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concerning the legality of any further stay of Subpart | for
these facilities and decided not 1o issue any further stay.
As a result, the rule staying Subpart | for NRC and Agree-
ment State licensees other than nuclear power reactors
expired by its own terms on November 15, 1992, and Sub-
part I took effect for these facilities on November 16, 1992
(the official mandate implementing the D Circuit
Court'sdecision in NRDC v Reilly was not transmitted un-
til after the stay had already expired).

At this ime, EPA has not taken final administrative action
concerning the rule to rescind Subpart [ for NRC and
Agreement State licensees other than commercial nu-
clear power reactors, which 1t proposed on December 1,
1992, The Commission believes that the existing NRC
regulatory program provides an ample margin of safety to
protect the public health under the existing NRC regula-
tory program. EPA is recommending that NRC make cer-
tain changes in its reguiatory program in order to fu'ly
support the substantive finding that is required by CAA
Section 112(d)9). belore EPA may rescind Subpart I for
NRC licensees other than commercial nuclear power
reactors. EPA and NRC are presently engaged in consul-
tations concerning specific actions that could strengthen
the basis for rescinding Subpart 1 for this category, but it is
unlikely that any agreement between EPA and NRC con-
cerning additional measures could be implement od quick-
ly. Although the rulemaking concerning rescission 1s still
pending, EPA advises all facilities not 10 presume that
EPA will take any particular action in that rulemaking and
1o proceed, in the meanume, with all legally required
compliance activities,

Demonstrating Compliance. Because Subpart T first 100k
effect for NRC and Agreement State licensees other than
nuclear power reactors near the end of 1992, EPA has de-
ternmined that affected facilities were not required to
demonstrate compliance with Subpart I for calendar year
1992. However, cach WRC or Agreement State licensed
fucility other than nuclear power reactors, sealed source
users, and certain other categories of licensees is now sub-
ject o all provisions of Subpart 1. Each affected facility
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must demonstrate compliance for calendar year 1993,
with the annual emission standard set forth i 40 CFR
61102, using the procedures specified in 40 CFR 61.103.
Those facilities that are not exempt from reporting
requirements. under 40 CFR 61.104(h), must submit the
annual report concerning emissions, for calendar year
1993, required by 40 CFR 61.104(a), (o EPA, by March 31,
1994,

As required in 40 CFR 61.04, all reguests, reports, applhi-
canons, submiftals, and other communications (0 EPA,
pursuant to the standards in Subpart I, shall be submitted
in duphcate (o the appropriate EPA Regional Office, 10
the attention of the Director of the Division of Air Man-
agement. For further information regarding EPA regula-
tons, contact the nearest EPA regional office at the
phone numbers listed at the end of this article.

NRC and EPA are cooperating 1o minimize, 10 the extent
pracucal, the regulatory burden associated with dual reg-
ulation of air cmissions of radionuclides. To minimize the
impact on NRC licensces, NRC and EPA are coordinating
on several actions. In addition 1o this newsletter article,
NRC 15 prepanng two information notices that will. (1)
transmit the Federal Register notice codifying Subpart Fand
the EPA Guide for Determining Compliance; and (2) pro-
vide NRC gurdance and mspection procedures related £
air emission Hmits.

EPA will have imformation on Subpart 1y sle on the
Office of Air Quality Planning and Standane.  chnplogy
Transfer Newwork bulletin board system. € urrently, the
bulleti board named “COMPLI™ includes the COMPLY
computer code, the COMPLY User’s Guide, the EPA
Gunde for Determining Compliance, and Windrose files
for several locations.

1o access the bulletin board, set the following parameters
on your communication software: Data bits: & Parnity: N;
Stop Bits: 1 Call the nvtwork on (919) 541-5742, for a
1200, 2400, or 9600 bps modem. Log on 1o the system, and
answer the questions that appear on the screen. The ser-
vice is free except for the cost of using the phone. If you
need hielp, call the systems operator at (919) 541-5384, in
Research Trnangle Park, NC, during the normal business
hours, ENL

Licensecs should be aware that NRC has committed 10
share nspection information with EPA in cach case where
potential doses from air ermssions appear o exceed EPA's
10 mullivem/year standard, or where available information
is not sufficient 1o determine compliance with the dose
standard. However, NRC will not inspect licensed facili-
tes o determine comphanoe with EPA's standard in Sub-
part 1 nor enforce the Subpart § standard. The cooperative
efforts between NRC and EPA will be described in greater

detail in the imformation notices, which NRC intends to

distribute in early 1994, In addition, NRC and EPA are
continuing o explore appropriate mechanisms to provide
a sufficient basis for rescinding the Subpart 1 standard.

