RSO has been appointed by licensee management, identified
on the license, and is responsible for implementing the radiation safety program.
Determine, through interviews, that this individual is knowledgeable about the
program, and ensures that activities are being performed in accordance with
approved procedures and the regulations. Determine that, when deficiencies are
identified, the RSO has sufficient authority, without prior approval of the RSC or
licensee management, to implement corrective actions, including termination of
operations that pose a threat to health and safety.

Determine that the knowledge and training of any radiation safety staff are
commensurate with their assigned duties. Verify that the radiation safety staff
levels, including numbers and types of positions, are as described in the license
application.

1. If the inspector identifies high staff turnover or prolonged shortfalls in staffing
levels, through interviews and observation determine if these shortfalls have
had a negative impact on licensee performance.

2. If so, discuss these findings with the RSO and senior licensee management
to determine the source of the staffing issues and the licensee's plans to
address the deficiency. The issue should also be brought to the attention of
regional management.

c. Audits. Through reviews of audit records and interviews, verify that the radiation
safety program content and implementation is reviewed at least annually. The
results of all audits must be documented in accordance with 10 CFR
20.2102(a)(2). Examine these records with particular attention to deficiencies
identified by the licensee's auditors, and note any corrective actions taken as a
result of deficiencies found.

1. If no corrective actions were taken, determine why the licensee disregarded
deficiencies identified during audits.

2. Determine if the lack of corrective actions caused the licensee to be in non-
compliance with regulatory requirements.

87124-04 REFERENCES

A listing of IMCs and IPs, applicable to the inspection program for materials licensees, can
be found in IMC 2800. These documents are to be used as guidelines for inspectors in
determining the inspection requirements for operational and radiological safety aspects of
various types of licensee activities.

END
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ENCLOSURE 27



DEP INSPECTION MANUAL
INSPECTION PROCEDURE 87125

MATERIALS PROCESSOR/MANUFACTURER PROGRAMS

PROGRAM APPLICABILITY: 2800

87125-01 INSPECTION OBJECTIVES

01.01 To determine if licensed activities are being conducted in a mannerthat will protect
the health and safety of workers and the general public.

01.02 To determine if licensed programs are being conducted in accordance with
Department of Environmental Protection (DEP) requirements.

01.03 To determine if the licensee is manufacturing sources or devices in accordance
with statements made to DEP.

87125-02 INSPECTION REQUIREMENTS

This inspection procedure (IP) contains the standard requirements and guidance for
inspections of materials processor/manufacturers. For the purpose of this IP, materials
processor/manufacturers are those licensees that process raw material and/or sources and
distribute those processed materials and sources to users as finished products. Examples
are major radiopharmaceutical processor/manufacturers (not radiopharmacies), sealed
source fabricators, device manufacturers, and other manufacturing licensees that use
irradiated bulk quantities of raw materials or sources. This IP does not apply to inspection
of distributors that are not involved in the processing of raw materials or sources, nor
manufacturing of devices.

The review of the licensed activities will be commensurate with the scope of the licensee's
program. The inspector's evaluation of a licensee's program will be based on direct
observation of work activities, interviews with workers, demonstrations by workers
performing tasks regulated by DEP, and independent measurements of radiation
conditions at the facility, rather than exclusive reliance on a review of records. Inspections
of materials processors/manufacturers differ from other materials inspections in a
significant manner. In addition to the routine objectives of an inspection, these inspections
also ensure that sources and devices manufactured by the licensee conform to the
provisions of the registration certificate and the commitments made in the application at the
time the source or device was registered (by NRC or an Agreement State). The inspection
is the main source of information to the Department that the manufacturer is still making
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sources and devices as authorized in the license and registration certificate. The
inspection should determine whether the licensee is deviating from the provisions of the
registration certificate and the processes and procedures, as described in the references
listed in the source or device registration certificates. The manufacturer must have copies
of the registration certificate as well as the references available in order to be able to meet
the provisions of the certificate and the commitments that the licensee made in the
application. The inspector should use these documents to supplement the directions in the
Inspection Procedure with product specific information.

The structure and the emphasis of the inspection will be on the following Focus Elements
(FE) that describe the outcomes of an effective materials processor/manufacturer radiation
safety program:

02.01 The licensee should control access to and prevent loss of licensed material so as
to limit radiation exposure to workers and members of the public to values below 10 CFR
Part 20 limits.

02.02 The licensee should maintain shielding of licensed materials in a manner
consistent with operating procedures and design and performance criteria for devices and
equipment.

02.03 The licensee should implement comprehensive safety measures to limit other
hazards from compromising the safe use and storage of licensed material.

02.04 The licensee should implement a radiation dosimetry program to accurately
measure and record radiation doses received by workers or members of the public as a
result of licensed operations.

02.05 The licensee should provide radiation instrumentation in sufficient number,
condition, and location to accurately monitor radiation levels in areas where licensed
material is used and stored.

02.06 The licensee should ensure that workers are:

a. knowledgeable of radiation uses and safety practices;
b. skilled in radiation safety practices under normal and accident conditions; and,
c. empowered to implement the radiation safety program.

02.07 The licensee's management system should be appropriate for the scope of use
and should ensure:

a. awareness of the radiation protection program;
b. that audits for ALARA practices are performed; and,
c. that assessments of past performance, present conditions and future needs are

performed and that appropriate action is taken when needed.

Usually the inspector's evaluation will examine licensee activities back to the date of the
previous inspection. However, issues preceding the last inspection should be reviewed, if
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warranted by circumstances, such as incidents, repetitive violations, or high radiation
exposures.

87125-03 INSPECTION GUIDANCE

General Guidance

The following inspection guidance is designed to assist the inspector in evaluating the
performance of the licensee's radiation safety program. The guidance is organized by the
individual focus elements described above. The timing and sequence of inspection
activities are left to the inspector's discretion based on the circumstances and conditions at
the time of the actual inspection.

Common elements to all inspections include preparation, entrance and exit meetings with
appropriate licensee management, including radiation safety committee (RSC) members
and the radiation safety officer (RSO), observations of facilities and work in progress,
independent and confirmatory surveys, and the evaluation of program scope and any
special license conditions. Specific guidance regarding these common elements can be
found in IMC 2800.

Each of the following areas should be reviewed during each inspection of all large

materials processor/manufacturers.

Specific Guidance

03.01 FE-1 :The licensee should control access to and prevent loss of licensed material
so as to limit radiation exposure to workers and members of the public to values below 10
CFR Part 20 limits

Facilities

a. Through direct observation, verify that all entrances to licensee facilities are
normally closed, locked or otherwise secured to prevent unauthorized entry. This
should include main facility gates, main building entrances, doors to waste storage
facilities, etc.

1. If any entrance or area is unsecured, determine, through interviews of
licensee staff, the reason for the area or entrance being unsecured.
Determine if the licensee failed to follow established procedures in securing
the area or if additional training of staff is needed. Determine if the
licensee's facility is configured to separate working areas from unrestricted
areas.

2. If entrances or other areas are unsecured, observe other areas where
radioactive materials are used and stored and verify that they are locked and
have limited and controlled access. Radioactive material use areas must be
under constant surveillance or physically secured.
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b. Through observations, verify that use and storage areas are locked and have
limited and controlled access. At a minimum, radioactive material use areas
should be under constant surveillance during normal business hours when
licensee personnel are present or physically secured against unauthorized access.
Storage areas should be physically secured when unattended.

Receipt and Transfer of Licensed Materials

a. Through observations and interviews of licensee personnel, verify that the
licensee: 1) properly secures package receipt areas, such as loading docks or
other shipping and receiving areas; 2) inspects packages for damage; 3) performs
appropriate package receipt surveys; 4) opens packages in a safe manner; 5)
assures that packages are properly prepared for transport; and 6) controls
packages in a secure manner prior to pickup by courier personnel or transport by
licensee personnel. If possible, observe the receipt of packages. Otherwise,
request that personnel who normally receive packages for the licensee
demonstrate package receipt processes and surveys.

1. If packages are left unattended, assess the licensee's receipt procedures,
including instructions provided to couriers, to assure that packages are being
delivered to the appropriate location(s).

2. If surveys of packages (whether during receipt or preparation for shipment)
are not adequate to verify that radiation and contamination levels are within
regulatory limits, interview licensee staff and the RSO further to assess
worker knowledge. Deficiencies regarding instrumentation should be
reviewed in more depth in Focus Element 5 (Section 03.05, below).

b. Through interviews of licensee personnel and review of selected transfer
documentation, verify that the licensee has an adequate method of determining
that recipients of radioactive shipments are licensed to receive such materials.

Inventory Control

a. Through observation, physically examine the inventory of radioactive material on
hand and review selected records of receipt and transfer to verify that quantities
and forms are as authorized on the license. Compare the possession of selected
sealed sources with inventory records. Verify that the licensee's use of byproduct
material is limited to that which is authorized in the license.

b. Through interviews of the RSO and selected licensee personnel, determine
whether the licensee has experienced any events since the last inspection,
involving lost, missing, or stolen licensed materials.

1. Review and evaluate any such incident or unusual occurrence that took
place since the last inspection. If such incidents were required to be
reported, verify, through interview of the RSO and review of event reports,
that a complete and timely report was made to the Department.
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2. For incidents or unusual occurrences that were not required to be reported,
determine whether the licensee performed sufficient investigation to identify
the cause of the incident, and took appropriate corrections to prevent
recurrence of the situation leading to the incident or unusual occurrence.

c. Reserved.

03.02 FE-2: The licensee should maintain shielding of licensed materials in a manner
consistent with operating procedures and design and performance criteria for devices and
eguipment

Process and Engineering Controls
Through observations, interviews of licensee personnel, and independent and confirmatory
surveys, assess the adequacy of glove boxes, hot cells, remote-handling devices, shields
and shielding devices, and other engineered safeguards to assure that they are adequate
for the purposes for which they are intended. Specifically:

a. For hot cells, determine that the licensee controls: the entry of personnel to hot
cells; the removal of material from process enclosures; and contamination
originating within the hot cells.

1. If any weaknesses in hot cell operations are identified, review the records of
radiation surveys and/or air monitoring around the hot cell area.

2. If records indicate elevated radiation or airborne contamination levels, review
the personnel monitoring records of individuals who worked in the area and
verify that doses are within regulatory limits and ALARA. Continue follow up
during evaluation of FE 03.04.

b. For glove boxes, determine that the licensee: periodically checks the integrity of
gloves and replaces gloves as necessary; controls the removal of material from
process enclosures; and controls contamination originating within the glove boxes.

1. If any weaknesses in glove box operations are identified, review the records
of surveys around the glove box area and extremity monitoring records of
individuals who work in the area.

2. If records indicate elevated radiation or airborne contamination levels, review
the personnel monitoring records of individuals who worked in the area and
verify that doses are within regulatory limits and ALARA. Continue follow up
during evaluation of FE 03.04.
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c. For temporary or portable shielding, verify that the licensee adequately controls the
movement of the shielding to prevent inadvertent or unauthorized removal.

d. For all processes where shielding is used, assess the adequacy of shielding during
maximum loading of hot cells and glove boxes. Determine, by surveying the areas
near manufacturing processes, the continued adequacy of shielding. If the
licensee initiates new processes in existing hot cells or glove boxes, determine
whether the licensee has evaluated the adequacy of existing shielding before
beginning the new process.

Product Shielding

Ambient radiation levels should be determined for areas normally occupied by workers. If
higher than expected readings are found, determine the source of the higher dose rates.

a. Through direct observations, interviews of licensee personnel, and independent
measurements, verify that large quantities of stock or bulk radioactive materials are
adequately shielded. Verify that such shielding cannot be easily removed or
opened. Determine whether the licensee maintains adequate lifting equipment for
such shields and that the equipment includes adequate safeguards to prevent
dropped loads.

b. Through direct observations and interviews of licensee personnel, verify that the
licensee maintains an adequate supply of shields for unit quantities of radioactive
materials, such as individual vials and manufactured sealed sources, and that
licensee personnel use the shields when handling the containers/sources. Verify
that unit shields are adequate for the quantities of radioactive materials typically
contained in them.

c. Randomly select a number of finished products/devices that are ready for
distribution and verify that the external radiation levels are consistent with expected
values.

1. If higher than expected levels are noted, verify that the shielding included in
prepared, distributed products conforms to that described in the license
documents, as appropriate.

2. Verify that the licensee has not made changes to the size, shape, or contents
(i.e., lead versus stainless steel) of the shielding materials without prior
approval of the Department, NRC or an Agreement State.

Routine and Non-Routine Maintenance

By interviewing selected maintenance personnel, review the licensee's maintenance
practices for equipment and components that include shielding for radiological safety.
Determine that maintenance personnel verify, either through their own or health physics
staff surveys, that radiological conditions are within acceptable limits prior to the removal of
shielding from process equipment, entering rooms or areas (such as bunkers or hot cells)
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normally posted as high radiation or very high radiation areas, or entering tanks or vessels
that normally contain or have contained radioactive materials. Verify that shielding
removed for maintenance and opened manways are properly replaced prior to lifting of
maintenance holds when equipment is returned to service.

For maintenance activities that include potentially significant radiological conditions, such
as high dose rates (>100 millirem [1 mSv] per hour general area or > 1 rem [10 mSv] per
hour contact) or contamination levels (>100,000 disintegrations per minute [1667 Bq] per
100 square centimeters), determine whether the licensee has established more stringent
requirements, such as more detailed pre-job briefing of personnel, additional protective
clothing, and/or constant job coverage by a health physics technician.

Area Radiation Surveys

Through interviews of selected licensee personnel, including the RSO, verify that the
licensee has established schedules for periodic surveys of work and storage areas of the
facility site; verify that surveys are conducted using approved procedures; review a random
selection of survey records to verify that surveys are performed according to schedules;
verify that the survey results are reviewed by appropriate supervision; and verify that
corrective actions have been taken, as appropriate. Attempt to observe surveys in
progress by licensee personnel. Determine the adequacy of the surveyor's knowledge in
checking the survey instrument for proper operation with a dedicated check source and in
the use of the instrument for conducting radiation surveys. Verify specifically that schedule
and procedural requirements for surveys are adequate to demonstrate compliance with the
regulations and with pertinent license requirements. Determine whether due consideration
is given to energy, beta exposure, and extremity exposure, and whether neutron surveys
are performed if appropriate.

Request that licensee personnel spot-check radiation levels in selected areas using the
licensee's instrumentation. Compare the results with those obtained using the
Department's instruments.

03.03 FE-3: The licensee should implement comprehensive safety measures to limit
other hazards from compromising the safe use and storage of licensed material

The inspector should be attentive to potential industrial safety hazards, for referral to the
U.S. Department of Labor's Occupational Safety and Health Administration (see Manual
Chapter 1007). The focus should be on potential non-radiological hazards personally
observed or brought to the inspector's attention by licensee staff.

a. Fire Protection. In many cases, the risk posed to radiological safety by fires is
comparable to or exceeds the risk from other events involving licensed activities.
During the course of inspection of the licensee's facilities, be alert to potential fire
hazards. An effective licensee fire protection program should (1) prevent fires from
starting, (2) rapidly detect, control, and extinguish those fires that do occur, and (3)
provide protection for structures, systems, and components important to safety so
that a fire that is not promptly extinguished by fire suppression activities will not
prevent the licensee from taking actions to safely control licensed material and
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prevent the spread of contamination and unnecessary exposures to workers orthe
public.

Through observation and discussion with the licensee, while touring the facilities,
assess firesafe conditions and equipment, i.e., that: (1) work areas are generally
uncluttered and free of combustible debris, (2) incompatible materials (i.e.,
materials labeled as "corrosive", "flammable", or "oxidizer") are isolated from each
other and enclosed by fire resistant barriers, (3) fire detection systems are
operable, (4) fire suppression systems are operable, (5) portable fire extinguishers
are unexpired (check maintenance tags), (6) electric switches and electric motors
are explosion-proof, arc welders or open flames are administratively controlled in
work areas that also contain flammable or combustible liquids or gases or highly
reactive chemicals, and that (7) the local fire department is involved with the
licensee's fire protection program.

Any problems/deficiencies noted should be promptly brought to the licensee's
attention and discussed with Regional management.

b. Industrial/Chemical Hazards. Through observations and interviews of licensee
personnel, determine that the licensee controls the use/storage of hazardous
(corrosive or combustible) chemicals near process equipment that could degrade
their performance or render safety features inoperable. If the licensee is required
to implement an emergency plan, verify that the plan includes these hazards, as
appropriate, as initiating events.

c. Transportation. Verify that licensed material is packaged and transported (or
offered for transport) in accordance with 10 CFR Part 71 and U. S. Department of
Transportation (DOT) regulations for transportation of radioactive materials.

1. Observe the preparation of radioactive materials for shipment. Verify that the
proper packaging is used for the type of materials/devices shipped. Verify
that the licensee properly marks and labels packages in accordance with
DOT requirements. Verify that the licensee performs appropriate
examinations to confirm that package radiation and contamination levels are
within applicable DOT limits prior to offering them for transport. Verify that
proper shipping papers are prepared for each package/shipment and that, if
necessary, the licensee maintains and offers appropriate placards to
common carriers.

2. If the licensee tests and certifies its own DOT Type A packaging materials,
review test procedures and required certification documentation for selected
packages. Verify that the packaging materials are used in the same or
similar configurations as in their certification testing.

3. Verify that any DOT Type B containers are used in accordance with their
Certificates of Compliance (COCs) issued by the NRC. The licensee must
maintain copies of the COCs for the packages.that it has used and ensure
that it follows the instructions and limitations of the COCs when preparing the
packages for shipment.
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4. If the licensee reported any transportation incidents, review the licensee's
actions in response to the incidents.

d. Operational Limits. Verify that the licensee operates process equipment within the
equipment manufacturer's or industry consensus operational limits. Such limits
may include temperature, humidity, vibration, or radiological considerations. In
addition, such equipment may be subject to periodic preventative maintenance
requirements/recommendations. If so, verify that such maintenance is performed.

03.04 FE-4: The licensee should implement a radiation dosimetry program to accurately
measure and record radiation doses received by workers or members of the public as a
result of licensed operations

A radiation dosimetry program includes all of the licensee's activities that measure the
radiation dose to workers and members of the public as the result of licensed activities.
These activities would include for example, the measurement of quantities of licensed
materials present, radiation and contamination levels, and the concentration of licensed
materials in effluent streams.

a. Through interviews of the RSO, determine whether the licensee had made a
prospective analysis of anticipated annual doses (internal and external) to workers.
If the licensee's analysis indicated that monitoring was not required, verify the
assumptions and outcomes.

b. If the licensee monitors worker exposures (internal and external), notwithstanding a
prospective analysis indicating that monitoring was not required, review selected
reports of monitoring results. Verify, based on the review of reports of monitoring
results, that worker doses adequately reflect the nature and scope of the licensee's
activities.

1. If monitoring results do not reflect the nature and scope of the licensee's
activities, or if there is wide variability in the range of doses for specific job
categories (i e., one worker consistently receives significantly more exposure
than all other workers each month), discuss this variability with the RSO to
determine that he/she is aware of the disparity.

2. Through interviews of workers and observations of activities in progress,
determine the basis for the disparity in doses or verify the RSO's assessment
of the disparity.

c. Through interviews of workers and observations of activities in progress, verify that
radiation monitors are worn appropriately and are recording the highest dose for
which they are intended.
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1. If monitors are not (or cannot be) worn in the most appropriate location to
record the highest dose received by the individual(s), through interviews of
the RSO, verify that the licensee has performed assessments (through
surveys, calculation, or both) of occupational exposures received and
adjusted the dose of record for the worker(s).

2. Review the results of the licensee's assessment and verify the assumptions
and outcomes. Verify that the dose of record for the affected worker(s) has
been adjusted and that the adjusted dose is within the applicable regulatory
limit and ALARA.

d. Through interviews of the RSO and review of records of external monitoring
results, determine whether processing (collection, process, and assessment) of
monitoring devices is being performed in a timely manner.

e. Through interviews of the RSO and workers who handle volatile radionuclides
(e.g., radioiodine), verify that the licensee has established an appropriate
monitoring frequency for the identification of intakes of radioactive materials.
Verify that the licensee has established administrative action levels for
investigating intakes. Through a review of bioassay records, verify that, when
those levels are exceeded, the licensee appropriately investigates the intakes.
Verify that the licensee's process for converting intake measurements to dose uses
appropriate calculations and methodologies.

f. Through observations of facilities and activities in progress, interviews of the RSO
and workers, independent and confirmatory measurements, and reviews of records
of licensee evaluations, verify that the licensee effectively uses procedures and
engineering controls to maintain doses to members of the public and radiation
levels in unrestricted areas within regulatory limits and ALARA.

g. Through observations of facilities and activities in progress, interviews of the RSO
and workers, and reviews of records of air monitoring results and licensee
evaluations, verify that licensee releases of gaseous radioactive effluents to
unrestricted areas are within the constraint value. Verify that air sampling
equipment is calibrated and operational, and that sampling lines are intact and
draw from their intended collection points.

h. Through observations, and interviews of licensee personnel, including the RSO,
determine whether the licensee periodically monitors in-line ventilation filtration
systems for saturation. Determine whether filter systems are monitored for
differential pressure to ensure that there is no bypass of the filters, including
perforations/channels and worn or degraded seals.

Through observations, independent measurements, and interviews of licensee
personnel, including the RSO, determine whether the licensee periodically
monitors the flow rates of fume and laminar flow hoods used to process licensed
materials. Verify that licensee staff use calibrated instruments to measure flow
rates. Verify that hood flow rates are adequate to prevent outflow of volatile,
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gaseous, and particulate materials into work areas, including the prevention of high
eddy currents originating from excessive hood flow rates.

j. Through observations, verify that respiratory protection equipment is certified by
NIOSH/MSHA or otherwise approved by the Department. Determine that the
licensee has selected the proper equipment for its licensed operations. Through
interviews of the RSO, determine that the licensee has established a maintenance
and training program for the use of respiratory protection equipment. Through
interviews of selected workers who have used, or are designated/approved to use,
respiratory protection equipment, determine that they are individually fitted for the
type of respirators that they are expected to use and that respiratory equipment is
operationally tested immediately prior to each use.

k. Through reviews of dosimetry reports and annual licensee evaluations of public
dose, and interviews of the RSO and selected licensee personnel, verify that the
licensee has not experienced any events, since the last inspection, involving
exposures to occupational workers or members of the public that were in excess of
any regulatory limit.

