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. $g00
Mr. Robert Lewis, Chief e
Transportation and Storage Safety
and Inspection Section
Spent I-uel Project Office
Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washir.gton, DC 20555-0001

Dear Nr. Lewis,

RAM Services appreciates your Office’s careful review of our transportation quality assurancz
plan ard the constructive questions regarding deficiencies, omissions and oversights in our
original submission. Upon consideration of the scope and depth of the additional information
requested, we concluded that a complete revision of the program would be simpler than
attemp'ing to amend the previous submission piecemeal.

We therefore request that you consider the current Quality Assurance Program submission as a
revision that replaces the previous submission in its entirety. In this new program proposal, we
have created a number of specific new forms and documents, which we will refer to in our
responses, but have not included with this submission because we believe that this level of
detail i not what you are looking for. Also, some of these forms may require additional
revisions before final implementation.

We init'ally intend to use Certificate of Compliance USA/5800/B. The version of this certificate
currently in our possession expired on 31 December 2000. We have been informed that there
_is a letier extending the authorization for this packaging until 2008, but have not yet been able

" to obtain a copy. We have constructed our program as if this Certificate remains valid, but shall
obviously comply with the provisions of the extended certificate, or its replacement.

We address the questions posed in your Letter dated January 27, 2006 in the order in which
they appear there. The references to paragraphs in Revision 0 are no longer valid, so we will
address the questions materially and point to the portions of the Revision 1 program that we
believe address the issues raised. We include our responses to your request for additional
informetion as Enclosure 1 and our revised Quality Assurance Program as Enclosure 2.

We thank you and your staff for their advice and assistance in preparing our revised prograr.

Sincerzly,

s

Jerry Wiza, President

NMSSO|

510 County Highway V A Two Rivers, Wisconsin 54241 A Phone 920-686-3889 A Fax 920-686-3899




Enclosure 1
Responses to Questions -

Quesfion 1. Organizational Structure.

We concur that having one person attempt to perform all the QA functions, as well as
prepate the package, is inadvisable and contrary to the clear intent of 10 CFR

71.105(d).

Consequently, we have substantially revised our program in order to distribute Quality
Assurance Program [QAP] functions between the President of RAM Services and his
professional staff, a health physicist. We have tried to observe the principle that
“[clonformance to established requirements is verified by individuals and groups

that are not directly responsible for performing the work.” [Reg. Guide 7.10, Rev. 2, at p.
5].

We have prepared an expanded organization chart [QAP-1-1, which is also
incorpnrated into our revised Quality Assurance Program, [QAP-2-1], submission, to
delineate the re-distribution of responsibilities, which is discussed extensively in Section
1 of th2 revised program.

The Company Policy on Quality Assurance [QAP-1-2] explicitly affirms that safety and
quality assurance have preeminent claims on company resources. Moreover, the
Quality Assurance Program Manager and Authorized Used will be the President of RAM
Servici2s with total authority to commit the company’s material, financial, and personnel
resources to ensure that the program objectives are met.

Question 2. Procurement Documents and Control.

Several newly created documents now control packaging procurement and the quality
of procurement documents.

The Procurement Specifications document [QAP-4-1] describes the quality assurance
and orjanizational requirements for any supplier of completed packaging to RAM
Services. Vendors meeting these specifications will be placed on the Approved Vendor
List [QAP-7-1] after a successful initial site visit and inspection by the President of RAM
Servics, which will be documented on form QAP-7-2 and retained for the life of the
program.

Section 2.3 of our revised program discusses our proposed Procurement Documents
and their control in detail. '

Question 3. Internal Inspections.

We discuss our proposed internal inspection procedures principally in Section 2.9 of our
revisecl submission but elements of Sections 2.12 and 2.17 bear on this issue as well.
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in particular, we have developed various 20WC Inspection Checklist forms [collectively
QAP-7-3] appropriate for the differing sizes and configurations of the packaging. This
Inspection Checklist must be completed by an Authorized User before a package is
offered for transportation. Our revised procedures (incorporated into the checklist) also
require: that the Authorized User transmit a copy of the Inspection Checklist to the

_ Health Physicist for review and approval before the package is released for shipmen.

Additionally, if a packaging has been stored either at RAM Services’ or a client’s facility
for an extended period (i.e., longer than overnight) then an Inspection Checklist [QAP-7-
3] must be completed by the Authorized User (at client facilities) or the health physicist
(at RAM Services’ facility) before the packaging is placed into service. Vendors are also
required to complete a form QAP-7-3, or their own equivalent, before shipping a
packaging and to supply copies either with the shipment or in advance.

If RANI Services personnel detect that material defects in packagings have occurred
while they were in RAM Services’ possession then the President will issue a Corrective
Action Order [QAP-16-1] that suspends all use of the packaging until remedies to
prevent recurrence have been implemented. This Order will be communicated to all
program users. Use of the packaging will not resume until the President has certified
that the necessary corrective actions have been completed.