EPA REGIONAL RADIATION
PROGRAM MANAGERS
Regional Office Telephone No.
Tom 1)’ Avanzo

Radiation Program Manager, Region |
Environmental Protection Agency
John F. Kennedy Federal Building
One Congress Street

Boston, MA 02203

Paul A, Giardina

Radation Program Manager, Region 2
Environmental Protection Agency
Room 1137-L

26 Federal Plaza

New York, NY 10278

(617) 565-4502

(212) 264-4110

Lewss Felleisen

Radiation Program Manager, Region 3
Special Program Section (3AM12)
Emvironmental Protection Agency

841 Chestnut Street

Philadelphia, PA 19107

Chuck Wakamo

Radiation Program Manager, Region 4
Environmental Protection Agency

345 Courtland Street, NE

Atlanta, GA 30365

Jack Barnette (312) 8866175

Radiation Program Manager, Region § (SAR26)
Environmental Protection Agency

77 West Jackson Boulevard

Chicago, 1L 60604 -3507

Donna Ascenzi

Radiation Program Manager, Region 6
Environmental Protection Agency

Air Enforcement Branch (6T-E)

1445 Ross Avenue

Dallas, TX 75202-2733

Robert Dye

Radiation Program Mar ger, Region 7
Environmental Protect n Agency

726 Minnesota Avenue

Kansas City, KS 66101

(215) 597-8326

{404) 347-3907

(214) 655-7224

(913) §51-7605

Miiton W, Lammering

Radiation Program Manager, Region 8
(SHWM-RP)

Environmental Protection Agency
Suite 506

990 18th Street

Denver, CO BO202-2405

(303) 293-1440

Michael S, Bandrowski

Radwtion Program Manager, Region 9
(Al-1)

Environmental Protection Agency

75 Hawthorne Street

San Francisco, CA 94105

(415) 7441048
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onsite if the imended storage or proposed construc-
tion of the storage facility does not present an unre-
viewed safety guestion or result in a change i the
technical specifications in the hoense. Generic Leter
B1-38, “Storage of low-level Radioactive Waste at
Power Reactor Sites,” provides gusdance in this area.

What level of detail is required to fulfiil criteria iden-
tfied in Informaton Notice 90097

Each of the areas in Attachment 1 of Information No-
tice 90-09 should be explicitly addressed in the appli-
cation. The miormation should be sufficiently de-
taled so that the NRC reviewer can conclude that the
stored waste 15 anlikely 1o create a radistion hazard 1o
surrounding areas, any significant release in excess of
Part 20 limits, or expose lacility personnel 1o doses in
excess of those preseribed in Part 20, The level of de-
tail should reflect the magnitude of potential health
and safety impacts associated with characteristics of
the specific wastes, waste forms, and other circum-
stances of the proposed storage operation.

Decay-In-Storage

4. Will NRC consider requests by non-medical materi-

als licensees for decay-in-storage of low-actvity ra-
divactive materials with short half-lives, before dis-
posal in ordinary trash?

NRC will accept and consider requests from non-
medical matenals licensees for decay-in-storage of
short half-lived radiossotopes before disposal in ordi-
nary trash. The hicensee should address the following
areas in its amendment request:

A Survey procedures to be used during storage and
before disposal in ordinary trash. The procedures
should describe the type of instrument 1o be used
for surveys, a statement of the mintmum detect-
able actvity, and a commitment that the final
survey will be performed in a low radiation back-
ground area, with all shielding removed. The sur-
vey procedures and instrum ents used before dis-
posal i ordinary trash must be capable of
detecting all radicactive constituents within the
waste package.

b, Procedures for segregating and tracking waste
from placement in storage 1o final disposal. The
procedures would include: (1) how waste will be
segregated to ensure that decay-in-storage iso-
topes are separately identified from interim stor-
age wasies; (2) how waste contumers will be la-
beled; and (3) how records are maintained, such
as date placed in storage, date removed, and sur-
vey results.

¢ Acommament that waste will be held for a mins-
mum of 10 half-lives, before performing the final
radiation survey described in Paragraph a, above.
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d. The decayed radioactive waste will not be dis-
posed of as ordinary trash unless the final survey
results are indistinguishable from background ra-
diation, using the survey procedures discussed in
Paragraph a, above, and raciation labels are oblit-
erated or removed. Before disposal, the licensee
should monitor the radicactive material in the
container at the contaner surface, to determine
that its radioactivity cannot be distingaished from
background radiation levels. The licensee shall
retain a record of each disposal concerning de-
cay-in-storage materials for 3 years. The record
must include the date of the disposal, the date on
which the byproduct material was placed in stor-
age, the radionuchides disposed of, the survey in-
strument used, the background dose rate, the
dose rate measured at the surface of each wasie
container, and the name of the individual who
performed the disposal.