1. Review and evaluate any such incident or unusual occurrence that took
place since the last inspection. If such incidents were required to be
reported, verify, through interview of the RSO and review of event reports,
that a complete and timely report was made to the Department.

2. For incidents or unusual occurrences that were not required to be reported,
verify that the licensee performed sufficient investigation to identify the cause
of the incident, and took appropriate corrections to prevent recurrence of the
situation leading to the incident or unusual occurrence.

03.05 FE-5: The licensee should provide radiation instrumentation in sufficient number,
condition, and location to accurately monitor radiation levels in areas where licensed
material is used and stored

a. Through observations of portable radiation detection and measurement equipment
in use and available for use, determine whether the quantity and type are adequate
for the licensee's radiation detection and measurement needs. Verify that
instruments used to meet regulatory requirements (area and transportation
surveys) have been calibrated.

b. If the licensee uses a vendor to calibrate instruments, verify through interviews of
the RSO that the vendor is authorized by the Department, NRC or an Agreement
State to perform that service.

c. Through interviews and demonstrations, determine that licensee personnel who
perform in-house instrument calibrations are knowledgeable of the calibration
procedures for each type of instrument used by the licensee. Verify that
calibrations include a determination of "as found" condition before adjustments are
made. Verify that personnel understand how to maintain their doses (deep dose
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and extremity) ALARA during calibration procedures, especially if large activity
sealed sources are used.

d. If the licensee performs maintenance/repair on survey instruments, through
interviews of appropriate licensee personnel and the RSO, determine whether the
licensee possesses instrument manufacturer manuals and that any replacement
parts used are "like-for-like."

e. Through observations and demonstrations, determine whether selected licensee
survey instruments in use and available for use are operational (battery check) and
respond appropriately to radiation (instrument source check). Compare licensee
instrument readings to DEP's instrument. Verify that licensee's instrument
response is comparable to DEP's instrument (+20%).

f. Through interviews of the RSO and workers, and by observation, determine that
licensee has a system for tagging out inoperable and out-of-service survey
instruments.

g. Through observations and interviews of the RSO and workers, verify that the
licensee's instrumentation for performing in vivo bioassay measurements is
adequate for those measurements. Determine that bioassay probes and scalers
are compatible. Determine that licensee staff perform a response check using
appropriate sources (such as a barium-1 33 source to simulate iodine-1 31) and a
suitable background measurement before taking bioassay measurements.

h. Through observations and interviews of selected licensee personnel, determine the
type and quantity of radiation laboratory instrumentation used by the licensee, such
as liquid scintillation counters, alpha/beta counters, and gamma counting systems.
Determine if the types of laboratory equipment are appropriate for the samples
being analyzed and the sensitivity required. Determine if the laboratory
instrumentation is calibrated for the appropriate geometries of the samples to be
analyzed and is routinely checked for proper operation. Determine whether the
licensee maintains calibration records, control charts, and maintenance and repair
records to demonstrate proper operation of laboratory instrumentation.

03.06 FE-6: The licensee should ensure that workers are knowledgeable of radiation
uses and safety practices: skilled in radiation safety practices under normal and accident
conditions; and empowered to implement the radiation safety program

a. Authorized Users. Authorized users may either be named in the license
application or be appointed by the licensee, depending on the type of license
issued and/or the wording in the license. For those appointed by the licensee,
verify through interviews that the authorized user has knowledge commensurate
with operational duties. In cases where users are specified by license condition,
determine that the licensed materials they use conform to the license condition.

Determine that the authorized users are personally performing or, if permitted in
the license, supervising, the authorized work, rather than someone else not named
in the license. The level of supervision will depend on the wording in the license
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conditions or regulations. Some licenses have conditions such as "... used by or
under the supervision of ...." For other types of licensees, supervision is defined in
the regulations. For some licenses that have the condition "... under the direct
supervision of ..," the authorized user must be physically present at the facility, for
easy contact or to observe the individual(s) working. Another phrase used is "...
may only be used by ....." Finally, "... under the direct supervision and physical
presence of ..." means the authorized user must directly supervise and be present
at the work station. CAUTION: Considering the many license condition phrases
and regulations, exercise judgment when assessing the role of the authorized
users.

When the wording of the license condition is "... used by or under the supervision
of ...," an authorized user named on the license is considered to be supervising the
use of licensed materials when he/she directs personnel in the conduct of
operations involving the licensed material. This does not mean that the authorized
user must be present at all times during the use of such materials. The authorized
user/supervisor is responsible for assuring that personnel under his/her supervision
have been properly trained and instructed, and is responsible for the supervision of
operations involving the use of licensed materials whether he/she is present or
absent.

b. General Training. Certain kinds of training and instruction are found in the
regulations; how they are implemented will be found in the license. Discuss with
the licensee how, and by whom, training is conducted and the content of the
training provided to workers (generally found in the license application).

1. 10 CFR Part 19-Required Training. Verify, through interviews of selected
licensee personnel, that initial instructions have been given to individuals
who, in the course of employment, are likely to receive in a year an
occupational dose in excess of 1 mSv (100 mrem). Under the basic
instructions, it is management's responsibility to inform the workers of
precautions to take when entering a restricted area, kinds and uses of
radioactive materials in that area, exposure levels, and the types of
protective equipment to be used. The workers should also be informed of
the pertinent provisions of DEP's regulations and the license, and the
requirement to notify management of conditions observed that may, if not
corrected, result in a violation of DEP requirements. Also verify that
authorized users and workers understand the mechanism for raising safety
concerns.

2. Training Required by License Commitments. Of the training program
elements in the license application, training given to authorized users, and
those individuals under the supervision of authorized users, is of primary
importance. Through interviews of one or more users of radioactive
materials, assess their understanding of the training that they have received,
both in the basic instructions and that specified in the license application.
For some licensees, this includes specific training needed to perform
infrequent procedures and prepare and use radioactive material in research
studies or in production. Note that the training should be (and in most cases
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is required to be) provided to workers before the individual's performance of
licensed activities.

Through observation of related activities and discussions with selected
licensee personnel, verify that they actually received radiation safety training.
Authorized users and supervised individuals should understand the radiation
protection requirements associated with their assigned activities. The
licensee's radiation safety training may include, but is not limited to,
demonstrations by cognizant facility personnel, formal lectures, testing, films,
and "dry runs" for more complex or hazardous operations.

Determine if ancillary workers (such as janitorial or clerical staff), contract
workers, and visitors are informed about basic radiation safety practices for
the type of material used by the licensee.

Determine, by observing and interviewing workers, if training and experience
are adequate to enable users to safely undertake activities authorized by the
license and whether they are aware of the risks involved. Examine the
licensee's program for on-the-job training of new workers. Determine if there
is adequate retraining for workers to cover regulation changes and/or
radiation safety program changes that affect the workers. Review workers'
knowledge of the risks associated with the licensed activities.

c. Operatinq and Emergency Procedures. Operating and emergency procedures will
be found in license applications and may vary from step-by-step procedures to
more generalized procedures for licensees with lower inspection priority. The
emergency procedures may be approved by DEP and reviewed and updated by
the licensee. However, licensees who follow the guidance in the appropriate
NUREG 1556 series will likely develop procedures, including emergency
procedures that have not received specific DEP review and approval.

Review and assess the licensee's process for controlling documents (procedures)
and making revisions to procedures. Revisions to operating procedures should be
reviewed by licensee health physics staff to ensure that the revisions do not
adversely affect radiological safety. Select a sample of operating or process areas
and determine that pertinent procedures are available to personnel, are current,
and are in use in those selected areas. If no operations are being performed, ask
workers to describe their work and the procedures that govern their work activities.
Determine whether process activities use procedures for reference or are required

to be used "in-hand."

During interviews of selected licensee personnel, assess the worker's knowledge
and understanding of the licensee's emergency procedures, through proposed
hypothetical emergency scenarios (i.e., "what if" questions). The scenarios should
include those types of accidents appropriate to the licensee's program (e.g.,
contaminated packages identified during receipt surveys, fires, contamination
events involving large quantities (100 millicuries [3.7 GBq] of iodine-1 31 or I curie
[37 GBq] of technetium-99m)).
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If the licensee is required to have and implement an emergency plan, assess in-
plant procedures for handling accidents including evacuation, prevention of spread
of contamination, securing sources, handling accident victims, and any other major
portions of the emergency plan. Verify, by discussions with workers, and review of
procedures, that the emergency plan has been implemented and is being
maintained. Verify that lines of communication with outside organizations that may
be called on to assist in an emergency are current and tested. Ensure that biennial
emergency plan drills and/or exercises include observation by DEP staff.

Some licensees may have agreements with other agencies (e.g., fire, law
enforcement, and medical organizations) regarding response to emergencies.
Discuss with the licensee's representatives what has been done to ensure that
agencies (involved in such agreements) understand their roles in emergency
responses.

d. Posting and Labeling. Determine through observation whether proper caution
signs are being used at access points to areas containing radioactive materials,
radiation areas, and those areas containing airborne radioactive materials. Section
20.1903 provides exceptions to posting caution signs. When applicable, randomly
examine signals and alarms to determine proper operation. Observe labeling on
randomly selected packages or other containers to determine that proper
information (e.g., isotope, quantity, and date of measurement) is recorded.

Areas with radiation hazards should be conspicuously posted, as required by 10
CFR 20.1902. Depending on the associated hazard, controls may include tape,
rope, or structural barriers to prevent access. If volatile radioactive materials are
used in an area, such an area should be controlled for airborne contamination.
H, igh radiation areas should be strictly controlled to prevent unauthorized or
inadvertent access. Such controls may include, but are not limited to, direct
surveillance, locking the high-radiation area, warning lights, and audible alarms.
Areas occupied by radiation workers for long periods of time and common-use
areas should be controlled in accordance with licensee procedures and be
consistent with the licensee's ALARA program.

Examine locations where notices to workers are posted. Applicable documents,
notices, or forms must be posted in a sufficient number of places to permit
individuals engaged in licensed activities to observe them on the way to or from
any particular licensed activity location to which the postings would apply.

03.07 FE-7: The licensee's management system should be appropriate for the scope of
use and should ensure awareness of the radiation protection program; that audits for
ALARA practices are performed; and that assessments of past performance, present
conditions, and' future needs are performed, and that appropriate action is taken when
needed

The Department holds the licensee responsible for the radiation protection program;
therefore, it is essential that strong management controls and oversight exist to ensure that
licensed activities are conducted properly. Management responsibility and liability are
sometimes under emphasized or not addressed in applications and are often poorly
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understood by licensee employees and managers. Senior management should delegate
tothe RSO sufficient authority, organizational freedom, and management prerogative to
communicate with and direct personnel regarding DEP regulations and license provisions
and to terminate unsafe activities involving byproduct material.

Through observations, interviews and the review of selected records, determine that senior
licensee management is fulfilling its responsibility of ensuring the effective operation of the
radiation safety program. Specific areas of management focus should include:

" Maintaining awareness of significant events such as the loss or theft of licensed
materials.

* Maintaining radiation safety, security and control of radioactive materials, and
compliance with regulations.

* Committing adequate resources (including space, equipment, personnel, time,
and, if needed, contractors) to the radiation protection program to ensure that
members of the public and workers are adequately protected from radiation
hazards and that compliance with regulations is maintained.

* Obtaining the DEP's prior written consent before transferring control of the
license;

• Notifying the Department's central office, immediately following filing of petition for
voluntary or involuntary bankruptcy (10 CFR 30.34(h)).

" Assuring the appropriate response, when applicable, to generic communications
from the Department or NRC.

" Assuring that adequate provisions have been made to fund the safe and effective
decommissioning of licensee facilities. (10 CFR 30.35)

" Notifying the Department of the decision to discontinue licensed activities or to
decommission a facility in which licensed activities took place. (10 CFR 30.36)

" Notifying the Department of defects or other radiation safety equipment
malfunctions in accordance with license condition where applicable.

* Maintaining awareness of issues and measures to ensure worker performance
and safety are not being compromised due to safety significant human
performance issues.

a. RSC (where required or used). Through the review of records, and interviews of
the RSO and RSC members, determine that the committee is made up of a
representative from each type of program area, the RSO, and a representative
from management. If practical, attend and observe the conduct of an RSC
meeting. Review meeting minutes (and interview selected committee members
when practical) to determine the committee's effectiveness. Determine that the
RSC meets at the required frequency as specified in the license application, other
commitment documents, or in a specific license condition. Topics of discussion
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during committee meetings should include ALARA reviews, incidents, generic
communications, authorized users and uses, waste issues, audits, etc.

Determine if the committee has been assertive in seeking out areas needing
improvement, rather than just responding to events and information from outside
sources. Determine whether the RSC has recommended any specific actions and
assess the implementation of those recommendations. The inspector's review
should be of sufficient depth and detail to provide an overall assessment of the
committee's ability to identify, assess, and resolve issues. Also consider the
effectiveness of the RSC to communicate the results of audits and trend analyses
to appropriate personnel performing licensed activities.

b. RSO. Through the review of records, and interviews of the RSO and authorized
users, verify that the RSO has been appointed by licensee management, identified
on the license, and is responsible for implementing the radiation safety program.
Determine, through interviews, that this individual is knowledgeable about the
program, and ensures that activities are being performed in accordance with
approved procedures and the regulations. Determine that, when deficiencies are
identified, the RSO has sufficient authority, without prior approval of the RSC or
licensee management, to implement corrective actions, including termination of
operations that pose a threat to health and safety.

Determine that the knowledge and training of any radiation safety staff are
commensurate with their assigned duties. Verify that the radiation safety staff
levels, including numbers and types of positions, are as described in the license
application.

1. If the inspector identifies high staff turnover or prolonged shortfalls in staffing
levels, through interviews and observation determine if these shortfalls have
had a negative impact on licensee performance.

2. If so, discuss these findings with the RSO and senior licensee management
to determine the source of the staffing issues and the licensee's plans to
address the deficiency. The issue should also be brought to the attention of
regional management.

c. Audits. Through reviews of audit records and interviews, verify that the radiation
safety program content and implementation is reviewed at least annually. The
results of all audits must be documented in accordance with 10 CFR
20.2102(a)(2). Examine these records with particular attention to deficiencies
identified by the licensee's auditors, and note any corrective actions taken as a
result of deficiencies found.

1. If no corrective actions were taken, determine why the licensee disregarded
deficiencies identified during audits.

2. Determine if the lack of corrective actions caused the licensee to be in non-
compliance with regulatory requirements.
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d. Source or Device Review. Through discussions with licensee management and
workers, and by observing licensee practices, determine whether the licensee is
manufacturing any sources or devices differently since the product was reviewed
by the NRC or an Agreement State and listed in Sealed Source and Device
Registry. In particular, ask whether recent models of a device have been changed
from previous versions (includes any changes, whether or not they affect safety),
and, if so, whether the new models were reviewed by the NRC or an Agreement
State and recorded in the registry. Verify that the devices being manufactured
conform to the registration certificate. Check to see whether the devices match
those entered into the sealed source and device registry.

1. If any devices: 1) do not have a registration certificate; 2) have been
changed since the device was registered, with no update on the registration
certificate; or 3) are not entered in the sealed source and device registry,
immediately contact the inspection supervisor.

2. Through observations and interviews of licensee personnel, determine the
nature of any unapproved device changes or unregistered devices.
Determine the licensee's basis for making the change or not registering the
device.

3. The region should then contact NRC Region 1 for further guidance. If
possible, the region should make the contact with IMNS while the inspector is
still on site, so that he/she may follow up during the remaining course of the
inspection.

Verify that the licensee submits its transfer reports (quarterly for generally licensed
devices/sources, and every five years for exempt materials) at the required
frequency. Examine selected transfer reports and verify that they contain the
required information.

Verify that distributed products include affixed, durable, and clearly visible labels
that conform to those described in the license application as well as in the sealed
sources and device registration.

e. Quality Assurance and Quality Control (QA and QC). If the licensee manufactures
sources or devices using licensed material, the licensee will have committed to
programs for QA and QC in either its license or in the device registration
documentation. Verify that the licensee is using those QA and QW programs.

Discuss the QA/QC program with members of the QA staff or management, to
determine if they are familiar with their responsibilities. Determine whether the
QA/QC program is being implemented.

Most QA/QC programs will generate audit or inspection reports. On a sampling
basis, spot-check some of these reports. If deficiencies in the licensed program
(including the source or device manufacturing process) were noted, ask the
licensee how they followed up and what corrective actions were taken to address
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the deficiencies. Determine whether the corrective actions were successful in
addressing the deficiencies. Determine whether the licensee has an effective
internal program for assuring quality in the final product and identifying problems in
its own processes.

87125-04 REFERENCES

A listing of IMCs and IPs, applicable to the inspection program for materials licensees, can
be found in IMC 2800. These documents are to be used as guidelines for inspectors in
determining the inspection requirements for operational and radiological safety aspects of
various types of licensee activities.

END
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ENCLOSURE 28



NRC INSPECTION MANUAL
INSPECTION PROCEDURE 87126

INDUSTRIAL/ACADEMIC/RESEARCH PROGRAMS

PROGRAM APPLICABILITY: 2800

87126-01 INSPECTION OBJECTIVES

01.01 To determine if licensed activities are being conducted in a manner that will protect
the health and safety of workers and the general public.

01.02 To determine if licensed programs are being conducted in accordance with
Department of Environmental Protection requirements.

87126-02 INSPECTION REQUIREMENTS

This inspection procedure (IP) contains the standard requirements and guidance for
inspections of licensees authorized for academic, research and development, and
industrial uses of limited scope (ARDL) and for non-medical broad scope licenses. IP
87125 should be followed for inspection of materials processors/manufacturers and IP
87127 should be followed for radiopharmacies.

The review of the licensed activities will be commensurate with the scope of the licensee's
program. The inspector's evaluation of a licensee's program will be based on direct
observation of work activities, interviews with workers, demonstrations by workers
performing tasks regulated by DEP, and independent measurements of radiation
conditions at the facility, rather than exclusive reliance on a review of records.

The structure and the emphasis of the inspection will be on the following Focus Elements
(FE) that describe the outcomes of an effective materials radiation safety program:

02.01 The licensee should control access to and prevent loss of licensed material so as
to limit radiation exposure to workers and members of the public to values below 10 CFR
Part 20 limits.

02.02 The licensee should maintain shielding of licensed materials in a manner
consistent with operating procedures and design and performance criteria for devices and
equipment.

02.03 The licensee should implement comprehensive safety measures to limit other
hazards from compromising the safe use and storage of licensed material.
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02.04 The licensee should implement a radiation dosimetry program to measure and
record accurately radiation doses received by workers or members of the public as a result
of licensed operations.

02.05 The licensee should provide radiation instrumentation in sufficient number,
condition, and location to monitor radiation levels accurately in areas where licensed
material is used and stored.

02.06 The licensee should ensure that workers are:

a. knowledgeable of radiation uses and safety practices;
b. skilled in radiation safety practices under normal and accident conditions; and,
c. empowered to implement the radiation safety program.

02.07 The licensee's management system should be appropriate for the scope of use
and should ensure:

a. awareness of the radiation protection program;
b. that audits for ALARA practices are performed; and,
c. that assessments of past performance, present conditions and future needs are

performed and that appropriate action is taken when needed.

In reviewing the licensee's performance, the inspector should coverthe period from the last
to current inspections. However, older issues preceding the last inspection should be
reviewed, if warranted by circumstances, such as incidents, noncompliance, or high
radiation exposures.

87126-03 INSPECTION GUIDANCE

General Guidance

The following inspection guidance is designed to assist the inspector in evaluating the
performance of the licensee's radiation safety program. The guidance is organized by the
individual focus elements described above. The timing and sequence of inspection
activities are left to the inspector's discretion based on the circumstances and conditions at
the time of the actual inspection. Furthermore, inspectors should not feel constrained by
the guidance in this procedure. If an inspector obtains information that indicates that a
problem may exist in an area within the DEP's jurisdiction that is not specifically addressed
in this procedure, the inspector should redirect, or otherwise expend, inspection effort to
address that problem.

Some of the requirement and guidance sections of this procedure instruct the inspector to
"verify" the adequacy of certain aspects of the licensee's program. Whenever possible,
verification should be accomplished through discussions, observations, and
demonstrations. An examination of the licensee's records should not be considered the
primary part of the inspection program. Rather, observations of activities in progress,
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equipment, facilities and use areas, etc., will be a better indicator of the licensee's overall
radiation safety program than a review of records alone.

In the records reviewed, look for trends such as increasing doses or effluent releases.
Records such as surveys, waste disposal, effluent releases, receipt and transfer of
licensed materials, training, utilization logs, and air sampling may be examined randomly
until the inspector is satisfied that the records are being maintained and are complete.
Other records that are more closely related to health and safety (such as personnel dose-
monitoring records and incident reports) should be examined in detail.

Common elements to all inspections include entrance and exit meetings with appropriate
licensee management, including the radiation safety officer (RSO), observations of facilities
and work in progress, independent and confirmatory surveys, and the evaluation of
program scope and any special license conditions. Specific guidance regarding these
common elements can be found in IMC 2800.

Each of the following focus elements should be reviewed as appropriate, during each
inspection of an ARDL-licensee or broad-scope licensee.

Specific Guidance

03.01 FE-I: The licensee should control access to and prevent loss of licensed material
so as to limit radiation exposure to workers and members of the public to values below
10 CFR Part 20 limits

Facilities

a. Through direct observation, determine that all entrances to licensee facilities are
normally closed, locked or otherwise secured to prevent unauthorized entry. This
should include main facility gates, main building entrances, doors to waste storage
facilities, etc.