We expect that these communications will ordinarily be electronic, but archival copies
will be retained by the health physicist at RAM Services’ Wisconsin facility.

Question 4. Handling, Storage, and Shipping Control

We have developed a new set of instructions, [QAP-13-1, “Instructions for Storage,
Mainte:nance, and Handling] to ensure that the packaging or completed package is
stored, handled, and maintained in good condition.

Basiczllly, these instructions require storage away from extremes of temperature or
humidity and protected, if necessary, by a waterproof covering. Additionally, they
require: that the larger sizes be handled exclusively on pallets, although provision is
made for alternative lifting methods if done by a qualified rigger under the direct
supervision of an Authorized User. The smaller size packagings can be lifted by hand
and transported by cart or dolly.

Mainte:nance by RAM Services personnel will be limited to components not individually
critical to safety, such as replacement of nuts, lock-nuts, washers, lock-washers, etc.
and to touching up minor defects in the paint or markings or removing superficial rust.

Additionally, as described above, we have revised our procedures to require that an
inspection checklist be completed when a packaging is taken from long-term storage or
providzd by the vendor. Copies of these will be retained as part of the permanent
documentation for individual packagings.
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We have incorporated our existing shipping checklist into our program as form QAP-13-
2 in order to ensure that all NRC and DoT requirements for packaging, marking,
labeling, and shipping documents have been fulfilled before a package is offered for
transport. Currently this document is specifically adapted for shipments that must
conform to IATA requirements but will be adapted as necessary to accommodate other
transport modes and the additional requirements of this program.

The proposed new procedures are discussed extensively in Section 2.12 of the revisad
program.

Question 5. Non-conforming Packagings.

In addition to the Inspection Checklists [forms QAP-7-3] which must be completed
before a packaging is used or removed from storage, we have also developed a Non-
conforming Package Report [QAP-15-1] which must be completed if substantial defects
are disicovered or suspected. Copies of this report will be sent to the vendor and also
retained at RAM Services. Additional copies will be distributed to regulatory authorities
as required.

Any non-conforming packaging will be returned to the vendor for repair or replacement,
as required by the Procurement Specifications [QAP-4-1]. Repairs by the vendor must
be documented on an Inspection Checklist [QAP-7-3] or equivalent, and copies
provid:2d to RAM Services.

An archive of Inspection Checklists and Nonconforming Package Reports will be
maintzined to allow RAM Services to identify consistently sub-standard vendors and
remove them from the List of Approved Vendors [QAP-7-1].

Ques‘ion 6. Corrective Actions.

Defeclive packagings received from vendors will simply be returned to the vendor for
repair or replacement and the corrective actions necessary will be the vendor's
resporisibility. Copies of RAM Services’ Inspection Checklist and Non-conforming
Package Report will be transmitted to the vendor to facilitate remedial actions.

If the clefects occur while a packaging is in RAM Services’ possession then a Non-
conforming Package Report [QAP-15-1] will be produced and a copy transmitted to the
President for review. This report requests that the cause of the defect be identified, if
possible and that remedial actions be recommended. Upon review of the Non-

. conforming Package Report, the President will issue a Corrective Action Order [QAP-
16-1] that suspends use of the packaging until the specified corrective actions have
been completed and certified by the President.
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Quesfion 7. Supplier Audits

In our revised program we have provided that the President will inspect a potential
supplier's facilities and audit their construction records and QA documents before a
supplier is approved for use by RAM Services. This inspection will be documented on a
Supplizr Site Visit and Inspection Form [QAP-7-2] and copies retained for the lifetime: of
the program. Repeat inspections will be made annually or a vendor’s approval, as
recorded on the List of Approved Suppliers [QAP-7-1], will be suspended until another
audit has been successfully completed.

Quesfion 8. Verification.

Specification 20WC requires, at § 178.362—4 under the caption “Tests”, that the
following inspections be made: “[p]rior to each use, each jacket must be visually
inspected for defects such as improper bonding, cracking, corrosion of steel rods, and
improperly fitting closure lid, or other manufacturing defects. Particular attention must be
given o any separation of the plywood discs and rings which would provide a heat path
to the inside of the jacket.”

Our QA Manual [QAP-5-1], explicitly incorporates and expands upon these required
“tests”, especially by including certain additional implicit inspections.

In particular, we require that the maximum weight of the completed package be
estimeted prior to use to ensure that the rated capacity, at § 178.362-1, will not be
exceered. These weight limits have also been incorporated into the Inspection
Checklist [QAP-7-3], appropriate for each size 20WC. The manual suggests several
accepiable methods for estimating the completed package weight.

We alsio specifically instruct the user to look for de-laminations, cracking, or separation
of the plywood that might provide a heat path to the interior, heavily rusted tie rods or
damagied threads that might cause failure of the closure, and to perform a “dry run” to
ensure: that the closure will fit properly and not provide a direct heat path to the interior.