For medical licensees (Part 35 licensees), 10 CFR
35.92 allows for decay-in-storage of LLW, before dis-
posal in ordinary trash. The hicensee 1s anthorized to
hold by, roduct material with a physical half-life of
less than 55 days, for a minimum of 10 half-lives. Be-
fore disposal, and after the 10 half-lives storage peri-
od, the licensee must monitor the surface of the con-
tainer of radioactive material 1o determine that its
racdioactivity cannot be distinguished from back-
ground radiation levels. No shielding should be inter-
posed between the contamner and the survey meter.

- Can licensees employ decay-in-storage for isotopes

with haif-lives greater than 63 days?

Yes, in some cases. NRC will consider requests for de-
cay-in-storage for isotopes with half-lives greater
than 65 days. Such requests should be directed to the
NRC Regional Office issuing the original license. In
15 request, the licensee should identify those radio-
1sotopes it plans to store with half-lives greater than
65 days, and should address the arcas identified in re-
sponse to Question 3a. above.

. Can mstitutions continue to perform decay-in-sto-

rage once disposal sites are available?

Yes. Decay-in-storage will continue to be a viable
LIW management option that will remain available
to licensees.

Can small generators consolidate with other small
generators and store the waste with a third party (e.g.,
waste brokers)? Can licensees simply combine their
wastes with other licensees?

NRC will consider any such requests by licensees to
consolidate LIW for storage moposes. In general,
however, NRC will not grant v« ests from licensees
to consolidate LLW from more  an one licensee, for
storage purposes, unless a specific license or license
amendment is requested by an individual or institu-
tion, for the express purpose of receipt, handling, and
temporary storage of radioactive material. In
addition, 10 CFR Pa t 51, “Environmental Protection
Regulations for Oomestic Licensing and Related
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Regulatory Functions,” would require most waste
consolidation requests to have an enviroamental re-
view performed before approval.

However, in those instances where an institution has
several separate byproduct materials hoenses under
one corporate struocture, NRC may allow requests for
consohdation of LLW. These institutions may be eligi-
ble for a categorical exclusion from 10 CFR Part 51.

LURANIUM MILL TAILINGS REGUILATIONS

The ULS. Nuciear Regulatory Commussion has published
proposed amendmems to Appendix A of 10 CFR Part 40
concerning uraniom midl tailings (November 3, 1993; 5§
FR 58657). These revisions bring NRC's regulations mio
conformity with the proposed amendments to the US.
Environmental Protection Agency's (EPAs) generally
applicable environmental standard in 40 CFR Part 192,
Subpart D, published June 8, 1993 (58 FR 32174). EPA has
since published the linat amendments 1 40 CFR Part 192
(November 15, 1993; 58 FR 60340). The final NRC amend-

ment o Appendis A of 1) CFR Part 40 must conform 1o

EPAs final amendments.

The intent of these regulatory changes 1s 1o improve the
tumeliness of completion of the final radon barner that
must be placed on non-aperational uoanium mill tailings
piles or impoundments and also to add to the design stan-
dard for this barrier a one-time verification of the radon
release levels.

EPA also has proposed rescinding simtlar requirements in
40 CFR Part 61; Subpart 1, issued under the Ciean Air
Act, if it finds that the NRC program in this area provides
an ample margin of public safety, This would ehiminate
dual regulation of releases of radon from disposed of ura-
niwm mill tailings piles. These actions were planned ini-
tially in a Memorandum of Understanding between EPA,
NRC, and the affected Agreement States of Colorado,
Texas, and Washingion.

NRC RECOGNIZES ADDITIONAL
PROFESSIONAL BOARDS FOR
AUTHORIZATION UNDER 10 CFR PART 35

‘The U.S. Nuclear Regulatory Commission recewed quer-
1es from the American Board of Medical Physics (ABMP)
and the Royal College of Physicians and Surgeons of Can-
ada (Canachan Royal College) on accepting certification
by these boards as adequate demonstration for meeting
vanious training and experience criteria described in 10
CFR Part 35, “Medical Use of Byproduct Matenial,” Sub-
part J. In response, NRC reviewed the certification crite-
ria submutied and determined that certification by each of
these professional boards was adequate 10 meet cenain
training and expenience criteria described in Part 35 A
proposed ruiemaking 1o recognize ABMP and the Cana-
dian Royal College was published in the Federul Register on
June 17, 1993 (58 FR 33396). Until a final rule is effective,
NRC has provided guidance to its regionai offices to re-
view each hcense amendment request, for authorization
of applicants certified by ether board. on a case-by-case
basis. As a result, NRC wiil recognize individuals certified
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by ABMP and the Canadian Royal College for authoriza-
tion, as follows,

o Apphicants certified m Radation Oncology Physics by
ABMP are recognized [or authorization under 10
CFR 35961, “Teletherapy physicist:™ and