1. If the inspector finds any entrance or area to be unsecured, the inspector
should determine, through questioning of licensee staff, the reason for the
area or entrance being unsecured. The inspector should determine if the
licensee failed to follow established procedures in securing the area or if
additional training of staff is needed. The inspector should determine if the
licensee's facility is configured to separate working areas from unrestricted
areas.

2. If the inspector finds entrances or other areas unsecured, the inspector
should examine areas where radioactive materials are used and stored.
Storage areas should be locked and have limited and controlled access.
Radioactive material use areas should be under constant surveillance or
physically secured.

b. Through observations, verify that use and storage areas are locked and have
limited and controlled access. At a minimum, radioactive material use areas
should be under constant surveillance during normal business hours when
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licensee personnel are present or physically secured against unauthorized access.
Storage areas should be physically secured when unattended.

c. Evaluate licensee practices regarding access controls including control of keys and
access codes to ensure only currently authorized individuals have access to
licensed materials.

d. Ensure licensee practices include testing of interlock systems, as applicable (such
as for hot cells).

e. Examine airflow patterns and building air intakes for potential of spreading
contamination, and for releases or doses in excess of regulatory limits.

Receipt and Transfer of Licensed Materials

a. Through observations and interviews of licensee personnel, verify that the
licensee: 1) properly secures package receipt areas, such as loading docks or
other shipping and receiving areas; 2) inspects packages for damage; 3) performs
appropriate package receipt surveys; 4) opens packages in a safe manner; 5)
assures that packages are properly prepared for transport; and 6) controls
packages in a secure manner prior to pickup by courier personnel or transport by
licensee personnel. If the inspector is unable to observe the receipt of packages,
the inspector should request that personnel who normally receive packages for the
licensee demonstrate package receipt processes and surveys.

1. If packages are left unattended, the inspector should assess the licensee's
receipt procedures, including instructions provided to couriers, to assure that
packages are being delivered to the appropriate location(s).

.2. If surveys of packages (whether during receipt or preparation for shipment)
are not adequate to verify that radiation and contamination levels are within
regulatory limits, the inspector should interview licensee staff and the RSO
further to assess worker knowledge. Deficiencies regarding instrumentation
should be reviewed in more depth in Focus Element 5 (Section•03.05,
below).

b. Through interviews of licensee personnel and review of selected transfer
documentation, verify that the licensee has an adequate method of determining
that recipients of radioactive shipments are licensed to receive the forms and
quantities of such materials.

Inventory Control
4

a. Through observation, the inspector should physically examine the inventory of
radioactive material on hand and selected records of receipt and transfer to
determine that quantities and forms are as authorized on the license. The
inspector should compare the possession of selected sealed sources with
inventory records. The inspector should verify that the licensee is limiting its
possession and use of licensed materials to the isotopes, forms and quantities
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specified in the license. Examine the adequacy of methods used by the licensee
to demonstrate compliance with license possession limits.

(Note: The licensee should have an accounting system that suits the type of
licensed program. For example, a relatively small facility will generally
need to maintain receipt records, disposal records, and records of any
transfers of material. However, a large facility will need a sophisticated
accounting system for all licensed material that provides accurate
information on the receipt of material, its location, the quantity used
and disposed of, the amount transferred to other facilities operating
under the same license, and the amount remaining after decay. The
accounting systems should also consider radioactive material held for
decay-in-storage, near-term disposal, or transfer to other licensees.

b. Through interviews of the RSO and selected licensee personnel, verify that the
licensee has not experienced any events, since the last inspection, involving lost,
missing, or stolen licensed materials.

1. Review and evaluate any such incident or unusual occurrence that took
place since the last inspection. If such incidents were required to be
reported, verify, through interview of the RSO and review of event reports,
that a complete and timely report was made to the DEP.

2. For incidents or unusual occurrences that were not required to be reported,
verify that the licensee performed sufficient investigation to identify the cause
of the incident, and took appropriate corrections to prevent recurrence of the
situation leading to the incident or unusual occurrence.

c. Reserved.

03.02 FE-2: The licensee should maintain shielding of licensed materials in a manner
consistent with operating procedures and design and performance criteria for devices and
equipment

a. Process and Engineering Controls

Through observations, interviews of licensee personnel, and independent and
confirmatory surveys, assess the adequacy of glove boxes, hot cells, remote-
handling devices, shields and shielding devices, ventilation systems and other
engineered safeguards to assure that they are adequate for the purposes forwhich
they are intended. Specifically:

1. Hot Cells. Verify that the licensee controls: the entry of personnel into hot
cells; the removal of material from process enclosures; and contamination
originating within the hot cells.
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(a) If any weaknesses are identified in hot cell operations, then review the
records of radiation surveys and/or air monitoring around the hot cell
area.

(b) If records indicate elevated radiation or airborne contamination levels,
then review the personnel monitoring records of individuals who
worked in the area.

For all processes where shielding is used, assess the adequacy of shielding during
maximum loading of hot cells and ensure the licensee verified the adequacy of
shielding before beginning new processes.

2. Glove Boxes. Verify that the licensee: periodically checks the integrity of
gloves and replaces gloves as necessary; controls the removal of material
from process enclosures; and controls contamination originating within the
glove boxes.

(a) If any weaknesses are identified in glove box operations, then review
the records of surveys around the glove box area and extremity
monitoring records of individuals who work in the area.

For all processes where shielding is used, assess the adequacy of shielding during
maximum loading of glove boxes and ensure the licensee verified the adequacy of
shielding before beginning new processes.

b. Shielding

1. Temporary or Portable Shielding. Verify that the licensee adequately
controls the movement of the shielding to prevent inadvertent or
unauthorized removal.

2. Bulk Product Shielding. Verify that the licensee maintains large quantities of
stock or bulk radioactive materials in adequate shielding. Verify that such
shielding cannot be easily removed or opened. Verify that the licensee
maintains adequate lifting equipment for such shields and that the equipment
includes adequate safeguards to prevent dropped loads. Ensure that
licensee personnel are aware of lifting equipment load limitations and that
the limitations are not exceeded.

3. Unit Shielding. Verify that the licensee maintains an adequate supply of
shields for unit quantities of radioactive materials (i.e., vials, syringes,
individual sources, etc.) and that licensee personnel use the shields when
handling the containers. Unshielded containers of hard-beta1 - and gamma-
emitting radionuclides should not be directly handled by personnel. Verify
that unit shields are adequate for the quantities of radioactive materials
typically contained therein.

1 "Hard Beta-emitting" radionuclides are those where the average 03 energy is 0.5 MeV or greater.
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4. Shipped Product Shielding. Verify that the shielding included in packaging of
materials that are transferred to a carrier for transport/transfer to an off site
location conforms to that described in the SSD registry or license documents,
as appropriate. The licensee may not make changes to the size, shape, or
contents (e.g., lead versus stainless steel) of the shielding materials without
prior approval of the NRC or the Agreement State that approved the registry,
as applicable. Observe packages that are ready for shipment and verify that
the external radiation levels are consistent with the registry sheet/license
document. Otherwise, determine that DOT requirements for shielding are
met.

c. Sealed Sources and Devices

Through discussions with licensee management and workers, and by observing
licensee practices, determine whether the licensee is manufacturing any different
sources or devices since the product was registered with NRC or an Agreement
State. In particular, ask whether recent models of a device have been changed
from previous versions (includes any changes, whether or not they affect safety),
and, if so, whether the new models were registered with NRC or an Agreement
State. Verify that the devices being manufactured conform to the registration
certificate. Check to see whether the devices are entered into the sealed source
and device registry. If the inspector finds any devices that: 1) do not have a
registration certificate; 2) have been changed since the device was registered, with
no update on the registration certificate; or 3) are not entered in the sealed source
and device registry,_immediately contact the inspection supervisor at the regional
office, who will notify central office. Upon notification, central office will then
contact NRC Region 1 for further guidance. If possible, central office should make
the contact with IMNS while the inspector is still on site, so that he/she may follow
up during the remaining course of the inspection.

d. Routine and Non-Routine Maintenance. By interviewing selected maintenance
personnel, review the licensee's maintenance practices for equipment and
components that include shielding for radiological safety. Determine that
maintenance personnel verify, either through their own or health physics staff
surveys, that' radiological conditions are within acceptable limits prior to the
removal of shielding from equipment, entering rooms or areas (such as bunkers or
hot cells) normally posted as high radiation or very high radiation areas, or entering
tanks or vessels that normally contain or have contained radioactive materials.
Verify that shielding removed for maintenance and opened access panels are
properly replaced prior to lifting of maintenance holds when equipment is returned
to service.

For maintenance activities that include potentially significant radiological
conditions, such as high dose rates (> 1 mSv ([100 millirem] per hour general area
or > 100 mSv [1 rem] per hour contact) or contamination levels (> 100,000
disintegrations per minute [1667 Bq] per 100 cm 2), determine whether the licensee
has established more stringent radiation work permit (RWP) requirements, such as
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more detailed pre-job briefing of personnel, appropriate protective clothing, and/or
constant job coverage by a health physics technician.

03.03 FE-3: The licensee should implement comprehensive safety measures to limit
other hazards from compromising the safe use and storage of licensed material

The inspector should be attentive to potential industrial safety hazards, for possible referral
to the U.S. Department of Labor's Occupational Safety and Health Administration. The
focus should be on potential non-radiological hazards personally observed or brought to
the inspector's attention by licensee staff.

a. Operational Limits. Through observation, discussions with licensee staff and
review of product specification information, verify that the licensee operates
process equipment within the equipment manufacturer's or industry consensus
operational limits. Such limits may include temperature, humidity, vibration, or
radiological considerations. In addition, such equipment may be subject to periodic
preventative maintenance requirements/recommendations. If so, verify that such
maintenance is performed.

b. Industrial/Chemical Hazards. Verify that the licensee controls the use/storage of
hazardous (corrosive or combustible) chemicals near process equipment which
could degrade their performance or render safety features inoperable. If the
licensee is required to implement an emergency plan, verify that the plan includes
these hazards, as appropriate, as initiating events.

c. Fire Protection. In many cases, the risk posed to radiological safety by fires is
comparable to or exceeds the risk from other events involving licensed activities.
During the course of inspection of the licensee's facilities, the inspector should be
alert to potential fire hazards. An effective licensee fire protection program should
(1) prevent fires from starting, (2) rapidly detect, control, and extinguish those fires
that do occur, and (3) provide protection for structures, systems, and components
important to safety so that a fire that is not promptly extinguished by fire
suppression activities will not prevent the licensee from taking actions to safely
control licensed material and prevent the spread of contamination and
unnecessary exposures to workers or the public.

Through observation and discussion with the licensee, while touring the facilities,
assess firesafe conditions and equipment, i.e., that: (1) work areas are generally
uncluttered and free of combustible debris, (2) incompatible materials (i.e.,
materials labeled as "corrosive", "flammable", or "oxidizer") are isolated from each
other and enclosed by fire resistant barriers, (3) fire detection systems are
operable, (4) fire suppression systems are operable, (5) portable fire extinguishers
are unexpired (check maintenance tags), (6) electric switches and electric motors
are explosion-proof, arc welders or open flames are administratively controlled in
work areas that also contain flammable or combustible liquids or gases or highly
reactive chemicals, and that (7) the local fire department is involved with the
licensee's fire protection program.
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Problems/deficiencies noted by the inspector should be promptly brought to the
licensee's attention and discussed with Regional management.

d. Natural Hazards. Depending on the licensee's geographic location, it could be
susceptible to natural hazards, such as tornadoes, flooding, and earthquakes.
Verify that those licensee's have considered the impact of such hazards in the
design and modification of areas critical to safety; the selection and location of
facilities for the storage of large quantities of radioactive materials, including
radioactive waste storage facilities; and in the development of emergency
procedures and contingency plans, when applicable.

e. Transportation. Verify that the licensee's procedures and documentation are
sufficient to ensure that licensed material is packaged and transported (or offered
for transport) in accordance with 10 CFR Part 71 and U. S. Department of
Transportation (DOT) regulations for transportation of radioactive materials.

Observe the preparation of radioactive materials for shipment. Verify that the
proper packaging is used for the type of materials/devices shipped. Verify that the
licensee properly marks and labels packages in accordance with DOT
requirements. Verify that the licensee performs appropriate examinations to
confirm that package radiation and contamination levels are within applicable DOT
limits prior to offering them for transport. Verify that proper shipping papers are
prepared for each package/shipment and that, if necessary, the licensee maintains
and offers appropriate placards to common carriers. Examine any incidents that
were required to be reported to the DOT.

If the licensee tests and certifies its own DOT Type A packaging materials, review
test procedures and required certification documentation for selected packages.
Verify that the packaging materials are used in the same or similar configurations
as in their certification testing.

Verify that any DOT Type B containers are used in accordance with their
Certificates of Compliance (COCs) issued by the NRC. The licensee must
maintain copies of the COCs for the packages that it has used and ensure that it
follows the instructions and limitations of the COCs when preparing the packages
for shipment.

For further inspection guidance refer to IP 86740, "Inspection of Transportation
Activities." Inspectors should also refer to "Hazard Communications for Class 7
(Radioactive) Materials." These field reference charts, related to hazard
communications for transportation of radioactive materials, are useful field
references for determining compliance with the transportation rules on labeling,
placarding, shipping papers, and package markings. They also contain references
to the DOT regulatory requirements.

03.04 FE-4: The licensee should implement a radiation dosimetry pro-gram to measure
and record accurately radiation doses received by workers or members of the public as a
result of licensed operations
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A radiation dosimetry program includes all of the licensee's activities that measure the
radiation dose to workers and members of the public as the result of licensed activities.
These activities would include, for example, the measurement of quantities of licensed
materials present, radiation and contamination levels, and the concentration of licensed
materials in effluent streams.

Verify that the licensee has performed adequate surveys to show compliance with public
dose limits and that conditions in controlled areas and unrestricted areas meet the
requirements specified for these areas.

a. Through interviews of the RSO, determine whether the licensee had made a
prospective analysis of anticipated annual doses (internal and external) to workers.
If the licensee's analysis indicated that monitoring was not required, verify the

assumptions and outcomes. Verify, based on the review of reports of monitoring
results, that worker doses adequately reflect the nature and scope of the licensee's
activities.

1. If monitoring results do not reflect the nature and scope of the licensee's
activities, or if there is wide variability in the range of doses for specific job
categories (e.g., one worker consistently receives significantly more
exposure than all other workers each month), discuss this variability with the
RSO to determine that he/she is aware of the disparity.

2. Through interviews of workers and observations of activities in progress,
determine the basis for the disparity in doses or verify the RSO's assessment
of the disparity.

b. External Exposure Controls. Examine any changes made for control and use of
personnel monitoring equipment; verify that limits, precautions, controls, etc.,
established by the licensee are consistent with regulations and license
requirements.

Examine the type of monitoring devices used, the period of use or exchange
period, and the number used to determine if these aspects seem consistent with
the monitoring program. Determine who the supplier is, and if the service has
been changed since the last inspection, determine the reasons for the change.
Verify that the personnel dosimetry processor is accredited by National Voluntary
Laboratory Accreditation Program (NVLAP). NOTE: If the licensee operates its
own dosimetry program, ensure that it has received the appropriate NVLAP
accreditation and that the accreditation includes the type, energy, and intensity of
radiations applicable to the licensee's operations.

For pocket dosimeters or pocket chambers, determine when they are read and
recharged, the number used, and review the calibration procedure or charge
leakage test procedure.

For electronic dosimeters, determine that the energy response and alarm set
points are appropriate for the radiological conditions present during licensee
operations. Verify that the licensee has established a calibration procedure and
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frequency for the dosimeters. Examine a random sample of electronic dosimeters
that are available for use and verify that they have been calibrated in accordance
with the procedures and stated frequency.

For all personnel monitoring devices used (whole body and extremity monitors,
pocket chambers, electronic dosimeters), verify that the licensee has provided
appropriate guidance to personnel regarding the wearing and placement of
monitors. During observations of activities in progress, verify that dosimeters are
properly worn, paying particular attention to physical manipulations of containers of
radioactive materials (i.e., vials, syringes, etc.), whether or not they are shielded,
and verify that extremity monitors are located so that they record the maximum
dose.

Evaluate the adequacy of the licensee's procedures or system for evaluating and
using personnel monitoring data to control and minimize exposures. The licensee
should account for occupational radiation doses to personnel resulting from
exposures to licensed material and all other radiation sources (e.g., accelerators)
subject to licensing or registration.

Review reports of exposure summaries generated since the last inspection to
determine that licensee's performance is in accordance with regulatory
requirements.

Determine, through discussion with authorized users and the RSO, if minors have
been permitted to work in restricted areas and, if so, determine that licensee's
performance is in accordance with 10 CFR 20.1207 by review of exposure records.

For licensees who are not required to monitor, due to the lack of a likelihood that
any worker would receive more than 5 millisievert (500 millirem) in a year, a
sampling of NRC (DEP) Forms 5 generated as a result of voluntary monitoring may
be appropriate. If a licensee is not required to monitor and chooses not to monitor
worker exposures, the inspector need only review the licensee's presumptive
analysis of exposures and verify the assumptions used in that analysis.

c. Internal Exposure. During review of exposure evaluations, verify that the licensee's
performance is in accordance with internal exposure limits.

Review randomly selected air sampling and bioassay records. Determine if the
licensee has established appropriate action levels and verify that the licensee has
established an appropriate monitoring frequency for the identification of intakes of
radioactive materials. Verify that the licensee has established administrative action
levels for investigating intakes. Through a review of bioassay records, verify that,
when those levels are exceeded, the licensee appropriately investigates the
intakes. Verify that the licensee's process for converting intake measurements to
dose uses appropriate calculations and methodologies.

By observation, discussion, and review of documentation, verify that engineering
controls are considered and used to the extent practicable. Evaluate process and
engineering controls incorporated as part of the facility or equipment.
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Review documentation of evaluations performed as the result of unplanned
exposures. Discuss these intakes with exposed personnel and licensee health
physics staff and evaluate the circumstances of the incidents. Verify the
appropriateness of preventive measures instituted following an unplanned
exposure.

d. Area Radiation and Contamination Control

1. Area Surveys. Through direct observation of surveys and interviews of
licensee personnel, evaluate the licensee's area radiation survey program.
The inspector should:

" Determine if the licensee's schedule for performing periodic surveys
of work areas and unrestricted areas complies with license
requirements.

* Determine surveys are conducted using approved procedures.

* Review a random sample of survey records and determine whether
surveys are being performed according to schedules.

" Verify that survey results are reviewed by appropriate supervision.

" Verify that corrective actions have been taken, as appropriate.

* Determine whether survey is adequate for type (a, P3, y', or neutron)
and energy of radiation to be detected and measured.

" Determine whether both particulate, non-noble gases and vapors are
considered, if appropriate.

* Determine if workers take smears or instrument readings in areas that
are readily accessible to facility personnel such as bench tops, sinks
used for disposal, and storage areas.

" Ask licensee to spot-check radiation levels in selected areas using the
licensee's own instrumentation. Compare measurements with a DEP
instrument.

Note:The inspector must use DEP's instruments calibrated according to DEP
policy for independent verification of the licensee's measurements. DEP
instruments should also be used to make measurements in support of
violations to be cited. There may be up to a 20% difference between
instruments if one reads 10% high and the other 10% low.

e. Leak Tests and Sealed Source Inventories. Through direct observation and
licensee staff interviews, assess the adequacy of the licensee's implementation of
its leak test and inventory procedures. The inspector should:
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Verify that leak tests are performed at the frequency specified in the license.

Verify that leak test samples are collected in accordance with either licensee
or leak test vendor procedures.

Verify that the licensee's leak test analyses (or that of it's leak test services
vendor) have sufficient sensitivity to measure 185 becquerels
(0.005 microcurie) for each type of isotope present on its license. Through
discussions with licensee staff and/or review of pertinent records, determine
if the licensee had a leaking source. If leak test results show contamination
in excess of the regulatory limits, verify that the licensee made appropriate
notifications, evaluations, and removed the source from service.

If the licensee analyzes leak tests on sealed sources as a service to other
licensees, it is important that the licensee demonstrate to the inspector an
adequate method of performing and analyzing leak tests.

Determine if sealed source inventories are performed at the required
frequency.

Evaluate the licensee's inventory methods to ensure that they could detect
missing or unaccounted radiation sources.

f. Contamination Control. Verify that the licensee's survey procedures and counting
equipment are adequate to detect and control radionuclide contamination. When
appropriate, consider taking confirmatory wipe samples.

g. Protective Clothing. If practical, observe the use of protective clothing worn by
research lab personnel or other applicable staff during their work activities should
provide the inspector with an acceptable means of reviewing this requirement.
Requirements for protective clothing may be found in the licensee's procedures or
as posted by the licensee.

h. Process Controls. By observation, determine compliance with license requirements
for repair, tagging, opening, modification, and replacement of sealed sources and
devices. Ensure that the licensee has methods or procedures to minimize
exposure during maintenance on devices. Verify through discussions with workers
and by reviewing procedures that, when maintenance or modification is performed,
controls are in place and are effective to warn workers of radiological hazards,
prevent unnecessary exposure, and prevent the spread of contamination.

Waste Management

1. Waste Storage and Disposal. Verify that the waste is protected from fire and
the elements, that package integrity is adequately maintained, that the
storage area is properly ventilated, and that adequate controls are in effect to
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minimize the risk from other hazardous materials. Verify that the licensee
has appropriate methods to track the items in storage.

Inspection effort should be directed at verifying that written procedures have
been established in a manner approved by management. The procedures
should be readily available to any persons having responsibility for low-level
waste classification and preparation for transfer of such wastes to land
disposal facilities.

Verify that storage for decay is not causing elevated radiation doses to waste
processing workers. If applicable, confirm that the resident time of waste at
the facility does not exceed the time limit authorized in the license. For
licensees who have implemented an interim waste storage program, verify
that the program is consistent with the license. For further guidance on
interim waste storage, see Information Notice 90-09, "Extended Interim
Storage of Low-Level Radioactive Waste by Fuel Cycle and Materials
Licensees."

Examine monitoring systems. Review and evaluate a sample of the
procedures and other administrative and physical controls for the release
and disposal of radioactive waste.