For the 20WC-2 (which we do not plan to use at this time) and 20WC-6, which have
steel shells, the manual instructs the user to inspect for heavy rust or corrosion, the
proper number and sizes of the required vent holes, and that the vents are covered with
weatherproof tape, or equivalent device. The locking ring or flange of the steel shell
shall also be inspected for proper fit and closure.

The Manual also instructs the user to verify installation and proper tightening of all
required closure hardware on the plywood jacket and, for the 20WC-6, the steel sheli.

These instructions are summarized on the individual Inspection Checklists [QAP-7-3].
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Quesfion 9. Records. }

We have completely revised our proposed program to include a comprehensive system
of ideritified records, forms, and instructions, which are now described in detail in our
revised QA Program submission. In particular, we have also created a Document
Contrcl List [QAP-6-1], to maintain control over approval, production, distribution,
revision, and retention of required records.

We describe our proposed Document Control procedures in Section 2.5 of our revised
program submission and we address record keeping issues in Section 2.16.

Ques'ion 10. Corporate Policy on Records.

The Company Policy for the Use of the 20WC Packagings [QAP-1-2] includes a global
staterment that all changes (except as noted below) to program forms, documents an
instructions require the written approval of the President before implementation. The
health physicist will control the issuance, distribution, and revision status of all progrem
documients by maintaining the Document Control List, [QAP-6-1] which may be chanjed
without the specific approval of the President.

Question 11. Program Audits.

We have revised our program to ensure that audits of our program are performed
annually by competent external auditors. These auditors will be participants in a Part 71
or equivalent Quality Assurance Program and the Company Policy requires that they
will have complete access to all facilities, personnel, and records necessary to review
our program and will be free from financial pressures while conducting the audit. The
qualifications of the external audit team, RAM Services’ Audit Policies, and the
necessary scope of the audit are described in the QA Program Audit Form [QAP-18-1].
We describe our proposed audit program in detail in Section 2.17 of our revised
submission.

We have also provided for internal audits of components of our program by RAM
Servicas’ management in cases where management is not directly involved in that
compcnent, e.g., recordkeeping, or where external audits have previously identified
deficiencies.

The audit program also now provides for timely performance and documentation of the
corrective actions necessary to address any deficiencies and that these corrective
actions will be reviewed by the President. In particular, if deficiencies affecting safety
are dis.covered then use of the packagings will be suspended until the corrective actions
have been completed. Deficiencies involving records production and retention may
have to await the next use of the packaging to verify compliance.
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Quesiion 12. Vendor Audits.

When we made our initial submission we were uncertain as to the documentary records
availahle for review by RAM Services and whether any new packagings would ever ke
constnicted under Specification 20WC in the future. These uncertainties accounted for
the ambiguity in that submission.

In our revised submission, however, we have firmly committed to initial and recurring
audits of vendors records and inspection of their facilities for constructing, storing and
handling the packagings. Initial and recurring inspections of vendors will be recordec
on forrn QAP-7-2 and will be maintained for the 5 years after the last use a packaging
from that vendor. The current status of vendors will be maintained by the health
physicist on the List of Approved Vendors [QAP-7-1]

Additicnally, on-going evaluations of suppliers will be made using the archive of
Inspection Checklists [form QAP-7-3] and any Non-conforming Package Reports [QAP-
15-1]. These documents will also be retained for the lifetime of the program.
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1 Quality Assurance Organization [10 CFR 71.103]

This section describes the distribution of Quality Assurance Program duties ard
responsibilities among RAM Services personnel.

RAM Services currently employs three persons and does not envision major
expansions in the immediate future. In order to achieve the objectives of 10 CFR
71.103, particularly the objective that “[cJonformance to established requirements
is verified by individuals and groups that are not directly responsible for
performing the work.” [RG 7.1 Rev.2 at 5], the QA functions will be distributed
between the President and the Health Physicist. The distribution of
responsibilities is defined by RAM Services Quality Assurance Program
Organization Chart, document QAP-1-2, which is reproduced below in its current
form.
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The President of RAM Services, Inc. [hereinafter, the President], will be the
Quality Assurance Program Manager and will exercise overall control and
oversight of the QA Program. The President has complete authority to commit
funds and personnel as necessary to achieve all quality and safety objectives,
and to terminate activities or reject packagings that may be unsafe. The
President has endorsed a company policy, specified in document QAP-1-2, that
declares safety and quality assurance as preeminent concerns when shipping
radioactive materials.

RAM Services’ Health Physicist will develop all procedures, forms, checklists,
and instructions required to implement the QAP. The Health Physicist will submit
these procedures and instructions to the President and, as required, the NRC for
approval prior to implementation and will maintain the revision history of all
program documents. The Document Control List, QAP-6-1 summarizes
responsibilities for document production, approval, distribution, and retention
requirements. The Health Physicist maintains and updates the Document coritrol
list.