®  Physician apphcants certified in Nuclear Medicine by
the Canadian Royal College are recogmized for au-
thorization under 10 CFR 3590, “Radiation Safety
Officer™; 35,910, “Uptake, Dilution, and Excretion
Studies™: 35.920, “Imaging and Localization studies™;
and 35,930, "Racopharmaceuticals for Therapy.”

Additionally. in 1987, the American Board of Radiology
renamed “therapeutic radiology™ as “radiation oncology.”
but the cerufication enteria remained the same. There-
fore, 1t 1s necessary 1o recogmize both certifications in 10
CFR 35.940, 35.950, and 35.960. This was also addressed in
the proposed rulemaking in 58 FR 33396,

NRC DEVELOPS NUREG TO PROVIDE
GUIDANCE ON MANAGEMENT OF
RADIOACTIVE MATERIAL SAFETY PROGRAMS
Al MEDICAL FACILITIES

LIS, Nuclear Regulatory Commission and Agreement
State staffs concluded through licensing, inspection and
enforcement activities, that licensee executive manage-
ment, members of the radistion safety commitiee (RSC),
and the radiation safety officer (RSO) do not always fully
understand their respective roles. Executive management
may not be familiar with the scope of the licensed pro-
gram, resources necded 1o effectively manage the pro-
gram, the roles of the RSC and RSO, or necessary qualifi-
cations for an effective RSO, The RSC does not always
take an active role in providing oversight of the program
and feedback to executive management and the RSO.
Further, some individuals authorized as RSOs are un-
aware of their full responsibilities, unwilling to accept
them, unable to secure adequate resources from execu-
tive management 1o adequately perform their duties, or
unable to dedicate the necessary time to successfully per-
form their duties, because of other duties.

NRC’s Office of Nuclear Material Safety and Safeguards
established a Task Force to develop a NUREG entitled,
“Management of Radioactive Material Safety Programs
at Medical Facilities.” The NUREG will clarify the role of
the licensee's responsible parties in effectively managing
the radioactive material safety program at medical facili-
ties. The Task Force includes two representatives from
NRC Headquarters, one representative from each of the
five NRC regional offices, and two representatives from
Agreement States. The Task Force is seeking information
from members of the medical community by making pre-
sentations at meetings of professional organizations such
as the American Association of Physicists in Medicine,
American College of Nuclear Physicians, Society of Nu-
clear Medicine. Radiological Society of North America,
Amernican College of Health Care Executives, and Ameri-
can College of Radiology, as well as NRC's Advisory
Committee on the Medical Uses of Isotopes. Additional-
Iy, the NRC staff is securing contract support. for the con-
duct of aliterature search to enhance the NUREG's bibli-

R I PEIEETREETRA FERLTREETR —-~ ||-1

e e e e

e e e



ography, and a peer review of the NUREG, w include
members of the National Council on Radution Protection
and Measurements. This NUREG will be made available
1o medical use hicensees, on completion in mid-calendar
year 1994,

THE ADVISORY COMMITTEE ON MEDIC AL
USES OF ISOTOPES

The Advisory Committee on Medical Uses of Isotopes
(ACMUI) beld us regularly scheduled semi-annual meet-
mngon November 1-2, 1993, at the Sheraton Reston Hoted,
In Reston, Virginta, The agenda incladed discussions on;
0 CFR 20 1301, “Dose limits tor mdividual members of
the pubhic”; pulsed-dose-rate remote afterloading brachy-
therapy, the impact of fees on medical programs; medical
indications associated with calibration of strontism--90
eye apphcators and their use in brachytherapy; an over-
view of the Management Plan For the medical use regula-
wory program; the Memorandum of Understanding be-
tween the US. Nuciear Regulatory Commission and the
Food and Drug Admunistration, clarifying thewr respective
roles i regulating the medical use program; a discussion
of the term “referving physician,” as used in 10 CFR Pan
35, and status reports on: High-Dose-Rate Remote Alter-
loading progrums, Implementation of the Quality Man-
agement Program and Misadmunistration rule, the NU-
REG enntled “Management of Radwactive Material
Safety Programs at Medical Facthies," the National
Academy of Soience study to perform an externil review
of the medical use regulatory process, and Abnormal Oc-
currence Criteria. Additionally, the ACMUL was pro-
vided with updates on three proposed rulemakings: “Pro-
posed Amendments to 10 CFR 35.75, Release of Patients
Contaiming  Radwpharmaceuticals or Permanent Im-
plants™; “Proposed Amendments on Preparation, Trans-
fer, and Use of Byproduct Material for Medical Use™; and
“Admnistration of Byproduct material to Pauents Who
Miy Be Pregnant or Nursing.”