The inspector should determine whether radioactive material labels have
been removed or defaced from discarded materials, being careful to not
endanger him or herself to biological, chemical, or physically hazardous
waste (e.g., sharp objects). Ensure that wastes prepared for shipment to a
disposal site comply with applicable standards and regulations regarding
chemical and physical form, stability, type of container, and labeling. Also
ensure that the licensee implements an adequate QC program as required
by Appendix F of 10 CFR Part 20 to ensure compliance with applicable
regulations.

For further inspection guidance, refer to IP 84850, "Radioactive Waste
Management-Inspection of Waste Generator Requirements of 10 CFR Part
20 and 10 CFR Part 61."

2. Effluents. Examine the waste release records generated since the last
inspection, all annual or semiannual reports, all pertinent non-routine event
reports, and a random selection of liquid and airborne waste release records.
Randomly select procedures for both liquid and airborne systems and verify

that the licensee's procedures are being followed. The verification can be
made by observations of an operation, a review of selected records,
interviews with workers, etc.

For liquid wastes, determine if the licensee has: identified all sources of
liquid waste; evaluated treatment methods to minimize concentrations (such
as the use of retention tanks); and complied with the regulatory requirements
for disposal in the publicly-owned sanitary sewerage system. If the licensee
disposes of liquid wastes to surface waters, ground waters, or a private
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sanitary sewerage treatment system, determine whether the licensee is in
compliance with the regulations and all applicable license restrictions.

For airborne radioactivity, determine if the licensee has identified all routes of
airborne releases to the environment and complies with the regulations and
all applicable license restrictions. For a licensee authorized to dispose of
radioactive material by incineration, determine compliance with 10 CFR
20.2004 and license requirements, and discuss with the licensee its methods
for evaluating concentrations in the ash.

Determine compliance with license conditions relating to environmental
monitoring. If applicable, observe sampling stations and equipment for
adequacy. Review a sample of procedures, records, and reports to verify
that the licensee has established and is maintaining an environmental
monitoring program, if required in the license.

Review the licensee's ALARA goals, where applicable, and determine if the
licensee has implemented these goals. Determine if the licensee has
calculated annual doses resulting from air effluents and if the doses: (1) are
within the licensee's ALARA goals (as described in its radiation protection
program); (2) exceed the licensee's ALARA goals; or (3) are uncertain
because there is insufficient information or basis for determination. Review
the licensee's history in meeting ALARA goals, and its corrective actions
when the goals were not met.

Verify that the licensee's air effluents, excluding Radon-222 and its
daughters, have not exceeded the constraint limit in 10 CFR
20.1101. Information on evaluating air effluents is available in
Regulatory Guide 4.20, "Constraint on Releases of Airborne
Radioactive Materials to the Environment for Licensees Other Than
Power Reactors." If the licensee estimated or measured a dose
greater than 0.1 millisievert (10 mrem) per year, from air emissions,
to the nearest individual member of the public, the licensee should
have notified the Department [10 CFR 20.2203(a)(2)(vi)]. If the
licensee has notified DEP that its air effluents have exceeded the
constraint level, the inspector should review the effectiveness and
timeliness of the. licensee's corrective actions. Records of the
results of measurements and calculations needed to evaluate the
release of radioactive effluents to the environment are required
pursuant to 10 CFR 20.2103(b)(4).

For further inspection guidance, refer to IP 87102, "Maintaining Effluents
from Materials Facilities As Low As Reasonably Achievable (ALARA).

j. Respiratory Protection. Through observations, verify that respiratory protection
equipment is certified by NIOSH/MSHA or otherwise approved by NRC. Determine
that the licensee has selected the proper equipment for its licensed operations.
Through interviews of the RSO, determine that the licensee has established a
maintenance and training program for the use of respiratory protection equipment.
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Through interviews of selected workers who have used, or are
designated/approved to use, respiratory protection equipment, determine that they
are individually fitted for the type of respirators that they are expected to use and
that respiratory equipment is operationally tested immediately prior to each use.

In taking credit for the protection provided by the use of respiratory protective
equipment, 10 CFR 20.1703 requires that the protection factor be greater than the
multiple by which peak concentrations are expected to exceed the values of Table
1, Appendix B, Column 3 of 10 CFR Part 20, unless ALARA considerations
indicate otherwise. Verify that this criterion is considered in selecting respirators.

k. Reports to Workers. 10 CFR 19.13(b) requires that each licensee shall advise
each worker annually of the worker's dose, as shown in dose records maintained
by the licensee. Verify, through discussions with workers and management, and
through records review, that the licensee has advised workers of their doses
annually. The licensee must advise all workers for whom monitoring is required
(and, therefore, dose records are required). The licensee must advise these
workers of internal and external doses from routine operations, and doses received
during planned special exposures, accidents, and emergencies. The report to the
individual must be in writing and must contain all the information required in 10
CFR 19.13(a).

ALARA. The licensee should, in addition to complying with regulatory
requirements and license conditions, make reasonable efforts to maintain radiation
exposures and releases of radioactive materials in effluents to unrestricted areas
ALARA. This can be accomplished by the implementation of good radiation
planning and practices, and by the commitment, from management and workers, to
policies that prevent departure from ALARA practices. Also, licensees are required
to keep occupational doses and doses to members of the public ALARA, in 10
CFR 20.1101(b).

Assess the licensee's ALARA practices, and verify implementation of any ALARA
commitments in licensing documents, by reviewing:

1. A written commitment by high-level management to minimize worker
exposure by the implementation of clearly defined procedures and policies;

2. That licensee personnel are made aware of management's commitment to
keep occupational exposures ALARA;

3. That the radiation safety staff have been given authority to assure ALARA
procedures and policies are carried out;

4. That workers are adequately trained, not only in the radiation safety
procedures, but also in the ALARA philosophy;

5. That management and its designees perform periodic audits to find out how
exposures and effluent releases might be lowered;
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6. That modifications to procedures, equipment, and facilities have been made
to reduce exposures at reasonable costs, where possible;

7. That the licensee has QA and QC programs, where applicable; and

8. That the licensee has a functioning and effective preventive maintenance
program, where applicable.

Review and evaluate engineering controls to assure that, for example, exhausts
from ventilated enclosures are adequately treated to reduce emissions to the out-
of-plant environs to the lowest reasonably achievable levels within regulatory limits.
Evaluate ventilated enclosures to assure that they are adequate to minimize

internal exposures. Review shielding and the use of remote handling tools to
assure that facilities and equipment are adequate to reduce exposure (both
internal and external) to the lowest reasonably achievable levels within regulatory
limits.

m. Event Evaluation. Through reviews of dosimetry reports and annual licensee
evaluations of public dose, and interviews of the RSO and selected licensee
personnel, verify that the licensee has not experienced any events, since the last
inspection, involving exposures to occupational workers or members of the public
that were in excess of any regulatory limit.

Review and evaluate any such incident or unusual occurrence that took

place since the last inspection. If such incidents were required to be
reported, verify, through interview of the RSO and review of event reports,
that a complete and timely report was made to the Department.

For incidents or unusual occurrences that were not required to be reported,
verify that the licensee performed sufficient investigation to identify the cause
of the incident, and took appropriate corrections to prevent recurrence of the
situation leading to the incident or unusual occurrence.

03.05 FE-5: The licensee should provide radiation instrumentation in sufficient number,
condition, and location to accurately monitor radiation levels in areas where licensed
material is used and stored

a. Through observations of portable radiation detection and measurement equipment
in use and available for use, determine whetherthe quantity and type are adequate
for the licensee's radiation detection and measurement needs. Verify that
instruments used to meet regulatory requirements (area and transportation
surveys) have been calibrated at the required frequency.

b. If the licensee uses a vendor to calibrate instruments, verify through interviews of
the RSO that the vendor is authorized by the DEP, the NRC or an Agreement
State to perform that service.

c. Through interviews and demonstrations, determine that licensee personnel who
perform in-house instrument calibrations are knowledgeable of the calibration
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procedures for each type of instrument used by the licensee. Verify that
calibrations include a determination of "as found" condition before adjustments are
made. Verify that personnel understand how to maintain their doses (deep dose
and extremity) ALARA during calibration procedures, especially if large activity
sealed sources are used.

d. If the licensee performs maintenance/repair on survey instruments, through
interviews of appropriate licensee personnel and the RSO, determine whether the
licensee possesses instrument manufacturer manuals and that any replacement
parts used are "like-for-like."

e. Through observations and demonstrations, determine whether selected licensee
survey instruments in use and available for use are operational (battery check) and
respond appropriately to radiation (instrument source check). Compare licensee
instrument readings to DEP instrument. Verify that licensee's instrument response
is comparable to the DEP instrument (+20%).

f. Through interviews of the RSO and workers, and by observation, verify that
licensee has a system for tagging out inoperable and out-of-service survey
instruments.

g. Through observations and interviews of the RSO and workers, determine whether
the licensee's instrumentation for performing bioassay measurements is adequate
for those measurements. Verify that bioassay probes and scalers are compatible.

.Verify that licensee staff perform a response check using appropriate sources and
a suitable background measurement before taking bioassay measurements.

h. Through observations and interviews of the RSO and workers, assess the
procedures and methods, and equipment used by the licensee to assure
compliance with air-monitoring and air-handling commitments requirements (such
as flow rates into hoods, air flows in ventilation systems, differential pressures in
cells, in glove boxes, and across filter systems).

i. Assess the equipment used by the licensee to satisfy these measurements. If
appropriate, verify that air measurement equipment is functional and calibrated at
the required frequency. Examine a representative sample of sampling gauges and
data recorders and verify that it is operating within its design specifications. Using
a properly calibrated hand-held anemometer, spot-check the linear airflow rate
(corrected for altitude, when necessary) at the face of several hoods to verify that it
meets the commitments made in the license. Using smoke tubes, visualize the
airflow at the hood face to ensure that no excessive turbulence is present that may
result in the spread of radioactive contamination.

03.06 FE-6: The licensee should ensure that workers are knowledgeable of radiation
uses and safety practices; skilled in radiation safety practices under normal and accident
conditions; and empowered to implement the radiation safety program

a. Authorized Users. Authorized users may either be named in the license
application or be appointed by the licensee, depending on the type of license
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issued and/or the wording in the license. For those appointed by the licensee,
verify through interviews that the authorized user has knowledge commensurate
with operational duties. In cases where users are specified by license condition,
determine that the licensed materials they use conform to the license condition.

Determine that the authorized users are personally performing or, if permitted in
the license, supervising, the authorized work, rather than someone else not named
in the license. The level of supervision will depend on the wording in the license
conditions or regulations. Some licenses have conditions such as "... used by or
under the supervision of ....." For other types of licensees, supervision is defined in
the regulations. For some licenses that have the condition "... under the direct
supervision of ..," the authorized user must be physically present at the facility, for
easy contact or to observe the individual(s) working. Another phrase used is "...
may only be used by ....." Finally, "... under the direct supervision and physical
presence of ..." means the authorized user must directly supervise and be present
at the work station. Considering the many license condition phrases and
regulations, the inspector must exercise judgment when assessing the role of the
authorized users.

When the wording of the license condition is "... used by or under the supervision
of...," an authorized user named on the license is considered to be supervising the
use of licensed materials when he/she directs personnel in the conduct of
operations involving the licensed material. This does not mean that the authorized
user must be present at all times during the use of such materials. The authorized
user/supervisor is responsible for assuring that personnel under his/her supervision
have been properly trained and instructed, and is responsible for the supervision of
operations involving the use of licensed materials whether he/she is present or
absent.

b. General Training. Certain kinds of training and instruction are found in the
regulations; how they are implemented will be found in the license. Discuss with
the licensee how, and by whom, training is conducted and the content of the
training provided to workers (generally found in the license application).

1. 10 CFR Part 19-Required Training. Verify, through interviews of selected
licensee personnel, that initial instructions have been given to individuals
who, in the course of employment, are likely to receive in a year an
occupational dose in excess of 1 mSv (100 mrem). Under the basic
instructions, it is management's responsibility to inform the workers of
precautions to take when entering a restricted area, kinds and uses of
radioactive materials in that area, exposure levels, and the types of
protective equipment to be used. The workers should also be informed of
the pertinent provisions of DEP regulations and the license, and the
requirement to notify management of conditions observed that may, if not
corrected, result in a violation of DEP requirements. Also verify that
authorized users and workers understand the mechanism for raising safety
concerns.
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2. Training Required by License Commitments. Of the training program
elements in the license application, training given to authorized users, and
those individuals under the supervision of authorized users, is of primary
importance. One or more users of radioactive materials should be
interviewed to determine their understanding of the training that they have
received, both in the basic instructions and that specified in the license
application. For some licensees, this includes specific training needed to
perform infrequent procedures and prepare and use radioactive material in
research studies or in production. Note that the training should be (and in
most cases is required to be) provided to workers before the individual's
performance of licensed activities.

The inspector should also observe related activities and discuss the radiation
safety training received by selected individuals to assure that appropriate
training was actually received by these individuals. Authorized users and
supervised individuals should understand the radiation protection
requirements associated with their assigned activities. The licensee's
radiation safety training may include, but is not limited to, demonstrations by
cognizant facility personnel, formal lectures, testing, films, and "dry runs" for
more complex or hazardous operations.

Determine if ancillary workers (such as janitorial or clerical staff), contract
workers, and visitors are informed about basic radiation safety practices for
the type of material used by the licensee.

Determine, by observing and interviewing workers, if training and experience
are adequate to enable users to safely undertake activities authorized by the
license and whether they are aware of the risks involved. Examine the
licensee's program for on-the-job training of new workers. Determine if there
is adequate retraining for workers to cover regulation changes and/or
radiation safety program changes that affect the workers. Review workers'
knowledge of the risks associated with the licensed activities.

c. Operating and Emergency Procedures. Operating and emergency procedures will
be found in license applications and may vary from step-by-step procedures to
more generalized procedures for licensees with lower inspection priority. The
emergency procedures may be approved by DEP and reviewed and updated by
the licensee. However, licensees who follow the guidance in the appropriate
NUREG 1556 series will likely develop procedures, including emergency
procedures that have not received specific DEP review and approval.

Review and evaluate the licensee's process for controlling documents (procedures)
and making revisions to procedures. Revisions to operating procedures should be
reviewed by licensee health physics staff to ensure that the revisions do not
adversely affect radiological safety. Select a sample of operating or process areas
and verify that pertinent procedures are available to personnel, are current, and
are in use in those selected areas. If no operations are being performed, ask
workers to describe their work and the procedures that govern their work activities.
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a

Determine whether process activities use procedures for reference or are required
to be used "in-hand."

During interviews of selected licensee personnel, propose hypothetical emergency
scenarios (i.e., "what if" questions) to assess the worker's knowledge and
understanding of the licensee's emergency procedures. The scenarios should
include those types of accidents appropriate to the licensee's program (i.e.,
contaminated packages identified during receipt surveys, fires, contamination
events involving large quantities of licensed materials.

If the licensee is required to have and implement an emergency plan, evaluate in-
plant procedures for handling accidents including evacuation, prevention of spread
of contamination, securing sources, handling accident victims, and any other major
portions of the emergency plan. Verify, by discussions with workers, and review of
procedures, that the emergency plan has been implemented and is being
maintained. Verify that lines of communication with outside organizations that may
be called on to assist in an emergency are current and tested. Ensure that biennial
emergency plan drills and/or exercises include observation by DEP staff.

Some licensees may have agreements with other agencies (e.g., fire, law
enforcement, and medical organizations) regarding response to emergencies.
Discuss with the licensee's representatives what has been done to ensure that
those agencies (involved in such agreements) understand their roles in emergency
responses.

d. Posting and Labeling. The inspector should determine through observation
whether proper caution signs are being used at access points to areas containing
radioactive materials, radiation areas, and those areas containing airborne
radioactive materials. Section 20.1903 provides exceptions to -posting caution
signs. When applicable, the inspector should also randomly examine signals and
alarms to determine proper operation. The inspector should also randomly
observe labeling on packages or other containers to determine that proper
information (e.g., isotope, quantity, and date of measurement) is recorded.

Areas with radiation hazards should be conspicuously posted, as required by 10
CFR 20.1902. Depending on the associated hazard, controls may include tape,
rope, or structural barriers to prevent access. If volatile radioactive materials are
used in an area, such as area should be controlled for airborne contamination.
High-radiation areas should be strictly controlled to prevent unauthorized or
inadvertent access. Such controls may include, but are not limited to, direct
surveillance, locking the high-radiation area, warning lights, and audible alarms.
Areas occupied by radiation workers for long periods of time and common-use
areas should be controlled in accordance with licensee procedures and be
consistent with the licensee's ALARA program.

The inspector should also examine locations where notices to workers are posted.
Applicable documents, notices, or forms should be posted in a sufficient number

of places to permit individuals engaged in licensed activities to observe them on
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the way to or from any particular licensed activity location to which the postings
would apply.

03.07 FE-7: The licensee's management system should be appropriate for the scope of
use and should ensure awareness of the radiation protection program: that audits for
ALARA practices are performed; and that assessments of past performance, present
conditions, and future needs are performed, and that appropriate action is taken when
needed

The Department holds the licensee responsible for the radiation protection program;
therefore, it is essential that strong management controls and oversight exist to ensure that
licensed activities are conducted properly. Management responsibility and liability are
sometimes under emphasized or not addressed in applications and are often poorly
understood by licensee employees and managers. Senior management should delegate to
the RSO sufficient authority, organizational freedom, and management prerogative to
communicate with and direct personnel regarding DEP regulations and license provisions
and to terminate unsafe activities involving byproduct material..

Through observations, interviews and the review of selected records, determine that senior
licensee management is fulfilling its responsibility of ensuring the effective operation of the
radiation safety program. Specific areas of management focus should include:

" Maintaining awareness of significant events such as the loss or theft of licensed
materials.

" Maintaining radiation safety, security and control of radioactive materials, and
compliance with regulations.

" Committing adequate resources (including space, equipment, personnel, time,
and, if needed, contractors) to the radiation protection program to ensure that
members of the public and workers are adequately protected from radiation
hazards and that compliance with regulations is maintained.

* Obtaining the Department's prior written consent before transferring control of the
license;

* Notifying the Department in writing, immediately following filing of petition for
voluntary or involuntary bankruptcy (10 CFR 30.34(h)).

" Assuring the appropriate response, when applicable, to generic communications
from the Department.

" Assuring that adequate provisions have been made to fund the safe and effective
decommissioning of licensee facilities. (10 CFR 30.35)

" Notifying the Department of the decision to discontinue licensed activities or to
decommission a facility in which licensed activities took place. (10 CFR 30.36)

" Notifying the Department of defects or other radiation safety equipment
malfunctions in accordance with the requirements of 10 CFR, Part 21.

* • Maintaining awareness of issues and measures to ensure worker performance
and safety are not being compromised due to safety significant human
performance issues.

a. RSC (where required or used). Through the review of records, and interviews of
the RSO and RSC members, determine that the committee is made up of a
representative from each type of program area, the RSO, and a representative
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from management. If practical, attend and observe the conduct of an RSC
meeting. Review meeting minutes (and interview selected committee members
when practical) to determine the committee's effectiveness. Determine that the
RSC meets at the required frequency as specified in the license application, other
commitment documents, or in a specific license condition. Topics of discussion
during committee meetings should include ALARA reviews, incidents, generic
communications, authorized users and uses, waste issues, audits, etc.

Determine if the committee has been assertive in seeking out areas needing
improvement, rather than just responding to events and information from outside
sources. Determine whether the RSC has recommended any specific actions and
assess the implementation of those recommendations. The inspector's review
should be of sufficient depth and detail to provide an overall assessment of the
committee's ability to identify, assess, and resolve issues. Also consider the
effectiveness of the RSC to communicate the results of audits and trend analyses
to appropriate personnel performing licensed activities.

b. RSO. Through the review of records, and interviews of the RSO and authorized
users, verify that the RSO has been appointed by licensee management, identified
on the license, and is responsible for implementing the radiation safety program.
Determine, through interviews, that this individual is knowledgeable about the
program, and ensures that activities are being performed in accordance with
approved procedures and the regulations. Determine that, when deficiencies are
identified, the RSO has sufficient authority, without prior approval of the RSC or
licensee management, to implement corrective actions, including termination of
operations that pose a threat to health and safety.

Determine that the knowledge and training of any radiation safety staff are
commensurate with their assigned duties. Verify that the radiation safety staff
levels, including numbers and types of positions, are as described in the license
application.

If the inspector identifies high staff turnover or prolonged shortfalls in staffing
levels, through interviews and observation determine if these shortfalls have
had a negative impact on licensee performance.

If so, discuss these findings with the RSO and senior licensee management

to determine the source of the staffing issues and the licensee's plans to
address the deficiency. The issue should also be brought to the attention of
regional management.

c. Audits. Through reviews of audit records and interviews, verify that the radiation
safety program content and implementation is reviewed at least annually. The
results of all audits must be documented in accordance with 10 CFR
20.2102(a)(2). Examine these records with particular attention to deficiencies
identified by the licensee's auditors, and note any corrective actions taken as a
result of deficiencies found.
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If no corrective actions were taken, determine why the licensee disregarded
deficiencies identified during audits.

Determine if the lack of corrective actions caused the licensee to be in non-
compliance with regulatory requirements.

87126-04 REFERENCES

A listing of IMCs and IPs, applicable to the inspection program for materials licensees, can
be found in IMC 2800. These documents are to be used as guidelines for inspectors in
determining the inspection requirements for operational and radiological safety aspects of
various types of licensee activities.

END
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ENCLOSURE 29



DEP INSPECTION MANUAL
INSPECTION PROCEDURE 87130

NUCLEAR MEDICINE PROGRAMS,
WRITTEN DIRECTIVE NOT REQUIRED

PROGRAM APPLICABILITY: 2800

87130-01 INSPECTION OBJECTIVES

01.01 To determine if licensed activities are being conducted in a mannerthat will protect
the health and safety of workers, the general public and patients.

01.02 To determine if licensed activities are being conducted in accordance with
Pennsylvania Department of Environmental Protection (DEP) requirements.