Initially, the President will be the Authorized User for the 20WC wooden jackefs
and will package radioactive materials in the 20WC, whether at temporary job
sites or at RAM Services facility.

The President will approve additional Authorized Users for the 20WC packagings
only after they have demonstrated adequate understanding of the applicable
regulatory requirements of 49 CFR Parts 100 — 185 and 10 CFR Part 71, have
been indoctrinated in the 20WC QA Policy and have been instructed in the
procedures of the 20WC QA Manual and the structure of the QA Program.

The List of Authorized Users approved by the President will be maintained by the
Health Physicist as document QAP-1-3. This document will summarize the
review of a prospective Authorized User’s qualifications and will include all
supporting documentation, e.g. training certificates.

The President will approve suppliers of 20WC packagings for use by RAM
Services when he has determined that they have an established Q/A program for
the construction of the 20WC. The list of approved suppliers will be maintained
by the Health Physicist as document QAP-7-1.

The President will perform an on-site inspection of all suppliers prior to approval
in order to audit their records, verify compliance with their QAP, the quality of
manufacture, and the safe storage and handling of completed packagings. His
inspection findings will be documented on RAM Services’ form QAP-7-2 and the
records will be transmitted to the Health Physicist for retention with all
procurement documents.
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A 20WC supplier's approval will be automatically suspended if an on-site
inspection and audit has not been performed within the last year. The President
will certify in writing that a 20WC supplier has been approved by RAM Services.
All 20WC authorizations will terminate on 30 September 2008 (when the General
License to use the 20WC packagings expires) and no inspections or audits will
be performed after that date. Authorized Users will use 20WC containers only if
they have been provided by RAM Services’ certified suppliers and if that supplier
has been inspected or audited within the last year.

Before offering any package employing a 20WC overpack, the Authorized User
will complete an inspection checklist on form QAP-7-3 appropriate for the
particular packaging. The inspection will be conducted in accordance with the
Quality Assurance Manual, document QAP-5-1, which are summarized on the
checklist. The “tests” [actually visual inspections of various key components]
required by 49 CFR 178.362-4 have been incorporated into the Manual, as wel
as any additional specific inspections imposed by RAM Services. The
Authorized User will also complete a shipping checklist, form QAP-13-2 and
document a radiation survey of the package on form QAP-13-4.

The Authorized User shall submit the completed checklists, the radiation survey,
and the shipping documents to the Health Physicist for review prior to offering the
package for transport. The package shall not be transported until the Health
Physicist has completed his review and communicated his approval to release:
the package for transport to the Authorized User. The Authorized User may
submit the completed checklists for review by electronic means (e.g., facsimile or
email) and the Health Physicist may respond electronically or verbally.

In reviewing the Inspection checklists, the Health Physicist shall ensure the
packaging was obtained from an approved vendor that has been inspected by
RAM Services within the last year and that all required package inspections have
been documented. The Health Physicist will review the shipping checklist anc
the shipping papers to ensure that all DOT and NRC requirements have been
complied with. The Health Physicist will maintain an archive of Inspection
Checklists, QAP-7-3, and shall consult this historical record to determine if a
package was previously reported as damaged, advising the Authorized User as
necessary. Completed checklists, and all shipping documents shall be retained
by the Health Physicist for 3 years after the use of the packaging or as otherwise
required by NRC and DOT regulations.

If either the Health Physicist or the Authorized User finds material defects
affecting safety then the 20WC will be rejected and returned to the vendor for
repair or replacement. The person noting the defects (the Health Physicist or
Authorized User) shall describe the defects on the inspection checklist, form
QAP-7-3, and shall complete a Non-conforming Package Report, form QAP-15-1
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and submit it to the Health Physicist for review, retention, and copy distributior..
The Health Physicist will also note the incident on the Approved Vendor List,
form QAP-7-1. Copies of these forms will also be transmitted to the vendor’s
contact person and to the President of RAM Services for appropriate action. If
the defects occurred while the packaging was in RAM Services possession, then
the President will issue a Corrective Action Order, QAP-16-1, to effect the
necessary remedies. Further use of the packaging will be suspended until the
President certifies completion of the corrective actions in writing.

The President has established a corporate policy that all 20WC Authorized Users
must understand and apply the quality and safety objectives described in 10 CFR
Part 71, all applicable sections of 49 CFR Parts 100 — 185, and the elements of
the Q/A Policy, Program, and manual. This policy affirms that safety and quality
assurance takes precedence over all other matters in allocation of personnel aind
financial resources when using these packagings. Additionally, the Policy
asserts that any Authorized User or QAP participant may reject any packaging or
completed package if they find or suspect deficiencies that may compromise the
safety of the package.