The ACMLI will conduct a public meeting with the Com-
mission early in February, o provide the Commission with
information on @ variety of 1ssues associated with NRC's
medical use program,

Questions about the ACMUT and its activities may be di-
rected to Sally L. Merchant. a1 301 504-2637.

MEDICAL WORKSHOP HELD IN REGION 111

Parallel works ere held in Chcago, Hhinows, on Sep-
tember 21-22, -, 10 address topics such as the gualiy
management role and iy implementation: the duties, re-
sponsitelittes and supervision of medical radiation safety
programs, and to briefly discuss changes to 10 CFR Part 20
that will directly affect medical licensees as of Janaary 1,
1994. The purpose of these meetings was o imform medi-
cal heensees of recent changes i NRC regulation and
philosophy and how these changes will affect radiation
safety programs. Approximately 300 individuals from all
eight regional Agreement and NonAgreement States,
Region I, and the Office of Nuclear Material Safery and
Safeguards (NMSS) attended.

One major complaint voiced by licensee representatives
during the Quahty Management Program (QOMP) discus-
sion was that the US. Nuclear Regulatory Commission
did not provide a model program, as with other mujor rule
changes. Sally Merchant, NMSS, explained that 4 mode!
was not provided because OMP s a performance-based
rile. Each licensee must develop a QMP that meets its
own specific needs, A genenc model program could not
dothis. Dr. Carl Papenielio, Directorof the Division of In-
dostrial and Medical Nuclear Safety, and other NRC staff
members discussed NRC's view of the duties and respon-
sibilities of the Radation Safety Otficer and stressed the
importance of management oversight of the radiation
safety program. Dr. Paperictlo emphasized NRC's posi-
tion that management s ultimately responsible for all h-
censed activities and must play an active rather than pas-
sive role an ensuring that pohaes and proceduores are
followed.

The workshop participants had opportunilies 1o express
mclividual points of view and 1o ask questions of the speak-
ers and other NRC staff members.

OUALTTY MANAGEMENT NOTES

The U.S. Nuclear Repulatory Commission recently i
ated a “piot” program to compare submitted Quality
Management (OM) programs with their actual imple-
mentation in hcensee faciines. Ten QM programs were
selected, based on location (Regions Land 1) and inspec-
tion cycle (inspections due). An augmented inspection
team, consisting of regional inspectors, the OM coordina-
tor from NRC"s Headquarters, and the contractor review-
ing the programs, visited each facility. In 9 of the 10 {acili-
ties wisited, the team found that the mmplemented
programs met the requirements of the QM rule more
closely than did the submutted program. (In one case—a
broadscope licensee —the written program did not meet
the five objectives listed in the rule, nor was an adequate
program implemented.) Based on this aforementioned
limited sampling, it appears that many licensees have im-
plemented more complete programs than were actually
documented in their submitted QM programs. This find-
ing t& similar 16 the results of the pilot program conducted
to provide a real-world test of the proposed rule, “Basic
Quality Assurance Program, Records and Reports of Mis-
administrations or Events Related to the Medical use of
Byproduct Material,” published January 16, 1990. The
OM “pilot” program also provided an opportunity for
NRC s:aff, along with the contractor, to evaluate the pro-
cedures used by NRC inspectors in evaluating licensees’
implementation of their QM programs.

During the last 3 months, NRC has conducted workshops
and seminars for medical licensees on the wopic of com-
phance with the QM rule. These workshops have focused
on the content of the OM rule, Regulatory Guide 833,
and the results of reviews of submitted QM programs, 10
date. Increased licensee understanding of the QM rule
has resulted in an increase in the nomber of revised pro-
grams receved by the regional offices. Licensees may
modify their OM programs to increase the program’s
efficiency, provaded the program’s effectiveness is not de-
creased. Licensecs are to submit modifications 1o their
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