87130-02 INSPECTION REQUIREMENTS

The inspector should conduct the inspection in a manner that will allow him/her to develop
conclusions about licensee performance relative to the following focus areas: 1) Security
and control of licensed material; 2) Shielding of licensed material; 3) Comprehensive safety
measures; 4) Radiation dosimetry program; 5) Radiation instrumentation and surveys; 6)
Radiation safety training and practices; and 7) Management oversight. Based on selected

.observations of licensed activities, discussions with licensee staff, and as appropriate, a
review of selected records and procedures, the inspector should determine the adequacy
of a licensee's radiation safety program relative to each of the above focus areas. If the
inspector concludes that licensee performance is satisfactory from a general review of
selected aspects of the above focus areas, the inspection effort expended in reviewing that
particular focus area will be complete. If the inspector determines that the licensee did not
meet the performance expectation for a given focus area, the inspector should conduct a
more thorough review of that aspect of the licensee's program. The increased inspection
effort may include additional sampling, determination of whether the licensee's procedures
are adequate, and a review of selected records maintained by the licensee documenting
activities and outcomes. The above focus areas are structured as a performance
expectation and address the activities or program areas most commonly associated with
measures that prevent overexposures, medical events, or release, loss or unauthorized
use of radioactive material.
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The DEP Inspector shall not under any circumstances knowingly allow an unsafe work
practice or a violation which could lead to an unsafe situation to continue in his/her
presence in order to provide a basis for enforcement action. Unless an inspector needs to
intervene to prevent an unsafe situation, direct observation of work activities should be
conducted such that the inspector's presence does not interfere with patient care or a
patient's privacy.

Discussion of the inspector's observations and interviews with the workers should not occur
during the preparation for, or delivery of medical treatment, if possible. When practicable,
the inspector should exercise discretion when interviewing licensee staff in the presence of
patients so that the discussions do not interfere with licensee staff administering patient
care. However, there may be cases when it is appropriate to discuss such matters at such
times that would allow an inspector to ascertain the adequacy of the licensee's
administration of the radiation safety program.

In reviewing the licensee's performance, the inspector should coverthe period from the last
to current inspection. However, older issues preceding the last inspection should be
reviewed, if warranted by circumstances, such as incidents, noncompliance, or high
radiation exposures.

02.01 Security and Control of Licensed Material. The inspector should independently
verify through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has controlled access to and prevent loss of licensed material so as to limit
radiation exposure to workers and members of the public to values below DEP regulatory
limits.

02.02 Shielding of Licensed Material. The inspector should independently verify through
direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has maintained shielding of licensed materials in a manner consistent with
operating procedures and design and performance criteria for devices and equipment.

02.03 Comprehensive Safety Measures. The inspector should independently verify
through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has implemented comprehensive safety measures to limit other hazards from
compromising the safe use and storage of licensed material.

02.04 Radiation Dosimetry Program. The inspector should independently verify through
direct observations of licensed activities, discussions with cognizant licensee
representatives, and a review of selected records, that the licensee's performance has
implemented a radiation dosimetry program to accurately measure and record radiation
doses received by workers or members of the public as a result of licensed operations.

02.05 Radiation Instrumentation and Surveys. The inspector should independently verify
through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee has
implemented radiation instrumentation in sufficient number, condition, and location to
accurately monitor radiation levels in areas where licensed material is used and stored.
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02.06 Radiation Safety Training and Practices. The inspector should independently verify
through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has ensured that workers are knowledgeable of radiation uses and safety
practices; skilled in radiation safety practices under normal and accident conditions; and
empowered to implement the radiation safety program.

02.07 Management Oversight. The inspector should independently verify through direct
observations of licensed activities, discussions with cognizant licensee representatives,
and if necessary, a review of selected records, that the licensee's performance for
implementing a management system is appropriate for the scope of use and is able to
ensure awareness of the radiation protection program, ALARA practices are implemented
when appropriate, and assessments of past performance, present conditions and future
needs are performed and that appropriate action is taken when needed.

02.08 Other Medical Uses of Byproduct Material or Radiation from Byproduct Material.
Due to the advancements of medical research and development, new emerging medical
technologies are always on the forefront of providing optimal medical care to patients. In
accordance with DEP regulations, the licensee may use byproduct material or a radiation
source approved for medical use which is not specifically addressed in subparts D through
H of Part 35, if the licensee has submitted the information required by 10 CFR 35.12(b)
through (d), and the licensee has received written approval from the DEP in a license or
license amendment and uses the material in accordance with the regulations and specific
conditions the DEP considers necessary for the medical use of the material. During
discussions with cognizant licensee representatives and direct observations made during
the inspection, the inspector may encounter new emerging technologies being used that
have not been specifically amended to a licensee's license. If an inspector encounters
such activity and uses, the inspector should contact DEP regional management as soon as
practicable to independently verify that such use is authorized under DEP regulatory
requirements. If further verification of such use is needed, the region should contact the
Central Office Licensing Section for further guidance.

87130-03 INSPECTION GUIDANCE

General Guidance

A determination regarding safety and compliance with DEP requirements should be based
on direct observation of work activities, interviews with licensee workers, demonstrations by
appropriate workers performing tasks regulated by DEP, independent measurements of
radiation conditions at the licensee's facility, and where appropriate, a review of selected
records, A direct examination of these licensed activities and discussions with cognizant
workers should be a better indicator of the performance of a licensee's overall radiation
safety program than a review of selected records alone.
Some of the requirement and guidance sections of this procedure instruct the inspector to
"verify" the adequacy of certain aspects of the licensee's program. Whenever possible,
verification should be accomplished through discussions, direct observations, and
demonstrations by appropriate licensee personnel.
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Once an inspector has conducted a review of the applicable elements of a focus area in a
broad capacity (e.g., looked at the "big picture") and has not identified any safety significant
concerns within that area, the inspector should conclude inspection of that focus area. The
inspector should note that not all of the following elements outlined below in a particular
focus area need to be reviewed by the inspector if he/she concludes from selected
observations, discussions and reviews that the licensee's performance is adequate for
ensuring public health and safety.

However, if the inspector during a review of selected elements of one of the focus areas
concludes that there may be a significant safety concern, a more detailed review may be
appropriate. A more detailed review may include further observations, demonstrations,
discussions and a review of selected records. In the records reviewed the inspector should
look for trends in those areas of concerns, such as increasing radiation levels from area
radiation and removable contamination surveys, and occupational radiation doses.
Records such as surveys, receipt and transfer of licensed materials, survey instrument
calibrations and training may be selectively examined until the inspector is satisfied that for
those areas of concerns, the records may or may not substantiate his/her concerns. If the
inspector substantiates a significant safety concern regarding a particular matter, it may be
more appropriate to discuss this matter with DEP regional management. During the
inspection, some records that are more closely related to health and safety (e.g., personnel
occupational radiation exposure records, medical events and incident reports) may be
examined in detail since a review of such records is necessary to ascertain the adequacy
of the implementation the radiation safety program for that particular element of a focus
area.

If the inspector finds it appropriate when an apparent violation has been identified, the
inspector should gather copies from the licensee, while onsite, of all records that are
needed to support the apparent violation. In general, inspectors should use caution before
retaining copies of licensee documents, unless they are needed to support apparent
violations, expedite the inspection (e.g., licensee materials inventories), or make the
licensing file more complete. In all cases where licensee documents are retained beyond
the inspection, ensure that the licensee understands that the retained record will become
publicly available, and give the licensee the opportunity to request withholding the
information.

The inspector should keep the licensee apprized of the inspection findings throughout the
course of the onsite inspection and not wait until the exit meeting to inform licensee senior
management.

Whenever possible the inspector should keep DEP regional management informed of
significant findings (e.g., safety hazards, willful violations, and other potential escalated
enforcement issues) identified during the course of the inspection. This will ensure that the
inspector is following appropriate DEP guidance under such circumstances.

03.01 Security and Control of Licensed Material

a. Adequate and Authorized Facilities. Descriptions of the facilities are generally
found in the application for a license and subsequent amendments that are usually
tied down to a license condition as submitted by the licensee in accordance with 10
CFR 35.13. Based on direct observations made during tours of the licensee's
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facility, the inspector should independently verify that access to licensed material
received, used, and stored is secured from unauthorized removal, and the licensee
uses processes or other engineering controls to maintain exposures as low as is
reasonably achievable (ALARA).

b. Adequate Equipment and Instrumentation

1. Through discussion with cognizant licensee representatives, direct
observations of licensed activities, and if necessary, a review of selected
records, the inspector should ensure that equipment and instrumentation
used by the licensee is appropriate to the scope of the licensed program.
The inspector should independently verify through direct observations that
survey instruments have been calibrated in accordance with 10 CFR 35.61.
The inspector should have cognizant licensee staff demonstrate how the
instrument works and performs. The inspector should ask the individuals
what actions are taken when radiation detection equipment is non-functional.
During the inspection, the inspector should independently verify that for

those survey and monitoring instruments available for use have current
calibrations appropriate to the types and energies of radiation to be detected.

2. If appropriate, the inspector should verify that the licensee has established
and implemented procedures to identify and report safety component
defects.

c. Receipt and Transfer of Licensed Materials. Through discussions with cognizant
licensee representatives, direct observations made during tours of the licensee's
facility, and if necessary, a review of selected records, the inspector should verify
that the licensee has received and transferred licensed materials in accordance
with DEP, NRC and applicable U.S. Department of Transportation (DOT) and
Pennsylvania Dept. of Transportation (PA DOT) regulations and license conditions.

Through discussions with cognizant licensee representatives, direct observation of
licensed activities, and if necessary, a review of selected records, the inspector
should verify that the licensee has methods for picking up, receiving, and opening
packages that address how and when packages will be picked up, radiation
surveys and wipe tests of packages to be done on receipt, and procedures for
opening packages (such as the location in the facility where packages are
received, surveyed, and opened). From those discussions, observations and
reviews, if necessary, the inspector should determine what actions are taken if
surveys reveal that packages are contaminated in excess of specified limits, and/or
radiation levels that are higher than expected. If packages arrive during the course
of an inspection, the inspector should observe, when practical, personnel
performing the package receipt surveys.

Through discussions with cognizant licensee representatives and if necessary, a
review of selected records, the inspector should review the licensee's materials
accounting system. The inspector should note that sometimes, a relatively small
facility will generally need to maintain receipt records, disposal records, and
records of any transfers of material. However, a large facility may need a
sophisticated accounting system which provides accurate information on the
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receipt of material, its location, the quantity used and disposed of, the amount
transferred to other laboratories operating under the same license, and the amount
remaining after decay. From those discussions and reviews, if necessary, the
inspector should determine if accounting systems consider radioactive material
held for decay-in-storage, near-term disposal, or transfer to other licensees. In
both types of accounting systems, the inspector should ensure that the licensee
has performed routine audits of those systems to ensure the accuracy of the
system.

Through discussions with cognizant licensee representatives and if necessary, a
review of selected records, the inspector should ascertain if the licensee has an
adequate method of determining that transfers of licensed material are made to
recipients licensed to receive them (e.g., licensee obtains a copy of the recipient's
current license before the transfer).

d. Transportation. Through discussions with cognizant licensee representatives,
direct observations made during the conduct of the inspection, and if necessary, a
review of selected transportation records, the inspector should verify that the
licensee's hazardous material training, packages and associated documentation,
vehicles (including placarding, cargo blocking, and bracing, etc.), and shipping
papers are adequate and in accordance with DEP, PA DOT and DOT regulatory
requirements for transportation of radioactive materials. Furthermore, from those
discussions and reviews, if necessary, the inspector should verify if any incidents
had occurred and that they were appropriately reported.
For further inspection guidance, the inspector should refer to IP 86740, "Inspection
of Transportation Activities." Inspectors should also refer closely to "Hazard
Communications for Class 7 (Radioactive) Materials," the DEP field reference
charts on hazard communications for transportation of radioactive materials, which
contain references to the new transportation requirements, and are useful field
references for determining compliance with the transportation rules on labeling,
placarding, shipping papers, and package markings.

e. Material Security and Control. Through direct observations made during tours of
the licensee's facility and discussions with cognizant licensee representatives, the
inspector should verify that the licensee has maintained adequate security and
control of licensed material. From those observations, the inspector should note
areas where radioactive materials are used and stored. From further observations
and discussions, the inspector should verify that licensed material in storage, in
controlled or unrestricted areas, is secured from unauthorized removal or access.
Also, the inspector should verify that the storage areas are locked and have limited
and controlled access. For licensed material not in storage, in controlled or
unrestricted areas, the inspector should verify that such material is controlled and
under constant surveillance or physically secured. Controls may include a
utilization log to indicate when, in what amount, and by whom, radioactive material
is taken from and returned to storage areas. In addition, the inspector should
verify that access to restricted areas is limited by the licensee.

f. Posting and Labeling. During tours of the licensee's facilities, the inspector should
determine by direct observations whether proper caution signs are being used at
access points to areas containing radioactive materials and radiation areas.
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During the conduct of the inspection the inspector should observe labeling on
packages or other containers to determine that proper information (e.g., isotope,
quantity, and date of measurement) is recorded.

During tours of the licensee's facilities, the inspector should verify that radiation
areas have been conspicuously posted, as required by 10 CFR 20.1902. The
inspector should determine that areas occupied by radiation workers for long
periods of time and common-use areas have been controlled in accordance with
licensee procedures and be consistent with the licensee's ALARA program.

During tours of the licensee's facilities, the inspector should observe locations
where notices to workers are posted. The inspector should verify that applicable
documents, notices, or forms are posted in a sufficient number of places to permit
individuals engaged in licensed activities to observe them on the way to or from
any particular licensed activity location to which the postings would apply in
accordance with 10 CFR 19.11, 20.1902, and 21.6.

g. Inventories. Through discussions with cognizant licensee representatives, direct
observations made during tours of the licensee's facility, and if necessary, a review
of selected records, the inspector should verify that the licensee is conducting a
semi-annual inventory of all sealed sources in accordance with 10 CFR 35.67(g).
If appropriate, the inspector should independently verify through direct
observations or a review of selected records of receipt and transfer to determine
that the quantities and forms of licensed material possessed and used by the
licensee are as authorized in the license.

h. Waste Storage and Disposal. Through discussions with cognizant licensee
representatives, direct observations made during tours of the licensee's facility,
and if necessary, a review of selected records, the inspector should verify that
radioactive waste is stored and controlled in a secure and safe manner, and that
radiation levels in unrestricted areas surrounding the storage area do not exceed
DEP regulatory limits. Through further discussions, observations, and reviews, if
necessary, the inspector should verify that disposals of decay-in-storage waste are
performed in accordance with DEP regulatory requirements.

The inspector should note that generally, radionuclides used in nuclear medicine
facilities have half-lives of 120 days or less (300 days for NARM sealed sources)
and can be decayed in storage until surveys are indistinguishable from
background, then be disposed of as non-radioactive waste.

Through discussions with cognizant licensee representatives, direct observations
made during tours of the licensee's facility, and if necessary, a review of selected
records, the inspector should verify the following areas, when appropriate:

1. Waste disposed in accordance with 10 CFR 35.92;

2. Waste compacted in accordance with license conditions;

3. Waste storage containers properly labeled and area properly posted in
accordance with 10 CFR 20.1902 and 20.1904; and
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4. Waste was returned from a landfill due to radioactive contamination.

For further inspection guidance, the inspector should refer to IP 84850,
"Radioactive Waste Management-Inspection of Waste Generator Requirements of
10 CFR Part 20 and 10 CFR Part 61" and Information Notice (IN) 94-07, "Solubility
Criteria for Liquid Effluent Releases to Sanitary Sewerage Under the Revised 10
CFR Part 20."

Effluents. Through discussions with cognizant licensee representatives and if
necessary, a review of selected records, the inspector should verify that releases
into a public sanitary sewerage system and septic tanks, if any, are consistent with
the form and quantity restrictions of DEP regulatory requirements. If the inspector
determines that a review of selected records is necessary, the inspector should
pay particular attention to the licensee's documentation for demonstrating that the
material is readily soluble (or readily dispersible biological material) in water. If a
review of selected records is necessary, the inspector should examine the waste
release records generated since the last inspection, annual or semiannual reports,
pertinent nonroutine event reports, and a random selection of liquid and airborne
waste release records.

For liquid wastes, the inspector should determine through further discussions,
observations and reviews, if necessary, if the licensee has identified all sources of
liquid waste; evaluated treatment methods to minimize concentrations (such as the
use of retention tanks); and complies with the regulatory requirements for disposal
into sanitary sewerage.

Through further discussions, direct observations made during tours of the
licensee's facility, and reviews, if necessary, the inspector should verify that
waste-handling equipment, monitoring equipment, and/or administrative controls
are adequate to maintain radioactive effluents within DEP regulatory requirements
and are ALARA (This should include xenon or other gas waste, also).

In addition, from those discussions, observations and reviews, if necessary, the
inspector should verify that effluent monitoring systems and the associated
analytical equipment are adequate to detect and quantify effluents with sufficient
sensitivity, and whether they are maintained, calibrated, and operated in
accordance with the manufacturer's recommendations.

Furthermore, from those discussions, observations and reviews, if necessary, the
inspector should verify that all significant release pathways are monitored, all
unmonitored pathways have been characterized, and all surveillance procedures
for effluents are being implemented by the licensee.

For further inspection guidance, the inspector should refer to IP 87102,
"Maintaining Effluents from Materials Facilities As Low As Is Reasonably
Achievable (ALARA)."

03.02 Shielding of Licensed Material
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In the application for the license, the licensee committed to develop and implement and
maintain procedures for safe use of unsealed byproduct material that meet the
requirements of 10 CFR 20.1101 and 10 CFR 20.1301. Through observations and
interviews, the inspector should assess the actual implementation of ALARA procedures
which include shielding of licensed material.

a. Syringe and Vial Shields. Determine a sufficient number, type, and condition of
syringe and vial shields are being used to protect workers and members of the
public from unnecessary radiation. Verify labeling of syringe and vial shields
required by 10 CFR 35.69.

b. Other Shielding. Determine use of shielding for waste receptacles, storage
containers, and work areas to protect workers in the hot lab.

If shielding is not evident, then the inspector should assess the licensee's evaluation of
radiation doses to workers and members of the public respectively under 10 CFR 20.1201
and 1301. The licensee may have determined that shielding was not needed. The
inspector should verify that the licensee instructed workers under 10 CFR 19.12 about
shielding.

03.03 Comprehensive Safety Measures

During tours of the licensee's facilities, the inspector should be aware of potential industrial
safety hazards for referral to the U. S. Department of Labor's Occupational Safety and
Health Administration or the Pennsylvania Department of Labor and Industry.

During tours of the facility and discussions with cognizant licensee representatives, the
inspector should verify that the licensee's radioactive waste and licensed material are
protected from fire and the elements, the integrity of packages containing licensed material
is adequately maintained, areas used to store licensed material are properly ventilated, and
adequate controls are in effect to minimize the risk from other hazardous materials.

03.04 Radiation Dosimetry Program

The inspector can find specific inspection guidance for this area in IP 83822, "Radiation
Protection."

a. Radiation Protection Program. Through discussions with cognizant licensee
representatives and if necessary, a review of selected records, the inspector
should verify that the licensee has developed, implemented and maintained an
adequate radiation protection program commensurate with the licensee's activities,
that the program includes ALARA provisions, and that the program is being
reviewed by the licensee at least annually, both for content and implementation in
accordance with 10 CFR 20.1101.

b. Occupational Radiation Exposure. From a review of selected occupational
radiation dosimetry reports and discussions with cognizant licensee
representatives, the inspector should determine that occupational radiation
exposures received by workers are within DEP regulatory limits (e.g., 10 CFR
20.1201, 1202, 1207, and 1208). If from those reviews and discussions the
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inspector determines that a worker had exceeded an DEP regulatory limit, the
inspector should immediately contact DEP regional management to discuss the
matter and determine what steps need to be taken in following up on this matter.

10 CFR 19.13(b) requires that each licensee shall advise each worker annually of
the worker's dose, as shown in dose records maintained by the licensee. Through
discussions with cognizant licensee staff and management, the inspector should
verify that the licensee has advised workers of their doses annually. The licensee
must advise all workers for whom monitoring is required. The licensee must advise
these workers of doses from routine operations, and doses received during
planned special exposures, accidents, and emergencies. If the inspector cannot
conclude from those discussions that workers had been advised of their
occupational dose annually, then a records review may be more appropriate to
confirm that the licensee had conducted this required task. The report to the
individual must be in writing and must contain all the information required in
10 CFR 19.13(a).

c. Personnel Dosimeters. Through direct observations made during the onsite
inspection, the inspector should independently verify that appropriate personal
dosimetry devices are worn by appropriate licensee personnel. The inspector
should verify that dosimetry devices appropriate to the type, energy of emitted
radiation, and the anticipated radiation fields have been issued to facility
personnel. In addition, the inspector should verify that dosimeters are processed
by a National Voluntary Laboratory Accreditation Program approved and
accredited processor.

Through discussions with cognizant licensee representatives and a review of
selected records, the inspector should evaluate the adequacy of the licensee's
methods used to assess the SDE to the portion of the skin of the extremity
expected to have received the highest dose. The inspector should give particular
attention to the distance between the location that is likely to have received the
highest dose when sources are manipulated manually (even when shields are
used) and where the extremity monitor is worn.

d. Internal Dosimetry Through interviews with cognizant licensee representatives,
and records review, if appropriate, verify that measurements for internal deposition
of licensed materials are performed and evaluated in accordance with 10 CFR
20.1501.

03.05 Radiation Instrumentation, Surveys, and Leak Tests

a. Equipment and Instrumentation

1. During the conduct of the inspection, the inspector should verify through
discussions with cognizant licensee representatives, direct observations, and
if necessary, a review of selected records, that equipment and
instrumentation used to conduct licensed activities are appropriate to the
scope of the licensed program, operable, calibrated, and adequately
maintained in accordance with DEP regulatory requirements and the
manufacturer's recommendations. The inspector should verify that:
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(a) the radiation survey instruments have been calibrated in accordance
withlO CFR 35.61;

(b) the instruments used to measure the activity of unsealed byproduct
material meet the requirements of 10 CFR 35.60;

(c) licensees that use molybdenum-99/technetium-99m generators
measure and record the molybdenum-99 concentration after the first
eluate, in accordance with 10 CFR 35.204, to ensure that humans are
not administered a pharmaceutical containing more than
0.15 microcuries of molybdenum-99 per millicurie of technetium-99m.