The President will ensure that RAM Services’ QAP program is audited at least
annually to assess the scope, status, implementation, and effectiveness of the
program. A qualified external entity will perform the audit and report the findings
to the President. A qualified auditor will be a person engaged in a Part 71
Quality Assurance Plan approved by the NRC (or Agreement State equivalent) or
a Quality Assurance program certified by an independent agency (e.g., ISO-
9000). The audit will review all program elements, especially container
procurement, inspection checklists, package use, instances of defective or suh-
standard containers, completeness of required documentation, and
recordkeeping integrity.

2 Quality Assurance Program [10 CFR 71.105]

2.1 Scope of the Program

This QA Program applies to the procurement and use of the Specification 20WC
Wooden Protective Jacket by RAM Services to transport byproduct and NARM

radioactive materials. Ram Services will only use Specification 20WC-1, 20WC-
3, 20WC+4, 20WC-5, and 20WC-6 wooden jackets; the 20WC-2 will not be used.

RAM Services will not construct 20WC wooden jackets but will only use those
constructed and supplied by others to ship materials under the General License
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granted at 10 CFR 71.20. Consequently, we believe that only the Q/A program
elements pertaining to procurement, shipment and handling are relevant.!

RAM Services will not ship radioactive materials in 20WC packages after the
General License granted at 10 CFR 71.20 expires on 01 October 2008, or as
otherwise determined by the Commission.

RAM Services will restrict its use of these packagings to byproduct material,
naturally occurring and accelerator-produced radioactive materials and will not
make shipments of fissile material with them.

The activities most relevant to safely using the 20WC are inspection of the
packaging before use to identify defects and weaknesses, properly closing the:
completed package, and inspecting the completed package to ensure that all
fasteners have been properly installed and that the package has not been
damaged in the process.

These functions are described in detail in RAM Services Part 71 QA Manual,
QAP-5-1, which also incorporates the specific safety instructions of 49 CFR
178.362.

All persons participating in the QA will be indoctrinated in the requirements of:
e 10 CFR Part 71

e 49CFR 178.362

o |AEA Certificate USA/S800/B (or its currently valid equivalent)

o RAM Services QA Policy

e RAM Services QA Program

e RAM Services QA Manual

Fdditionally, Authorized Users must receive function-specific hazmat shipping end
security training as required by 49 CFR Part 172 Subpart H.

Copies, printed or electronic, of all QA Program instructional materials (i.e., those
listed immediately above) will be provided to all QA Program participants.
Documentation that a QAP Authorized User or participant has received the

¢ ppropriate instructions will be maintained by the President as part of each
employee’s general training records for as long as required by the NRC, DOT, or
for 3 years after the termination of the program, whichever is longest.

' eror 2xample, an individual or organization using a general license solely for transportation of
radioac'ive material in packages purchased or leased for that purpose would be expected to address
regulati o>ns governing activities such as procurement, shipment, and handling.” [Reg. Guide 7.10 Rev. 2,
March 2:005, at Page 6].
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2.2 Package Design Control. [10 CFR 71.107]

This does not apply because RAM Services will not design packagings, but will
only use approved designs constructed by others. In particular, the designs of the
various 20WC packagings are specified by DOT regulation.

2.3 Procurement Document Control. [10 CFR 71.109]

Suppliers of 20WC packagings will be required to conform to the requirements
and specifications described in document QAP-4-1. In particular, suppliers must
provide access for RAM Services’ personnel to inspect all facilities, goods and
records, pertinent to the packaging. Suppliers must also provide copies of their
manuals for using the packaging, special instructions, certificates, packaging
inspections, and repair history.

The President will approve the vendors authorized to provide 20WC packagings
based on an initial audit of their quality assurance program and construction
records, and an inspection of their facilities, completed packagings, and storage
conditions. The results of this inspection will be documented on form QAP-7-2
and these records will be maintained by the Health Physicist. Subsequent audits
of a vendor may be performed by an Authorized User other than the President.

The Health Physicist will also maintain the list of approved (and rejected or
expired) vendors on form QAP-7-1, which will reflect the current status of all
vendors.

RAM Services personnel will only replace ordinary closure hardware such as
threaded rods, nuts, washers, lock-nuts or lock washers, and weatherproof tape
as needed. Since Specification 20WC imposes no special requirements on
these items we do not believe that commonly available replacements will
materially affect the packaging quality and critical safety performance. [l.e.,
these parts would be classed as Class C components in the graded approach
described in Reg. Guide 7.1] Consequently, we do not believe that replaceme:nt
of these parts by RAM Services needs to be documented to ensure maintenance
of packaging quality, although the Authorized User may note the replacements
on the Inspection Checklist, form QAP-7-3.

The Health Physicist will keep copies of all packaging inspection checklists in
order to compile a history for each container.

Repair or replacement of critical components will be made only by the vendor,
who will document these repairs, or other disposition, on form QAP-7-3 (or the
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vendor’s equivalent) and provide copies of repair records to RAM Services prior
to the next use of the container.