The inspector should independently verify through direct observations that
survey instruments have been calibrated at the required frequency in
accordance with 10 CFR 35.61. The inspector should have cognizant
licensee staff demonstrate how the instrument works and performs. The
inspector should ask the individuals what actions are taken when radiation
detection equipment is non-functional. During the inspection, the inspector
should independently verify that for those survey and monitoring instruments
available for use have current calibrations appropriate to the types and
energies of radiation to be detected. For those licensee's that calibrate their
own instruments, the inspector should have cognizant licensee staff perform
or demonstrate how those activities are conducted in order to demonstrate
the technical adequacy of the licensee's calibration procedures.

2. When appropriate, the inspectors should confirm that the licensee is
knowledgeable in identifying and reporting defects to the NRC in accordance
with 10 CFR Part 21.

b. Area Radiation Surveys. During tours of the licensee's facility, the inspector
should verify by direct observations and independent measurements, that area
radiation levels are within DEP regulatory limits, and that those areas are properly
posted. The inspector should have the licensee spot-check area radiation levels in
selected areas using the licensee's own instrumentation. However, the inspector
must use DEP radiation survey instruments for independent verification of the
licensee's measurements. (The inspector's instruments shall be calibrated and
source-checked before he/she leaves the DEP regional office.) The inspector
should conduct such surveys as further discussed in Section 0312.

If practical and when appropriate, the inspector should observe licensee staff
conduct area radiation and removable contamination surveys, to determine the
adequacy of such surveys. The inspector should verify the types of instruments
used, and whether they are designed and calibrated for the type of radiation being
measured.

c. Leak Tests. During the conduct of the inspection, the inspector should verify that
leak tests of sealed or contained sources are performed at the required frequency
found in 10 CFR 35.67(b) or license conditions. Through discussions with
cognizant licensee representatives, direct observations, and if necessary, a review

Issue Date: 10/24/02 - 11 - 87130



of selected records, the inspector should verify that the leak test is analyzed in
accordance with 10 CFR 35.67(c). If records of leak test results show removable
contamination in excess of the regulatory requirements of 0.005 microcuries (185
becquerels) or approved level included in a license condition, the inspector should
verify that the licensee made the appropriate notifications per 10 CFR 35.67(e) and
removed the source from service.

03.06 Radiation Safety Training and Practices

a. General Training. During the onsite inspection, the inspector should discuss with
cognizant licensee staff how, and by whom, training is conducted and the content
of the training provided to workers.

Through discussions with cognizant licensee representatives and if necessary, a
review of selected records, the inspector should verify, pursuant to 10 CFR 19.12,
that instructions have been given to individuals who in the course of employment
are likely to receive in a year an occupational dose in excess of 1 milliSievert
(100 mrem). The inspector should note that it is the licensee's management's
responsibility to inform the workers of precautions to take when entering a
restricted area, kinds and uses of radioactive materials in that area, exposure
levels, and the types of protective equipment to be used. The workers should also
be informed of the pertinent provisions of DEP regulations and the license, and the
requirement to notify management of conditions observed that may, if not
corrected, result in a violation of DEP requirements. Also, the inspector should
verify that authorized users and workers understand the mechanism for raising
safety concerns.

Of the training program elements, training given to authorized users and nuclear
pharmacists, and those individuals under the supervision of authorized users and
nuclear pharmacists, is of primary importance. The inspector should interview one
or more users of radioactive materials to independently verify that they have
received the required training. The inspector should note that the training should
be (and in most cases is required to be) provided to workers before the individual's
performance of licensed activities.

If necessary, the inspector may need to review selected records of personnel
training to the extent that the inspector is satisfied that the training program is
being implemented as required.

During the inspection, the inspector should observe related activities and discuss
the radiation safety training received by selected individuals to ensure that
appropriate training was actually received by these individuals. From those
observations and discussions, the inspector should verify that authorized users,
authorized nuclear pharmacists and supervised individuals understand the
radiation protection requirements associated with their assigned activities. The
licensee's radiation safety training may include, but is not limited to,
demonstrations by cognizant facility personnel, formal lectures, testing, films, and
"dry runs" for more complex or hazardous operations.
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b. Operating and Emergency Procedures. During the conduct of the inspection, the
inspector should verify through direct observations of licensed activities, if
practical, licensee personnel perform tasks at selected work stations to verify that
such licensed activities are performed in accordance with the licensee's operating
procedures. Through discussions with cognizant licensee staff, the inspector
should verify that for those individuals interviewed understand and implement
procedures establish by the licensee and are aware of procedural revisions. If
appropriate, the inspector should review the licensee's emergency procedures to
determine that these procedures are adequate to ensure compliance to DEP
regulatory requirements.

Discuss with cognizant licensee representatives, or if practicable, observe licensee
personnel conduct periodic tests, especially for scenarios involving events that
would require reporting to the DEP under 10 CFR 20.2202.

Some licensees may have agreements with other agencies (e.g., fire, law
enforcement, and medical organizations) regarding response to emergencies. The
inspector should discuss with cognizant licensee representatives what has been
done to ensure that agencies (involved in such agreements) understand their roles
in emergency responses.

c. Protective Clothing. Through direct observations of licensed activities and
discussions with cognizant licensee representatives, the inspector should verify
that radiation workers are provided with, and wear, the appropriate protective
clothing commensurate with activities being performed. The observation of the
protective clothing that licensee staff wear during their work activities should
provide the inspector with an acceptable means of reviewing this requirement. If
the inspector identifies a concern with this practice, the inspector should discuss
this practice with appropriate licensee representatives to ensure that licensee staff
are following licensee procedures for wearing adequate protective clothing.

03.07 Management Oversight

The inspector should interview cognizant licensee representatives to gain information
concerning organization, scope, and management oversight of the radiation safety
program.

a. Organization. During the conduct of the inspection, the inspector should interview
cognizant licensee representatives to discuss the current organization of the
licensee's program. The licensee's organizational structure will usually be found in
the license application and may involve one or more individuals. The inspector
should review with cognizant licensee representatives the licensee's organization
with respect to changes that have occurred in personnel, functions, responsibilities,
and authorities since the previous inspection. Through discussions with cognizant
licensee representatives, the inspector should determine the reporting structure
between executive management and the RSO. Through discussions with
cognizant licensee staff, the inspector should determine whether the RSO has
sufficient access to licensee management. Through further discussions with
cognizant licensee representatives, the inspector should determine if changes in
ownership or staffing have occurred. If the owner or individuals named in the
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license have changed, the inspector should determine whether the licensee has
submitted appropriate notification to DEP. This information must be provided
whenever changes in ownership or personnel named in the license are made.
Through discussions with cognizant licensee management the inspector should
determine if changes have occurred, or are anticipated, and ask personnel to
confirm (to the inspector's satisfaction) that no changes have taken place. If there
have been no changes in the organization since the previous inspection, there is
no need to pursue this element in further detail. If there have been changes in
ownership, the inspector should discuss this matter with appropriate licensee
representatives and DEP regional staff (e.g., license reviewers) to ensure that
proper actions will be taken in response to the changes in ownership.

Through discussions with cognizant licensee representatives, the inspector should
review any organizational change in the RSO position, authorities, responsibilities,
and reporting chains. The inspector should be sensitive to changes that reduce
the ability of the RSO to resolve concerns or issues related to the safe conduct of
the radiation protection program. The inspector should discuss with cognizant
licensee management representatives and the RSO about the RSO's authority and
about any changes that may impact upon the RSO's duties, responsibilities, or
effectiveness.

b. Scope of Program. Through discussions with cognizant licensee staff and direct
observations of licensed activities, the inspector can obtain useful information
about the types and quantities of material, frequency of use, incidents, etc. From
those discussions and direct observations made during tours of the licensee's
facilities, the inspector will be able to discern the actual size and scope of the
licensee's program, and to determine if significant changes have occurred since
the previous inspection. Through further discussions inspector should determine if
multiple places of use are listed on the license. In cases where there are multiple
sites/satellite facilities, the inspector should determine if inspections should be
performed at all sites. This decision should be based on MC 2800, "Materials
Inspection Program," and regional policy for performing inspections at satellite
facilities. From those observations and discussions, the inspector should verify
that the locations of use are as authorized in the license. If the inspector
determines that there are locations of use not authorized under the license, the
inspector should discuss this matter with appropriate licensee representatives to
ensure that the license is amended to allow the unauthorized location of use in
accordance with 10 CFR 35.13 and/or 35.14. Furthermore, the inspector should
determine if licensed activities conducted at such locations were conducted in
accordance with DEP regulatory requirements and the licensee's license.

In reviewing the scope of the licensee's program in this area, the inspector should
discuss information that includes lab personnel, locations of use, human research
and medical use activities, mobile nuclear medicine services, distribution of
pharmaceuticals under 10 CFR Part 35 license, and principal types and quantities
of licensed materials used.

c. Radiation Program Administration. In the course of interviewing cognizant licensee
personnel, the inspector should determine if management oversight is sufficient to
provide the licensee's staff with adequate resources and authority to administer the
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licensed program. In the review to verify implementation of the radiation safety
program, the inspector should pay particular attention to the scope of the program,
frequency of licensee audits, and the use of qualified auditors. If necessary, the
inspector should review selected procedures for recording and reporting
deficiencies to management; and methods and completion of follow-up actions by
management.

1. RSO. The RSO is the individual, appointed by licensee management and
identified on the license, who is responsible for implementing the radiation
safety program. The inspector should independently verify through
discussion and direct observations of licensed activities that this individual is
knowledgeable about the program, and ensures that activities are being
performed in accordance with approved procedures and the regulations.
The inspector should verify that, when deficiencies are identified, the RSO
has sufficient authority to implement corrective actions, including termination
of operations that pose a threat to health and safety.

2. Audits. The frequency and scope of audits of the licensed program will vary.
However, the inspector should note that at a minimum, medical licensees

are required by 10 CFR 20.1101(c) to review the radiation safety program
content and implementation at least annually. The results of audits should
be documented. If time permits, the inspector should examine these records
with particular attention to deficiencies identified by the auditors, and note
any corrective actions taken as a result of deficiencies found. If no corrective
actions were taken, the inspector through discussions with cognizant
licensee representatives should determine why the licensee disregarded
deficiencies identified during audits, and whether the lack of corrective
actions caused the licensee to be in non-compliance with regulatory
requirements.

d. Authorized Users. Authorized users (physicians, nuclear pharmacists, and medical
physicists) are named on the license. The inspector should note that the
regulations in 10 CFR 35.11(b) allow an individual to receive, possess, use, or
transfer byproduct material for medical use "under the supervision of' the
authorized user, unless prohibited by license condition. Also, these regulations do
not specifically require that the authorized user be present at all times during the
use of such materials. The authorized user/supervisor is responsible for assuring
that personnel under his/her supervision have been properly trained and
instructed, pursuant to 10 CFR 35.27(a), and is responsible for the supervision of
operations involving the use of radioactive materials whether he/she is present or
absent.

e. Authorized Uses. The inspector should determine from observing the use of
licensed material, discussing the activities with cognizant licensee personnel, and if
necessary, from a review of selected records, that the type, quantity, and use of
licensed material at the licensee's facility are as authorized by the license. From
those observations, discussions, and reviews, if necessary, the inspector should
verify that the total activity of licensed material does not exceed the maximum
activity authorized either in the license or in the design specifications of the
device's sealed source device registration certificate.
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f. Financial Assurance and Decommissioning. The decommissioning recordkeeping
requirements are applicable to all materials licensees, including licensees with only
sealed sources, and are specified in 10 CFR 30.35(g). These records should
contain, among other information: 1) records of unusual occurrences involving the
spread of contamination in and around the facility, equipment, or site; 2) as-built
drawings and modifications of structures and equipment in restricted areas where
radioactive materials are used and/or stored, and locations of possible inaccessible
contamination; and 3) records of the cost estimate performed for a
decommissioning funding plan or the amount certified for decommissioning. This
list is not all-inclusive of the information and requirements given in 10 CFR
30.35(g). The inspector should ensure that the licensee has such
decommissioning records, that the records are complete, that they are updated as
required, and that the decommissioning records are assembled or referenced in an
identified location.

Some licensees may release rooms within a building for unrestricted use, without a
license amendment. The release of these areas may fall outside of the reporting
requirements in the Decommissioning Timeliness Rule if the licensee continues to
conduct other activities in the same building. During the onsite inspection, the
inspector should identify the rooms that have been released since the last
inspection and perform random confirmatory measurements for selected rooms
(e.g., randomly sample selected areas, not survey 100%), to verify that radiation
and contamination levels are below release limits. Licensee survey records and
other documentation should be reviewed to verify that the basis for releasing each
room is adequately documented in the licensee's decommissioning records. If
during the confirmatory survey, the inspector identifies levels above release limits,
the inspector should inform appropriate licensee representatives as soon as
practicable to review the matter, determine what appropriate actions need to be
taken to address the matter, determine if members of the public have been
received radiation exposures that exceeded DEP regulatory limits, and assess
those possible exposures. If the inspector determines that a member of the public
may have received radiation exposures that exceeded DEP regulatory limits, the
inspector should immediately contact DEP regional management for further
guidance.

Licensees submit financial assurance instruments and/or decommissioning plans
for a specific set of conditions. Occasionally, those conditions may change over
time and the licensee may not notify DEP. The inspector should be aware of
changes, in radiological conditions, while inspecting a licensee's facility, that would
necessitate a change in the financial assurance instrument and/or
decommissioning plan, especially where the radiological conditions deteriorate and
the financial assurance instrument or decommissioning plan may no longer be
sufficient. In preparation for the inspection, the inspector should determine the
dates that the financial assurance instrument and decommissioning plan (if
applicable) were submitted to DEP. During the inspection, through observations
made during tours of the facilities, discussions with cognizant licensee personnel,
and a review of selected records, the inspector should determine whether the
radiological conditions at the licensee's facility have changed since the documents
were submitted to DEP. If conditions have changed and the adequacy of the
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financial assurance instrument and/or decommissioning plan is in doubt, the
inspector should contact regional management as soon as practicable from the
licensee's site to discuss the situation.

Additionally, some licensees are required to maintain decommissioning cost
estimates and funding methods on file. If the licensee uses a parent company
guarantee or a self-guarantee as a funding method, the inspector should verify that
the licensee has a Certified Public Accountant certify each year that the licensee
passes a financial test. The financial test ratios for parent company guarantees
and self-guarantees are specified in Section II, Appendix A and Appendix C,
respectively, to Part 30.

g. Decommissioning Timeliness. Through discussions with cognizant licensee
representatives and direct observations, the inspector should determine whether
the license to conduct a principal activity has expired or been revoked. If the
license remains in effect, the inspector should determine if the licensee has made
a decision to cease principal activities at the site or in any separate building.
Finally, the inspector should determine if there has been a 24-month duration in
which no principal activities have been conducted in such areas. A principal
activity is one which is essential to the purpose for which a license was issued or
amended, and does not include storage incidental to decontamination or
decommissioning. If the licensee meets any of the above conditions, the
decommissioning timeliness requirements apply.

The inspector should note that the requirements of 10 CFR 30.36, 40.42 and 70.38
do not apply to released rooms within a building where principal activities are still
on-going in other parts of the same building. Once principal activities have ceased
in the entire building, then the decommissioning timeliness requirements will take
effect.

The inspector should note that the DEP has a stringent enforcement policy with
respect to violations of the decommissioning timeliness requirements. Failure to
comply with the Decommissioning Timeliness Rule (failure to notify DEP, failure to
meet decommissioning standards, failure to complete decommissioning activities
in accordance with regulation or license condition, or failure to meet required
decommissioning schedules without adequate justification) may result in
consideration of monetary civil penalties or other enforcement actions, as
appropriate.

Decommissioning timeliness issues can be complex. For situations where an
inspector has questions about the licensee's status and whether the
decommissioning timeliness standards apply, he/she should contact DEP Central
Office management as soon as practicable for further guidance.

For planning and conducting inspections of licensees undergoing
decommissioning, the inspector should refer to MC 2602, "Decommissioning
Inspection Program for Fuel Cycle Facilities and Materials Licensees"; IP 87104,
"Decommissioning Inspection Procedure for Materials Licensees"; and NUREG
1757, "Consolidated Decommissioning Guidance."
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h. Generic Communications of Information. Through discussions with cognizant
licensee management and the RSO as well as through direct observations made
during tours of the licensee's facility, the inspector should verify that the licensee is
receiving the applicable bulletins, information notices, etc., and that the
information contained in these documents is disseminated to appropriate staff
personnel. The inspector should also verify that the licensee has taken
appropriate action in response to these DEP communications, when a response is
required.

i, Notifications and Reports. Through discussions with cognizant licensee
representatives and if necessary, a review of selected records, the inspector
should determine the licensee's compliance for notifications and reports to the
Department. The licensee may be required to make notifications following loss or
theft of material, overexposures, incidents, high radiation levels, safety-related
equipment failure, medical events, dose to an embryo/fetus or a nursing child, etc.

From those discussions and reviews, the inspector should verify that notifications
and/or reports were appropriately submitted to DEP and individuals, if applicable.
If the inspector determines that the licensee failed to submit such notifications
and/or reports, the inspector should bring this matter to the attention of appropriate
licensee representatives as soon as practicable for follow up and compliance to
the appropriate DEP regulatory requirements.

j. Special License Conditions. Some licenses will contain special license conditions
that are unique to a particular practice or procedure, such as the use of equipment
for nonmedical purposes. In these instances, through discussions with cognizant
licensee representatives, the inspector should verify that the licensee understands
the additional requirements, and maintains compliance with the special license
conditions. The inspector should also note that some special license conditions
may state an exemption to a particular DEP requirement.

k. Research Involving Human Subjects. If applicable, the inspector must verify that
this type of research satisfy the following conditions: 1) All research is conducted,
supported, or regulated by another Federal Agency that has implemented "Federal
Policy for Protection of Human Subjects" (10 CFR 35.6), or the licensee is
authorized to conduct such research; 2) the licensee obtains informed consent
from the subjects, as defined and described in the Federal Policy; and 3) the
licensee obtains prior review and approval from an Institutional Review Board, as
defined and described in the Federal Policy.

03.08 Other Medical Uses of Byproduct Material or Radiation from Byproduct Material.
Due to the advancements of medical research and development, a variety of new medical
uses of byproduct material or radiation from byproduct material are always on the forefront
of providing optimal medical care to patients. Due to the increase in these various new
medical uses of byproduct material or radiation from byproduct material, the regulations
were revised to allow licensees the ability to use such uses in order to provide optimal
patient care. The licensee may use byproduct material or a radiation source approved for
medical use which is not specifically addressed in subparts D through H of this part if the
licensee has submitted the information required by 10 CFR 35.12(b) through (d); and the
licensee has received written approval from the DEP in a license or license amendment
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and uses the material in accordance with the regulations and specific conditions the DEP
considers necessary for the medical use of the material. During discussions with cognizant
licensee representatives and direct observations made during inspections, the inspector
may encounter various new medical uses of byproduct material or radiation from byproduct
material being used that have not been specifically amended to a licensee's license. If an
inspector encounters such a use, the inspector should contact regional management as
soon as practicable to independently verify that such use is authorized under the
regulations. If further verification of such use is needed, the region should contact the
Central Office Licensing Section for further guidance.

For further inspection guidance, refer to MC 2800.

END
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ENCLOSURE 30



DEP INSPECTION MANUAL
INSPECTION PROCEDURE 87131

NUCLEAR MEDICINE PROGRAMS,
WRITTEN DIRECTIVE REQUIRED

PROGRAM APPLICABILITY: 2800

87131-01 INSPECTION OBJECTIVES

01.01 To determine if licensed activities are being conducted in a mannerthat will protect
the health and safety of workers, the general public and patients.

01.02 To determine if licensed activities are being conducted in accordance with
Pennsylvania Department of Environmental Protection (DEP) requirements.

87131-02 INSPECTION REQUIREMENTS

The inspector should conduct the inspection in a manner that will allow him/her to develop
conclusions about licensee performance relative to the following focus areas: 1) Security
and control of licensed material; 2) Shielding of licensed material; 3) Comprehensive safety
measures; 4) Radiation dosimetry program; 5) Radiation instrumentation and surveys; 6)
Radiation safety training and practices; and 7) Management oversight. Based on selected
observations of licensed activities, discussions with licensee staff, and as appropriate, a
review of selected records and procedures, the inspector should determine the adequacy
of a licensee's radiation safety program relative to each of the above focus areas. If the
inspector concludes that licensee performance is satisfactory from a general review of
selected aspects of the above focus areas, the inspection effort expended in reviewing that
particular focus area will be complete. If the inspector determines that the licensee did not
meet the performance expectation for a given focus area, the inspector should conduct a
more thorough review of that aspect of the licensee's program. The increased inspection
effort may include additional sampling, determination of whether the licensee's procedures
are adequate, and a review of selected records maintained by the licensee documenting
activities and outcomes. The above focus areas are structured as a performance
expectation and address the activities or program areas most commonly associated with
measures that prevent overexposures, medical events, or release, loss or unauthorized
use of radioactive material.

The DEP Inspector shall not under any circumstances knowingly allow an unsafe work
practice or a violation which could lead to an unsafe situation to continue in his/her
presence in order to provide a basis for enforcement action. Unless an inspector needs to
intervene to prevent an unsafe situation, direct observation of work activities should be
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conducted such that the inspector's presence does not interfere with patient care or a
patient's privacy.

Discussion of the inspector's observations and interviews with the workers should not occur
during the preparation for, or delivery of medical treatment, if possible. When practicable,
the inspector should exercise discretion when interviewing licensee staff in the presence of
patients so that the discussions do not interfere with licensee staff administering patient
care. However, there may be cases when it is appropriate to discuss such matters at such
times that would allow an inspector to ascertain the adequacy of the licensee's
administration of the radiation safety program.

In reviewing the licensee's performance, the inspector should cover the period from the last
to current inspection. However, older issues preceding the last inspection should be
reviewed, if warranted by circumstances, such as incidents, noncompliance, or high
radiation exposures.

02.01 Security and Control of Licensed Material. The inspector should independently
verify through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has controlled access to and prevent loss of licensed material so as to limit
radiation exposure to workers and members of the public to values below DEP regulatory
limits.

02.02 Shielding of Licensed Material. The inspector should independently verify through
direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has maintained shielding of licensed materials in a manner consistent with
operating procedures and design and performance criteria for devices and equipment.

02.03 Comprehensive Safety Measures. The inspector should independently verify
through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has implemented comprehensive safety measures to limit other hazards from
compromising the safe use and storage of licensed material.

02.04 Radiation Dosimetry Program. The inspector should independently verify through
direct observations of licensed activities, discussions with cognizant licensee.
representatives, and a review of selected records, that the licensee's performance has
implemented a radiation dosimetry program to accurately measure and record radiation
doses received by workers or members of the public as a result of licensed operations.

02.05 Radiation Instrumentation and Surveys. The inspector should independently verify
through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee has
implemented radiation instrumentation in sufficient number, condition, and location to
accurately monitor radiation levels in areas where licensed material is used and stored.

02.06 Radiation Safety Training and Practices. The inspector should independently verify
through direct observations of licensed activities, discussions with cognizant licensee
representatives, and if necessary, a review of selected records, that the licensee's
performance has ensured that workers are knowledgeable of radiation uses and safety
practices; skilled in radiation safety practices under normal and accident conditions; and
empowered to implement the radiation safety program.
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02.07 Management Oversight. The inspector should independently verify through direct
observations of licensed activities, discussions with cognizant licensee representatives,
and if necessary, a review of selected records, that the licensee's performance for
implementing a management system is appropriate for the scope of use and is able to
ensure awareness of the radiation protection program, ALARA practices are implemented
when appropriate, and assessments of past performance, present conditions and future
needs are performed and that appropriate action is taken when needed.

02.08 Other Medical Uses of Byproduct Material or Radiation from Byproduct Material.
Due to the advancements of medical research and development, new emerging medical
technologies are always on the forefront of providing optimal medical care to patients. In
accordance with DEP regulations, the licensee may use byproduct material or a radiation
source approved for medical use which is not specifically addressed in subparts D through
H of Part 35, if the licensee has submitted the information required by 10 CFR 35.12(b)
through (d), and the licensee has received written approval from the DEP in a license or
license amendment and uses the material in accordance with the regulations and specific
conditions the DEP considers necessary for the medical use of the material. During
discussions with cognizant licensee representatives and direct observations made during
the inspection, the inspector may encounter new emerging technologies being used that
have not been specifically amended to a licensee's license. If an inspector encounters
such activity and uses, the inspector should contact DEP regional management as soon as
practicable to independently verify that such use is authorized under DEP regulatory
requirements. If further verification of such use is needed, the region should contact the
Central Office Licensing Section for further guidance.

87131-03 INSPECTION GUIDANCE

General Guidance

A determination regarding safety and compliance with DEP requirements should be based
on direct observation of work activities, interviews with licensee workers, demonstrations by
appropriate workers performing tasks regulated by DEP, independent measurements of
radiation conditions at the licensee's facility, and where appropriate, a review of selected
records. A direct examination of these licensed activities and discussions with cognizant
workers should be a better indicator of the performance of a licensee's overall radiation
safety program than a review of selected records alone.

Some of the requirement and guidance sections of this procedure instruct the inspector to
"verify" the adequacy of certain aspects of the licensee's program. Whenever possible,
verification should be accomplished through discussions, direct observations, and
demonstrations by appropriate licensee personnel.

Once an inspector has conducted a review of the applicable elements of a focus area in a
broad capacity (e.g., looked at the "big picture") and has not identified any safety significant
concerns within that area, the inspector should conclude inspection of that focus area. The
inspector should note that not all of the following elements outlined below in a particular
focus area need to be reviewed by the inspector if he/she concludes from selected
observations, discussions and reviews that the licensee's performance is adequate for
ensuring public health and safety.
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However, if the inspector during a review of selected elements of one of the focus areas
concludes that there may be a significant safety concern, a more detailed review may be
appropriate. A more detailed review may include further observations, demonstrations,
discussions and a review of selected records. In the records reviewed the inspector should
look for trends in those areas of concerns, such as increasing radiation levels from area
radiation and removable contamination surveys, and occupational radiation doses.
Records such as surveys, receipt and transfer of licensed materials, survey instrument
calibrations and training may be selectively examined until the inspector is satisfied that for
those areas of concerns, the records may or may not substantiate his/her concerns. If the
inspector substantiates a significant safety concern regarding a particular matter, it may be
more appropriate to discuss this matter with DEP regional management. During the
inspection, some records that are more closely related to health and safety (e.g., personnel
occupational radiation exposure records, medical events and incident reports) may be
examined in detail since a review of such records is necessary to ascertain the adequacy
of the implementation the radiation safety program for that particular element of a focus
area.

If the inspector finds it appropriate when an apparent violation has been identified, the
inspector should gather copies from the licensee, while onsite, of all records that are
needed to support the apparent violation. In general, inspectors should use caution before
retaining copies of licensee documents, unless they are needed to support apparent
violations, expedite the inspection (e.g., licensee materials inventories), or make the
licensing file more complete. In all cases where licensee documents are retained beyond
the inspection, ensure that the licensee understands that the retained record will become
publicly available, and give the licensee the opportunity to request withholding the
information.

The inspector should keep the licensee apprised of the inspection findings throughout the
course of the onsite inspection and not wait until the exit meeting to inform licensee senior
management.

Whenever possible the inspector should keep DEP regional management informed of
significant findings (e.g., safety hazards, willful violations, and other potential escalated
enforcement issues) identified during the course of the inspection. This will ensure that the
inspector is following appropriate DEP guidance under such circumstances.

03.01 Security and Control of Licensed Material

a. Adequate and Authorized Facilities. Descriptions of the facilities are generally
found in the application for a license and subsequent amendments that are usually
tied down to a license condition as submitted by the licensee in accordance with 10
CFR 35.13. Based on direct observations made during tours of the licensee's
facility, the inspector should independently verify that access to licensed material
received, used, and stored is secured from unauthorized removal, and the licensee
uses processes or other engineering controls to maintain exposures as low as is
reasonably achievable (ALARA).

b. Adequate Equipment and Instrumentation

1. Through discussion with cognizant licensee representatives, direct
observations of licensed activities, and if necessary, a review of selected
records, the inspector should ensure that equipment and instrumentation
used by the licensee is appropriate to the scope of the licensed program.
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The inspector should independently verify through direct observations that
survey instruments have been calibrated in accordance with 10 CFR 35.61.
The inspector should have cognizant licensee staff demonstrate how the
instrument works and performs. The inspector should ask the individuals
what actions are taken when radiation detection equipment is non-functional.
During the inspection, the inspector should independently verify that for

those survey and monitoring instruments available for use have current
calibrations appropriate to the types and energies of radiation to be detected.

2. If appropriate, the inspector should verify that the licensee has established
and implemented procedures to identify and report safety component defects
in accordance with 10 CFR 21

c. Receipt and Transfer of Licensed Materials. Through discussions with cognizant
licensee representatives, direct observations made during tours of the licensee's
facility, and if necessary, a review of selected records, the inspector should verify
that the licensee has received and transferred licensed materials in accordance
with DEP and applicable U.S. Department of Transportation (DOT) and
Pennsylvania Dept. of Transportation (PA DOT) regulations and license conditions.

Through discussions with cognizant licensee representatives, direct observation of
licensed activities, and if necessary, a review of selected records, the inspector
should verify that the licensee has methods for picking up, receiving, and opening
packages that address how and when packages will be picked up, radiation
surveys and wipe tests of packages to be done on receipt, and procedures for
opening packages (such as the location in the facility where packages are
received, surveyed, and opened). From those discussions, observations and
reviews, if necessary, the inspector should determine what actions are taken if
surveys reveal that packages are contaminated in excess of specified limits, and/or
radiation levels that are higher than expected. If packages arrive during the course
of an inspection, the inspector should observe, when practical, personnel
performing the package receipt surveys.

Through discussions with cognizant licensee representatives and if necessary, a
review of selected records, the inspector should review the licensee's materials
accounting system. The inspector should note that sometimes, a relatively small
facility will generally need to maintain receipt records, disposal records, and
records of any transfers of material. However, a large facility may need a
sophisticated accounting system which provides accurate information on the
receipt of material, its location, the quantity used and disposed of, the amount
transferred to other laboratories operating under the same license, and the amount
remaining after decay. From those discussions and reviews, if necessary, the
inspector should determine if accounting systems consider radioactive material
held for decay-in-storage, near-term disposal, or transfer to other licensees. In
both types of accounting systems, the inspector should ensure that the licensee
has performed routine audits of those systems to ensure the accuracy of the
system.

Through discussions with cognizant licensee representatives and if necessary, a
review of selected records, the inspector should ascertain if the licensee has an
adequate method of determining that transfers of licensed material are made to
recipients licensed to receive them (e.g., licensee obtains a copy of the recipient's
current license before the transfer).
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d. Transportation. Through discussions with cognizant licensee representatives,
direct observations made during the conduct of the inspection, and if necessary, a
review of selected transportation records, the inspector should verify that the
licensee's hazardous material training, packages and associated documentation,
vehicles (including placarding, cargo blocking, and bracing, etc.), and shipping
papers are adequate and in accordance with DEP, PA DOT and DOT regulatory
requirements for transportation of radioactive materials. Furthermore, from those
discussions and reviews, if necessary, the inspector should verify if any incidents
had occurred and that they were appropriately reported.
For further inspection guidance, the inspector should refer to I P 86740, "Inspection
of Transportation Activities." Inspectors should also refer closely to "Hazard
Communications for Class 7 (Radioactive) Materials," the DEP field reference
charts on hazard communications for transportation of radioactive materials, which
contain references to the new transportation requirements, and are useful field
references for determining compliance with the transportation rules on labeling,
placarding, shipping papers, and package markings.

e. Material Security and Control. Through direct observations made during tours of
the licensee's facility and discussions with cognizant licensee representatives, the
inspector should verify that the licensee has maintained adequate security and
control of licensed material. From those observations, the inspector should note
areas where radioactive materials are used and stored. From further observations
and discussions, the inspector should verify that licensed material in storage, in
controlled or unrestricted areas, is secured from unauthorized removal or access.
Also, the inspector should verify that the storage areas are locked and have limited
and controlled access. For licensed material not in storage, in controlled or
unrestricted areas, the inspector should verify that such material is controlled and
under constant surveillance or physically secured. Controls may include a
utilization log to indicate when, in what amount, and by whom, radioactive material
is taken from and returned to storage areas. In addition, the inspector should
verify that access to restricted areas is limited by the licensee.

f. Written Directives. During the onsite inspection, the inspector should observe and
interview individuals as they perform applicable duties to determine that individuals
are knowledgeable about the need for written directives and if the licensee's
written directives, as implemented, effectively ensure that radiation from byproduct
material Will be administered as directed by the authorized user and recorded in
accordance with 10 CFR 35.41. The review should include consideration of the
licensee's implementation of a continuous improvement in the following processes:
monitoring, identification, evaluation, corrective action, and preventative measures.
If necessary, the inspector should review selected records of written directives to

confirm that these issues are addressed.

g. Patient Release. Through discussions with cognizant licensee representatives,
direct observations made during the conduct of the inspection, and if necessary, a
review of selected records, the inspector should determine if a licensee is
knowledgeable about patient release criteria and that a process exists to establish
that a patient administered radiopharmaceuticals or therapeutic quantities of
radioactive material is releasable from control in accordance with 10 CFR 35.75.

1. The inspector should note that the patient release criteria permits licensees
to release individuals from control if the TEDE for any other individual is not
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likely to exceed 0.5 rem. Through discussions with cognizant licensee
representatives and if necessary, a review of selected records, the inspector
should verify that the licensee has taken adequate measures to ensure that
patients have been released in accordance with 10 CFR 35.75.

2. Through further discussions the inspector should verify that the licensee is
familiar with the requirements in 10 CFR 35.75(b) to provide instructions to
released individuals if the dose to any other individual is likely to exceed
0.1 rem. The inspector should note that, in general, the licensee is required
to give instructions, including written instructions, on how to maintain doses
to other individuals as low as is reasonably achievable. The inspector may
determine how the licensee is demonstrating compliance with this
requirement by discussing the content of the instructions with appropriate
licensee staff. If concerns are identified from those discussions, the
inspector may find it necessary to review the sample instructions given to
patients. If the licensee is required by the rule to provide instructions to
breast-feeding women, the inspector should verify through further
discussions and reviews, if necessary, that the instructions include guidance
on the interruption or discontinuation of breast-feeding and information on
the potential consequences of failure to follow the guidance.

3. Through discussions with cognizant licensee representatives and if
necessary, a review of selected records, the inspector should verify that if the
TEDE to a breast-feeding child could exceed 0.5 rem if the breast-feeding
were continued, the licensee has maintained documentation that instructions
were provided in accordance with 10 CFR 35.75(d).

h. Medical Events. Through discussions with cognizant licensee representatives, the
inspector should determine if the licensee is knowledgeable of and in compliance
with the requirements for identification, notification, reports, and records for
medical events as required by DEP regulatory requirements. If necessary, the
inspector should conduct a review of selected records to independently verify
those discussions with such individuals. If from those reviews a previously
unidentified medical event is identified by the inspector, the inspector should: 1)
remind the licensee of the need to comply with the reporting requirements
described in 10 CFR 35.3045, "Report and notification of a medical event" or 10
CFR 35.3047, "Report and notification of a dose to an embryo/fetus or a nursing
child" and 2) Upon identification of such an event, the inspector should notify DEP
regional management as soon as possible to ensure that appropriate guidance is
given and matters are reviewed before completing the inspection.

Posting and Labeling. During tours of the licensee's facilities, the inspector should
determine by direct observations whether proper caution signs are being used at
access points to areas containing radioactive materials and radiation areas.
During the conduct of the inspection the inspector should observe labeling on
packages or other containers to determine that proper information (e.g., isotope,
quantity, and date of measurement) is recorded.

During tours of the licensee's facilities, the inspector should verify that radiation
areas have been conspicuously posted, as required by 10 CFR 20.1902. The
inspector should determine that areas occupied by radiation workers for long
periods of time and common-use areas have been controlled in accordance with
licensee procedures and be consistent with the licensee's ALARA program.
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During tours of the licensee's facilities, the inspector should observe locations
where notices to workers are posted. The inspector should verify that applicable
documents, notices, or forms are posted in a sufficient number of places to permit
individuals engaged in licensed activities to observe them on the way to or from
any particular licensed activity location to which the postings would apply in
accordance with 10 CFR 19.11, 20.1902, and 21.6.

j. Inventories. Through discussions with cognizant licensee representatives, direct
observations made during tours of the licensee's facility, and if necessary, a review
of selected records, the inspector should verify that the licensee is conducting a
semi-annual inventory of all sealed sources in accordance with 10 CFR 35.67(g).
If appropriate, the inspector should independently verify through direct
observations or a review of selected records of receipt and transfer to determine
that the quantities and forms of licensed material possessed and used by the
licensee are as authorized in the license.

k. Waste Storage and Disposal. Through discussions with cognizant licensee
representatives, direct observations made during tours of the licensee's facility,
and if necessary, a review of selected records, the inspector should verify that
radioactive waste is stored and controlled in a secure and safe manner, and that
radiation levels in unrestricted areas surrounding the storage area do not exceed
DEP regulatory limits. Through further discussions, observations, and reviews, if
necessary, the inspector should verify that disposals of decay-in-storage waste are
performed in accordance with DEP regulatory requirements.

The inspector should note that generally, radionuclides used in nuclear medicine
facilities have half-lives of 120 days or less (300 days for NARM sealed sources)
and can be decayed in storage until surveys are indistinguishable from
background, then be disposed of as non-radioactive waste.

Through discussions with cognizant licensee representatives, direct observations
made during tours of the licensee's facility, and if necessary, a review of selected
records, the inspector should verify the following areas, when appropriate:

1. Waste disposed in accordance with 10 CFR 35.92;

2. Waste compacted in accordance with license conditions;

3. Waste storage containers properly labeled and area properly posted in
accordance with 10 CFR 20.1902 and 20.1904; and

4. Waste was returned from a landfill due to radioactive contamination.

For further inspection guidance, the inspector should refer to IP 84850,
"Radioactive Waste Management-Inspection of Waste Generator Requirements of
10 CFR Part 20 and 10 CFR Part 61" and Information Notice (IN) 94-07, "Solubility
Criteria for Liquid Effluent Releases to Sanitary Sewerage Under the Revised 10
CFR Part 20."

Effluents. Through discussions with cognizant licensee representatives and if
necessary, a review of selected records, the inspector should verify that releases
into a public sanitary sewerage system and septic tanks, if any, are consistent with
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the form and quantity restrictions of DEP regulatory requirements. If the inspector
determines that a review of selected records is necessary, the inspector should
pay particular attention to the licensee's documentation for demonstrating that the
material is readily soluble (or readily dispersible biological material) in water. If a
review of selected records is necessary, the inspector should examine the waste
release records generated since the last inspection, annual or semiannual reports,
pertinent nonroutine event reports, and a random selection of liquid and airborne
waste release records.

For liquid wastes, the inspector should determine through further discussions,
observations and reviews, if necessary, if the licensee has identified all sources of
liquid waste; evaluated treatment methods to minimize concentrations (such as the
use of retention tanks); and complies with the regulatory requirements for disposal
into sanitary sewerage.

Through further discussions, direct observations made during tours of the
licensee's facility, and reviews, if necessary, the inspector should verify that
waste-handling equipment, monitoring equipment, and/or administrative controls
are adequate to maintain radioactive effluents within DEP regulatory requirements
and are ALARA (This should include xenon or other gas waste, also).

In addition, from those discussions, observations and reviews, if necessary, the
inspector should verify that effluent monitoring systems and the associated
analytical equipment are adequate to detect and quantify effluents with sufficient
sensitivity, and whether they are maintained, calibrated, and operated in
accordance with the manufacturer's recommendations.

Furthermore, from those discussions, observations and reviews, if necessary, the
inspector should verify that all significant release pathways are monitored, all
unmonitored pathways have been characterized, and all surveillance procedures
for effluents are being implemented by the licensee.

For further inspection guidance, the inspector should refer to IP 87102,
"Maintaining Effluents from Materials Facilities As Low As Is Reasonably
Achievable (ALARA)".

03.02 Shielding of Licensed Material

In an application for a license, a licensee must commit to develop, implement, and maintain
procedures under 10 CFR 20.1101 and 10 CFR 20.1301 for safe use of unsealed
byproduct material. Through observations and interviews, the inspector should assess the
actual implementation of ALARA procedures which include shielding of licensed material.

a. Syringe and Vial Shields. Determine a sufficient number, type, and condition of
syringe and vial shields are being used to protect workers and members of the
public from unnecessary radiation. Verify labeling of syringe and vial shields
required by 10 CFR 35.69.

b. Shielding in the Hot Lab. Determine use of shielding for waste receptacles,
storage containers, generator systems, and work areas to protect workers in the
hot lab.
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c. Shielding for Nuclear Medicine Therapy. Determine use of shielding for
administration of therapeutic quantities of byproduct material to protect workers
and family members of the patient who may be present. To limit doses to workers
and individual members of the public, a licensee may use portable shielding in
patient rooms or the licensee may have installed permanent shielding in certain
patient rooms designated for patients that cannot be released under 10 CFR
35.75. In an application for a license, the applicant would have described the
shielding along with calculations to estimate dose levels. For portable shields, an
applicant would also commit to develop administrative procedures for proper use
and placement of the shields within a patient room.

If shielding is not evident, then the inspector should assess the licensee's procedure and
further evaluation of radiation doses to workers and members of the public respectively
under 10 CFR 20.1201, 20.1301, and 20.1302. The inspector should verify that the
licensee instructed workers under 10 CFR 19.12 about shielding. The licensee may have
determined that shielding was not indicated under certain conditions to protect the patient
or human research subject from a non-radiological hazard which has significant health and
safety consequences to the patient or human research subject.

03.03 Comprehensive Safety Measures

During tours of the licensee's facilities, the inspector should be aware of potential industrial
safety hazards for referral to the U. S. Department of Labor's Occupational Safety and
Health Administration or the Pennsylvania Department of Labor and Industry.

During tours of the facility and discussions with cognizant licensee representatives, the
inspector should verify that the licensee's radioactive waste and licensed material are
protected from fire and the elements, the integrity of packages containing licensed material
is adequately maintained, areas used to store licensed material are properly ventilated, and
adequate controls are in effect to minimize the risk from other hazardous materials.

03.04 Radiation Dosimetry Program

The inspector can find specific inspection guidance for this area in IP 83822, "Radiation
Protection."

a. Radiation Protection Program. Through discussions with cognizant licensee
representatives and if necessary, a review of selected records, the inspector
should verify that the licensee has developed, implemented and maintained an
adequate radiation protection program commensurate with the licensee's activities,
that the program includes ALARA provisions, and that the program is being
reviewed by the licensee at least annually, both for content and implementation in
accordance with 10 CFR 20.1101.

b. Occupational Radiation Exposure. From a review of selected occupational
radiation dosimetry reports and discussions with cognizant licensee
representatives, the inspector should determine that occupational radiation
exposures received by workers are within DEP regulatory limits (e.g., 10 CFR
20.1201, 1202, 1207, and 1208). If from those reviews and discussions the
inspector determines that a worker had exceeded an DEP regulatory limit, the
inspector should immediately contact DEP regional management to discuss the
matter and determine what steps need to be taken in following up on this matter.
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10 CFR 19.13(b) requires that each licensee shall advise each worker annually of
the worker's dose, as shown in dose records maintained by the licensee. Through
discussions with cognizant licensee staff and management, the inspector should
verify that the licensee has advised workers of their doses annually. The licensee
must advise all workers for whom monitoring is required. The licensee must advise
these workers of doses from routine operations, and doses received during
planned special exposures, accidents, and emergencies. If the inspector cannot
conclude from those discussions that workers had been advised of their
occupational dose annually, then a records review may be more appropriate to
confirm that the licensee had conducted this required task. The report to the
individual must be in writing and must contain all the information required in
10 CFR 19.13(a).

c. Personnel Dosimeters. Through direct observations made during the onsite
inspection, the inspector should independently verify that appropriate personal
dosimetry devices are worn by appropriate licensee personnel. The inspector
should verify that dosimetry devices appropriate to the type, energy of emitted
radiation, and the anticipated radiation fields have been issued to facility
personnel. In addition, the inspector should verify that dosimeters are processed
by a National Voluntary Laboratory Accreditation Program approved and
accredited processor.