The Health Physicist will keep copies of all these inspection checklists in order to
compile a history for each container.

2.4 Instructions, Procedures, and Drawings. [10 CFR 71.111]

Instructions and procedures for using the 20WC overpack are contained in the
CIAP Manual, QAP-5-1. This manual incorporates and expands on the basic
instructions provided at 49 CFR 178.362 and also provides instructions for
maintaining compliance with this Quality Assurance Program, the Certificate of
Compliance, and 10 CFR Part 71.

The procedures for using the 20WC provide that the Authorized User must
complete an inspection checklist, form QAP-7-3, a shipping checklist, form QAP-
13-2, and a radiation survey of the package, QAP-13-4, and submit these, along
with all shipping documents, to the Health Physicist for review and approval before
releasing a completed package for transport.

The construction and use specifications at 49 CFR contain fairly crude quantitalive
specifications, e.g., 6 mm tie rods for the 20WC-1 versus 9.5 mm tie rods for the
20WC-3. Moreover, the exact dimensions of these components do not seem
critical to the safe performance of the packaging. Consequently, we believe thzit
the visual inspections, described in QAP-5-1 and QAP-7-3, without the use of
specialized measuring apparatus will be adequate to ensure safety. These
documents also incorporate and amplify the qualitative inspections required by 49
CFR 178.362-4.

The Certificate of Compliance (currently USA/5800/B) limits the activity and the
thermal output of the contents. To remain within the activity limits we intend to rely
primarily on documentary evidence of the original activity of the material. Wher:
necessary, prudent, practical, and within the limits of maintaining exposures
ALARA, we will perform appropriate radiation measurements to estimate the
actual activity to be transported. RAM Services already possesses a wide
assortment of survey instrumentation, which we will augment as necessary in
order to achieve these goals.

The Health Physicist will calculate the thermal output using conservative
assumptions and will advise the Authorized User if the limit may be approachec! or
exceeded. Evaluations of activity and thermal output will obviously be done
prospectively when planning a shipment but they will be re-evaluated by the
Health Physicist when reviewing the shipment checklists and documents prior to
releasing the package for transport.
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The copy of the expired certificate USA/5800/B that we currently have in our
possession is incomplete in that it lacks Appendixes A — F, so we cannot discuss
cur methods of complying with the requirements expressed therein. However, we
viill obtain a complete copy of the certificate, or its valid successor, and will revise
cr augment our existing checklists to include its requirements.

The QAP manual contains instructions on recordkeeping requirements and for the
preservation of electronic documents.

Document Control. [10 CFR 71.113]

Changes and revisions to any and all QA Program documents [except the
Document Control List, QAP-6-1] require the approval of the QAP Manager, the:
F'resident of RAM Services.

The Health Physicist maintains the Document Control List, QAP-6-1, which
summarized the current revision status of all QAP documents, as well as certain
cther essential items such as retention periods, distribution, etc.

The Health Physicist maintains electronic versions of all QAP document templates
end manuals on the company’s principal computer and can easily provide current

copies of any QAP document to any Authorized User electronically, as is currently
routinely done with many other company documents.

The security of the company’s main computer is maintained by a variety of
physical and procedural methods, such as limited network access and a hardware
firewall. Electronic document integrity is maintained by a regular schedule of tape
backups. RAM Services undertakes these security measures for a variety of
company purposes, which ensures that security and integrity of program
c¢ocuments will be maintained as well

Control of Purchased Material, Equipment, and Services [10 CFR
71.115]

FIAM Services will only procure fully assembled 20WC overpacks and, possibly,
replacement closure hardware, which are not critical to packaging safety.

V'endors of completed 20WC overpacks will be approved only if they agree to the
conditions of the Procurement Specifications, QAP-4-1 and have been approved
by the President after an inspection of their facility, documented on form QAP-7-2.
£mong the elements of this inspection and audit is consideration of the adequacy
¢f the vendor’s quality assurance program to meet the requirements of Subpart H
cf 10 CFR Part 71, his adherence to its requirements, the quality of construction
end in-process materials, and the proper storage and handling of completed
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packagings. Repeat inspections may be performed by an Authorized User other
than the President.

V/e currently anticipate using 20WC overpacks provided by a single supplier so we
do not anticipate inviting bids for any packagings or components.

Ve plan to continually measure a supplier's performance by evaluating the
inspection checklists, form QAP-7-3, that will be returned to the Health Physicist
prior to every shipment. These checklists will eventually provide a historical
perspective of each supplier which, in addition to any Non-conforming Package
Fieports, form QAP-15-1, will identify any consistently failing supplier in a timely
manner.