Through discussions with cognizant licensee representatives and a review of
selected records, the inspector should evaluate the adequacy of the licensee's
methods used to assess the SDE to the portion of the skin of the extremity
expected to have received the highest dose. The inspector should give particular
attention to the distance between the location that is likely to have received the
highest dose when sources are manipulated manually (even when shields are
used) and where the extremity monitor is worn.

d. Internal Dosimetry. Through interviews with cognizant licensee representatives,
and records review, if appropriate, verify that measurements for internal deposition
of licensed materials are performed and evaluated in accordance with 10 CFR
20.1501.

03.05 Radiation Instrumentation and Surveys

a. Equipment and Instrumentation

1. During the conduct of the inspection, the inspector should verify through
discussions with cognizant licensee representatives, direct observations, and
if necessary, a review of selected records, that equipment and
instrumentation used to conduct licensed activities are appropriate to the
scope of the licensed program, operable, calibrated, and adequately
maintained in accordance with DEP regulatory requirements and the
manufacturer's recommendations. The inspector should verify that:

(a) The radiation survey instruments have been calibrated in accordance
withl0 CFR 35.61;

(b) The instruments used to measure the activity of unsealed byproduct
material meet the requirements of 10 CFR 35.60;
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(c) Licensees that use molybdenum-99/technetium-99m generators
measure and record the molybdenum-99 concentration after the first
eluate, in accordance with 10 CFR 35.204, to ensure that humans are
not administered a pharmaceutical containing more than
0.15 microcuries of molybdenum-99 per millicurie of technetium-99m.

The inspector should independently verify through direct observations that
survey instruments have been calibrated at the required frequency in
accordance with 10 CFR 35.61. The inspector should have cognizant
licensee staff demonstrate how the instrument works and performs. The
inspector should ask the individuals what actions are taken when radiation
detection equipment is non-functional. During the inspection, the inspector
should independently verify that for those survey and monitoring instruments
available for use have current calibrations appropriate to the types and
energies of radiation to be detected. For those licensee's that calibrate their
own instruments, the inspector should have cognizant licensee staff perform
or demonstrate how those activities are conducted in order to demonstrate
the technical adequacy of the licensee's calibration procedures.

2. When appropriate, the inspectors should confirm that the licensee is
knowledgeable in identifying and reporting defects.

b. Area Radiation Surveys. During tours of the licensee's facility, the inspector
should verify by direct observations and independent measurements, that area
radiation levels are within DEP regulatory limits, and that those areas are properly
posted. The inspector should have the licensee spot-check area radiation levels in
selected areas using the licensee's own instrumentation. However, the inspector
must use DEP radiation survey instruments for independent verification of the
licensee's measurements. (The inspector's instruments shall be calibrated and
source-checked before he/she leaves the DEP regional office.) The inspector
should conduct such surveys as further discussed in Section 0312.

If practical and when appropriate, the inspector should observe licensee staff
conduct area radiation and removable contamination surveys, to determine the
adequacy of such surveys. The inspector should verify the types of instruments
used, and whether they are designed and calibrated for the type of radiation being
measured.

c. Leak Tests. During the conduct of the inspection, the inspector should verify that
leak tests of sealed or contained sources are performed at the required frequency
found in 10 CFR 35.67(b) or license conditions. Through discussions with
cognizant licensee representatives, direct observations, and if necessary, a review
of selected records, the inspector should verify that the leak test is analyzed in
accordance with 10 CFR 35.67(c). If records of leak test results show removable
contamination in excess of the regulatory requirements of 0.005 microcuries (185
becquerels) or approved level included in a license condition, the inspector should
verify that the licensee made the appropriate notifications per 10 CFR 35.67 (e)
and removed the source from service.

03.06 Radiation Safetv Trainina and Practices
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a. General Training. During the onsite inspection, the inspector should discuss with
cognizant licensee staff how, and by whom, training is conducted and the content
of the training provided to workers.

Through discussions with cognizant licensee representatives and if necessary, a
review of selected records, the inspector should verify, pursuant to 10 CFR 19.12,
that instructions have been given to individuals who in the course of employment
are likely to receive in a year an occupational dose in excess of 1 milliSievert
(100 mrem). The inspector should note that it is the licensee's management's
responsibility to inform the workers of precautions to take when entering a
restricted area, kinds and uses of radioactive materials in that area, exposure
levels, and the types of protective equipment to be used. The workers should also
be informed of the pertinent provisions of DEP regulations and the license, and the
requirement to notify management of conditions observed that may, if not
corrected, result in a violation of DEP requirements. Also, the inspector should
verify that authorized users and workers understand the mechanism for raising
safety concerns.

Of the training program elements, training given to authorized users and nuclear
pharmacists, and those individuals under the supervision of authorized users and
nuclear pharmacists is of primary importance. The inspector should interview one
or more users of radioactive materials to independently verify that they have
received the required training. The inspector should note that the training should
be (and in most cases is required to be) provided to workers before the individual's
performance of licensed activities.

If necessary, the inspector may need to review selected records of personnel
training to the extent that the inspector is satisfied that the training program is
being implemented as required.

During the inspection, the inspector should observe related activities and discuss
the radiation safety training received by selected individuals to ensure that
appropriate training was actually received by these individuals. From those
observations and discussions, the inspector should verify that authorized users,
authorized nuclear pharmacists and supervised individuals understand the
radiation protection requirements associated with their assigned activities. The
licensee's radiation safety training may include, but is not limited to,
demonstrations by cognizant facility personnel, formal lectures, testing, films, "dry
runs" for more complex or hazardous operations, and authorized nuclear
pharmacists instruction in the preparation of drugs.

b. Operating and Emergency Procedures. During the conduct of the inspection, the
inspector should verify through direct observations of licensed activities, if
practical, licensee personnel perform tasks at selected work stations to verify that
such licensed activities are performed in accordance with the licensee's operating
procedures. Through discussions with cognizant licensee staff, the inspector
should verify that for those individuals interviewed understand and implement
procedures establish by the licensee and are aware of procedural revisions. If
appropriate, the inspector should review the licensee's emergency procedures to
determine that these procedures are adequate to ensure compliance to DEP
regulatory requirements.
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Discuss with cognizant licensee representatives, or if practicable, observe licensee
personnel conduct periodic tests, especially for scenarios involving events that
would require reporting to the DEP under 10 CFR 20.2202.

Some licensees may have agreements with other agencies (e.g., fire, law
enforcement, and medical organizations) regarding response to emergencies. The
inspector should discuss with cognizant licensee representatives what has been
done to ensure that agencies (involved in such agreements) understand their roles
in emergency responses.

c. Safety Instruction for Personnel Caring for Non-Releasable Patients. Through
discussions with cognizant licensee representatives and if necessary, a review of
selected records, the inspector should verify that the licensee provides radiation
safety instruction for all personnel caring for patients who cannot be released
under 10 CFR 35.75, in accordance withl0 CFR 35.310. The inspector should
note that radiation safety instruction must be conducted initially and at least
annually an be commensurate with the duties of the personnel.

d. Protective Clothing. Through direct observations of licensed activities and
discussions with cognizant licensee representatives, the inspector should verify
that radiation workers are provided with, and wear, the appropriate protective
clothing commensurate with activities being performed. The observation of the
protective clothing that licensee staff wear during their work activities should
provide the inspector with an acceptable means of reviewing this requirement. If
the inspector identifies a concern with this practice, the inspector should discuss
this practice with appropriate licensee representatives to ensure that licensee staff
are following licensee procedures for wearing adequate protective clothing.

03.07 Management Oversight

The inspector should interview cognizant licensee representatives to gain information
concerning organization, scope, and management oversight of the radiation safety
program.

a. Organization. During the conduct of the inspection, the inspector should interview
cognizant licensee representatives to discuss the current organization of the
licensee's program. The licensee's organizational structure will usually be found in
the license application and may involve one or more individuals. The inspector
should review with cognizant licensee representatives the licensee's organization
with respect to changes that have occurred in personnel, functions, responsibilities,
and authorities since the previous inspection. Through discussions with cognizant
licensee representatives, the inspector should determine the reporting structure
between executive management and the RSO. Through discussions with
cognizant licensee staff, the inspector should determine whether the RSO has
sufficient access to licensee management. Through further discussions with
cognizant licensee representatives, the inspector should determine if changes in
ownership or staffing have occurred. If the owner or individuals named in the
license have changed, the inspector should determine whether the licensee has
submitted appropriate notification to DEP. This information must be provided
whenever changes in ownership or personnel named in the license are made.
Through discussions with cognizant licensee management the inspector should
determine if changes have occurred, or are anticipated, and ask personnel to
confirm (to the inspector's satisfaction) that no changes have taken place. If there
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have been no changes in the organization since the previous inspection, there is
no need to pursue this element in further detail. If there have been changes in
ownership, the inspector should discuss this matter with appropriate licensee
representatives and DEP Central Office staff (e.g., license reviewers) to ensure
that proper actions will be taken in response to the changes in ownership.

Through discussions with cognizant licensee representatives, the inspector should
review any organizational change in the RSO position, authorities, responsibilities,
and reporting chains. The inspector should be sensitive to changes that reduce
the ability of the RSO to resolve concerns or issues related to the safe conduct of
the radiation protection program. The inspector should discuss with cognizant
licensee management representatives and the RSO about the RSO's authority and
about any changes that may impact upon the RSO's duties, responsibilities, or
effectiveness.

b. Scope of Program. Through discussions with cognizant licensee staff and direct
observations of licensed activities, the inspector can obtain useful information
about the types and quantities of material, frequency of use, incidents, etc. From
those discussions and direct observations made during tours of the licensee's
facilities, the inspector will be able to discern the actual size and scope of the
licensee's program, and to determine if significant changes have occurred since
the previous inspection. Through further discussions inspector should determine if
multiple places of use are listed on the license. In cases where there are multiple
sites/satellite facilities, the inspector should determine if inspections should be
performed at all sites. This decision should be based on MC 2800, "Materials
Inspection Program," and regional policy for performing inspections at satellite
facilities. From those observations and discussions, the inspector should verify
that the locations of use are as authorized in the license. If the inspector
determines that there are locations of use not authorized under the license, the
inspector should discuss this matter with appropriate licensee representatives to
ensure that the license is amended to allow the unauthorized location of use in
accordance with 10 CFR 35.13 and/or 35.14. Furthermore, the inspector should
determine if licensed activities conducted at such locations were conducted in
accordance with DEP regulatory requirements and the licensee's license.

In reviewing the scope of the licensee's program in this area, the inspector should
discuss information that includes lab personnel, locations of use, human research
and medical use activities, mobile nuclear medicine services, distribution of
pharmaceuticals under 10 CFR Part 35 license, and principal types and quantities
of licensed materials used.

c. Radiation Program Administration. In the course of interviewing cognizant licensee
personnel, the inspector should determine if management oversight is sufficient to
provide the licensee's staff with adequate resources and authority to administer the
licensed program. In the review to verify implementation of the radiation safety
program, the inspector should pay particular attention to the scope of the program,
frequency of licensee audits, and the use of qualified auditors. If necessary, the
inspector should review selected procedures for recording and reporting
deficiencies to management; and methods and completion of follow-up actions by
management.

1. RSO. The RSO is the individual, appointed by licensee management and
identified on the license, who is responsible for implementing the radiation
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safety program. The inspector should independently verify through
discussion and direct observations of licensed activities that this individual is
knowledgeable about the program, and ensures that activities are being
performed in accordance with approved procedures and the regulations.
The inspector should verify that, when deficiencies are identified, the RSO
has sufficient authority to implement corrective actions, including termination
of operations that pose a threat to health and safety.

2. Audits. The frequency and scope of audits of the licensed program will vary.
However, the inspector should note that at a minimum, medical licensees

are required by 10 CFR 20.1101(c) to review the radiation safety program
content and implementation at least annually. The results of audits should
be documented. If time permits, the inspector should examine these records
with particular attention to deficiencies identified by the auditors, and note
any corrective actions taken as a result of deficiencies found. If no corrective
actions were taken, the inspector through discussions with cognizant
licensee representatives should determine why the licensee disregarded
deficiencies identified during audits, and whether the lack of corrective
actions caused the licensee to be in non-compliance with regulatory
requirements.

d. Authorized Users. Authorized users (physicians, nuclear pharmacists, and medical
physicists) are named on the license. The inspector should note that the
regulations in 10 CFR 35.11(b) allow an individual to receive, possess, use, or
transfer byproduct material for medical use "under the supervision of' the
authorized user, unless prohibited by license condition. Also, these regulations do
not specifically require that the authorized user be present at all times during the
use of such materials. The authorized user/supervisor is responsible for assuring
that personnel under his/her supervision have been properly trained and
instructed, pursuant to 10 CFR 35.27(a), and is responsible for the supervision of
operations involving the use of radioactive materials whether he/she is present or
absent.

e. Authorized Uses. The inspector should determine from observing the use of
licensed material, discussing the activities with cognizant licensee personnel, and if
necessary, from a review of selected records, that the type, quantity, and use of
licensed material at the licensee's facility are as authorized by the license. From
those observations, discussions, and reviews, if necessary, the inspector should
verify that the total activity of licensed material does not exceed the maximum
activity authorized either in the license or in the design specifications of the
device's sealed source device registration certificate.

f. Financial Assurance and Decommissioning. The decommissioning recordkeeping
requirements are applicable to all materials licensees, including licensees with only
sealed sources, and are specified in 10 CFR 30.35(g). These records should
contain, among other information: 1) records of unusual occurrences involving the
spread of contamination in and around the facility, equipment, or site; 2) as-built
drawings and modifications of structures and equipment in restricted areas where
radioactive materials are used and/or stored, and locations of possible inaccessible
contamination; and 3) records of the cost estimate performed for a
decommissioning funding plan or the amount certified for decommissioning. This
list is not all-inclusive of the information and requirements given in 10 CFR
30.35(g). The inspector should ensure that the licensee has such
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decommissioning records, that the records are complete, that they are updated as
required, and that the decommissioning records are assembled or referenced in an
identified location.

Some licensees may release rooms within a building for unrestricted use, without a
license amendment. The release of these areas may fall outside of the reporting
requirements in the Decommissioning Timeliness Rule if the licensee continues to
conduct other activities in the same building. During the onsite inspection, the
inspector should identify the rooms that have been released since the last
inspection and perform random confirmatory measurements for selected rooms
(e.g., randomly sample selected areas, not survey 100%), to verify that radiation
and contamination levels are below release limits. Licensee survey records and
other documentation should be reviewed to verify that the basis for releasing each
room is adequately documented in the licensee's decommissioning records. If
during the confirmatory survey, the inspector identifies levels above release limits,
the inspector should inform appropriate licensee representatives as soon as
practicable to review the matter, determine what appropriate actions need to be
taken to address the matter, determine if members of the public have been
received radiation exposures that exceeded DEP regulatory limits, and assess
those possible exposures. If the inspector determines that a member of the public
may have received radiation exposures that exceeded DEP regulatory limits, the
inspector should immediately contact DEP regional management for further
guidance.

Licensees submit financial assurance instruments and/or decommissioning plans
for a specific set of conditions. Occasionally, those conditions may change over
time and the licensee may not notify DEP. The inspector should be aware of
changes, in radiological conditions, while inspecting a licensee's facility, that would
necessitate a change in the financial assurance instrument and/or
decommissioning plan, especially where the radiological conditions deteriorate and
the financial assurance instrument or decommissioning plan may no longer be
sufficient. In preparation for the inspection, the inspector should determine the
dates that the financial assurance instrument and decommissioning plan (if
applicable) were submitted to DEP. During the inspection, through observations
made during tours of the facilities, discussions with cognizant licensee personnel,
and a review of selected records, the inspector should determine whether the
radiological conditions at the licensee's facility have changed since the documents
were submitted to DEP. If conditions have changed and the adequacy of the
financial assurance instrument and/or decommissioning plan is in doubt, the
inspector should contact regional management as soon as practicable from the
licensee's site to discuss the situation.

Additionally, some licensees are required to maintain decommissioning cost
estimates and funding methods on file. If the licensee uses a parent company
guarantee or a self-guarantee as a funding method, the inspector should verify that
the licensee has a Certified Public Accountant certify each year that the licensee
passes a financial test. The financial test ratios for parent company guarantees
and self-guarantees are specified in Section II, Appendix A and Appendix C,
respectively, to Part 30.

g. Decommissioning Timeliness. Through discussions with cognizant licensee
representatives and direct observations, the inspector should determine whether
the license to conduct a principal activity has expired or been revoked. If the
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license remains in effect, the inspector should determine if the licensee has made
a decision to cease principal activities at the site or in any separate building.
Finally, the inspector should determine if there has been a 24-month duration in

-,which no principal activities have been conducted in such areas. A principal
activity is one which is essential to the purpose for which a license was issued or
amended, and does not include storage incidental to decontamination or
decommissioning. If the licensee meets any of the above conditions, the
decommissioning timeliness requirements apply.

The inspector should note that the requirements of 10 CFR 30.36, 40.42 and 70.38
do not apply to released rooms within a building where principal activities are still
on-going in other parts of the same building. Once principal activities have ceased
in the entire building, then the decommissioning timeliness requirements will take
effect.

The inspector should note that the DEP has a stringent enforcement policy with
respect to violations of the decommissioning timeliness requirements. Failure to
comply with the Decommissioning Timeliness Rule (failure to notify DEP, failure to
meet decommissioning standards, failure to complete decommissioning activities
in accordance with regulation or license condition, or failure to meet required
decommissioning schedules without adequate justification) may result in
consideration of monetary civil penalties or other enforcement actions, as
appropriate.

Decommissioning timeliness issues can be complex. For situations where an
inspector has questions about the licensee's status and whether the
decommissioning timeliness standards apply, he/she should contact DEP Central
Office management as soon as practicable for further guidance.

For planning and conducting inspections of licensees undergoing
decommissioning, the inspector should refer to MC 2602, "Decommissioning
Inspection Program for Fuel Cycle Facilities and Materials Licensees"; IP 87104,
"Decommissioning Inspection Procedure for Materials Licensees"; and NUREG -
1757. "Consolidated Decommissioning Guidance."

h. Generic Communications of Information. Through discussions with cognizant
licensee management and the RSO as well as through direct observations made
during tours of the licensee's facility, the inspector should verify that the licensee is
receiving the applicable bulletins, information notices, etc., and that the information
contained in these documents is disseminated to appropriate staff personnel. The
inspector should also verify that the licensee has taken appropriate action in
response to these DEP communications, when a response is required.

i. Notifications and Reports. Through discussions with cognizant licensee
representatives and if necessary, a review of selected records, the inspector
should determine the licensee's compliance for notifications and reports to the
Department. The licensee may be required to make notifications following loss or
theft of material, overexposures, incidents, high radiation levels, safety-related
equipment failure, medical events, dose to an embryo/fetus or a nursing child, etc.

From those discussions and reviews, the inspector should verify that notifications
and/or reports were appropriately submitted to DEP and individuals, if applicable.
If the inspector determines that the licensee failed to submit such notifications
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and/or reports, the inspector should bring this matter to the attention of appropriate
licensee representatives as soon as practicable for follow-up and compliance to
the appropriate DEP regulatory requirements.

j. Special License Conditions. Some licenses will contain special license conditions
that are unique to a particular practice or procedure, such as the use of equipment
for non-medical purposes. In these instances, through discussions with cognizant
licensee representatives, the inspector should verify that the licensee understands
the additional requirements, and maintains compliance with the special license
conditions. The inspector should also note that some special license conditions
may state an exemption to a particular DEP requirement.

k. Research Involving Human Subiects. If applicable, the inspector must verify that
this type of research satisfy the following conditions: 1) All research is conducted,
supported, or regulated by another Federal Agency that has implemented "Federal
Policy for Protection of Human Subjects" (10 CFR 35.6), or the licensee is
authorized to conduct such research; 2) the licensee obtains informed consent
from the subjects, as defined and described in the Federal Policy; and 3) the
licensee obtains prior review and approval from an Institutional Review Board, as
defined and described in the Federal Policy.

03.08 Other Medical Uses of Byproduct Material or Radiation from Byproduct Material.
Due to the advancements of medical research and development, a variety of new medical
uses of byproduct material or radiation from byproduct material are always on the forefront
of providing optimal medical care to patients. Due to the increase in these various new
medical uses of byproduct material or radiation from byproduct material, the regulations
were revised to allow licensees the ability to use such uses in order to provide optimal
patient care. The licensee may use byproduct material or a radiation source approved for
medical use which is not specifically addressed in subparts D through H of this part if the
licensee has submitted the information required by 10, CFR 35.12(b) through (d); and the
licensee has received written approval from the DEP in a license or license amendment
and uses the material in accordance with the regulations and specific conditions the DEP
considers necessary for the medical use of the material. During discussions with cognizant
licensee representatives and direct observations made during inspections, the inspector
may encounter various new medical uses of byproduct material or radiation from byproduct
material being used that have not been specifically amended to a licensee's license. If an
inspector encounters such a use, the inspector should contact regional management as
soon as practicable to independently verify that such use is authorized under the
regulations. If further verification of such use is needed, the region should contact the
Central Office Licensing Section for further guidance.

For further inspection guidance, refer to MC 2800.

END
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