Since the General License to use the DOT specification packagings expires on 01
October 2008, we do not expect that many more 20WC packagings will be
constructed, or that seriously damaged containers will be repaired; at this time any
replacements can be provided from the supplier's current inventory. If, however,
F'AM Services orders construction of a new 20WC packaging, an Authorized User
will visit the vendor’s facility to inspect at least part of the construction process and
audit the vendor’s adherence to the construction requirements and his quality
Assurance Plan. This inspection will be documented on the Audit Form, QAP-18-1

F!AM Services intends to control non-conforming packagings with the inspection
checklist, form QAP-7-3, and the Nonconforming Package Report, form QAP-15-1,
which are intended to identify and document, and track seriously defective
packagings. The historical record of these forms will allow us to identify suppliers
cf consistently defective 20WC packagings. Such vendors will be removed frorn
the list of Approved Vendors, form QAP-7-1, by the President.

F:AM Services Procurement Specification, form QAP-4-1 requires that suppliers of
completed packagings provide all necessary documentation needed to use the
container safely. These requirements include, among others, certification that the
Fackaging has been constructed and maintained according to Specification 20WC,
raports of non-conformance by any user, and instructions for use of the container.

Identification and Control of Materials, Parts, and Components.
[10 CFR 71.117]

Siince RAM Services will only obtain fully completed 20 WC packagings, we
believe that this section is generally inapplicable to our program. The closure
hardware that RAM Services’ personnel would be authorized to replace, such as
threaded rods, nuts, lock nuts and washers, etc. are not individually critical to the
safety of the packaging (l.e., Class C components) so generally available
raplacements are adequate and require no special control or identification.
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While auditing and inspecting vendor’s records and facilities the Authorized User
viill evaluate the vendor’s control over components, parts and materials and
cocument this on the Audit Form.

Control of Special Processes. [10 CFR 71.119]

We do not believe that this is applicable since none are involved in the proper use
cf the 20WC.

Internal Inspection. [10 CFR 71.121]

FIAM Services QA Manual, document QAP-5-1, describes a number of inspections
that are to be made on 20WC packagings and completed packages. These
inspections incorporate and expand upon those described in 49 CFR 178.362-4,
end are to be documented on form QAP-7-3. The manual describes the
cuantitative and qualitative standards that must be met in order to ensure safety
end the checklist documents that these.

While planning a prospective shipment the Authorized User and the Health
F'hysicist will jointly evaluate the materials to be shipped for compliance with the
limitations of the Certificate of Compliance, the regulatory requirements of 49 CFR
Farts 100-185 , and with 10 CFR Part 71. Additionally, when arranging for the
transportation of Quantities of Concern, we will comply wilt the provisions of our
Security Plan (currently in preparation for submission to the State of Wisconsin},
v/hich we incorporate into our Quality Assurance Plan by Reference.

The manual instructs the Authorized User to perform a preliminary inspection of
the packaging to identify non-conforming containers before they have been loaded
with radioactive materials; the manual also recommends a “dry run” to ensure that
the filled container can be securely closed. These measures are intended to
minimize potential radiation exposures, but nevertheless constitute non-mandalory
vitness points

The QA Manual requires a mandatory hold-point when the completed package has
keen prepared and inspected. Copies of the inspection checklist, form QAP-7-3,
the shipping checklist, QAP-13-2, the radiation survey QAP-13-4, the shipping
papers, and any required security plan checklists and notifications, must be
transmitted to RAM Services’ Health Physicist for review, approval, and archiving
tefore the package may be offered for shipment.

The inspection checklists, QAP-7-3, do not cover DOT requiréments since thesz2
zre covered by other checklists that RAM Services has developed. Specifically an
Fwuthorized User will also complete the appropriate portions of the radioactive
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shipment checklist, form QAP-13-2. This form is currently specifically designed for
air shipments, but is readily adaptable for ground transport as well. A radiation
survey form, QAP-13-4, will be completed by the Authorized User to document
radiation and contamination levels

F.AM Services will not ordinarily maintain the 20WC packagings (except for
superficial components) but will return them to the supplier for storage,
maintenance, refurbishment, or repair. Consequently, RAM Services will not
perform routine maintenance inspections.

Fowever, there are conceivable circumstances where RAM Services itself may be
the recipient of the 20WC, with or without radioactive contents. In such cases, a
F'AM Services Authorized User or Health Physicist will complete an inspection
checklist before releasing the packaging for use at another job site. Maintenance
while a packaging is in RAM Services’ possession will be limited to ordinary
cleaning, replacing closure hardware, removal of superficial rust, and touching up
the paint or markings.

All inspections will be performed by Authorized Users or the Health Physicist, so
their qualifications to make the required inspections will have been established.

The Health Physicist will maintain an archive of all checklists, forms QAP-7-3 and
CIAP-13-2 , prepared by the Authorized Users as well as any Non-conforming
F'ackage Reports, form QAP-15-1.

2.10 Test Control. [10 CFR 71.123]

VWe do not believe that this section is applicable to our proposed program for use
of the 20WC overpack. The “Tests” described at 49 CFR 178.362-4 are
straightforward and simple inspections and have been incorporated into the QA
Manual, QAP-5-1, the inspection checklists, QAP-7-3, and the Non-conforming
F'ackage Report, QAP-15-1. The inspections require no special equipment or
expertise.

2.11 Control of Measuring and Test Equipment. [10 CFR 71.125]

V/e also do not believe that this section is applicable to our program for the same
reasons discussed in paragraph 2.10 above.

2.12 Handling, Storage, and Shipping Control. [10 CFR 71.127]

The QA Manual, QAP-5-1, has been revised to include instructions on the proper
storage, maintenance, and handling of the packaging and the completed package.
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These instructions address the concerns of Reg. Guide 7.1 in Section 13 [at 19]
end are also summarized in the Instructions for Storage, Maintenance and
Handling, document QAP-13-1, which is briefly discussed below.

The instructions in the Manual and QAP-13-1 require that the 20WC packaging be
stored away from extremes of temperature and humidity which could cause failure
of the plywood jacket or swelling that prevents secure closure. Additionally, we
viill comply with the storage and handling requirements specified in the Certificate
of Compliance.

The instructions prohibit handling of the 20WC by its chimes, threaded rods, or
cther possible attachment points. Smaller packages may be carried by hand or
placed on a dolly or cart. The larger packages shall always be handled on a pzllet
viith a pallet jack, forklift, or crane attached to the pallet, unless circumstances or
safety require an alternative method. Extraordinary lifting, loading, and unloading
procedures will only be undertaken by an experienced rigger operating under the
direct supervision of an Authorized User.

Maintenance by RAM Services shall be limited to minor cleaning with mild
detergent solutions, touch-up of required markings, removal of superficial rust, and
epplication of light oil to threaded components. These procedures are described
in both the manual and in the Instructions of Storage, Maintenance, and Handling,
cdocument QAP-13-1.

These procedures also now require that a packaging be inspected and an
inspection checklist, form QAP-7-3, be completed prior to use or shipment to a
client facility if a container has been in storage longer than overnight.

F'roper completion of all DOT and NRC requirements will be verified by the
Awthorized User by completing a shipping checklist, form QAP-13-2, prior to
cffering the package for transport. Copies of the inspection checklists, shipping
checklists, radiation surveys, and shipping papers will be sent by the Authorized
User to RAM Services’ Health Physicist for review and approval before shipment.

C'opies of the inspection checklists and the Storage, Handling and Maintenance:
Instructions, as well as any special instructions, will either accompany each
shipment (among all other required documentation) or, usually, will be sent to the
consignee in advance electronically.

2.13 Inspection, Test, and Operating Status. [10 CFR 71.129]

The Procurement Specifications, QAP-4-1, require that a vendor make an
inspection of the packaging prior to shipment to RAM Services’ or a clients facility
znd document this inspection on form QAP-7-3, or the vendor’s equivalent.
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Additionally, copies of the inspection checklist for the completed package, QAP-7-
3, the standard Storage, Handling and Maintenance Instructions, QAP-13-1, and
any special instructions will either accompany the shipment or be transmitted to
the consignee in advance.

I a packaging is stored at RAM Services then an inspection checklist, QAP-7-3,
vill be completed by an Authorized User or the Health Physicist prior to shipment
for use at a client facility. A copy of this inspection will either accompany the
packaging or be sent to the Authorized User on-site in advance.

The most significant hold-point currently established in our program is a review by
the Health Physicist of the checklists and shipping documents prior to releasing
the package for shipment. This requirement is established in the QA Manual,
QAP-5-1, and re-affirmed on the checklists.

The other significant hold would occur only if significant damage occurs to a
packaging while it is in RAM Services’ possession. In such a case the President
viill suspend the use of the affected packaging until corrective actions have been
completed and certified.

2.14 Nonconforming Materials, Parts, or Components. [10 CFR

71.131]

£ Non-conforming Package Report, form QAP-15-1, shall be prepared by an
£uthorized User (or the Health Physicist if the package has been removed from
storage at RAM Services’ facility) if any substantial defects affecting safety are
found or suspected in a packaging. The defects shall also be noted on the
inspection checklist, QAP-7-3. Copies of these documents will be transmitted to
the vendor’s contact person, as required by the Procurement Specifications, QAP-
4-1.

The Procurement Specifications require that the vendor reclaim the damaged
Fackaging and provide a sound replacement. RAM Services will not repair
packagings with major defects, but may make minor repairs or provide
replacement hardware, as described in the QA Manual, QAP-5-1, for non-critical
items.

The Procurement Specifications also require that vendors provide RAM Services
viith reports of non-conformances that may have been made by other users of a
specific packaging if they offer it for use by RAM Services and records of any
r2pairs made to that packaging.
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Additionally, the Health Physicist will maintain an archive of the completed
Inspection Checklists, form QAP-7-3, for each packaging used by RAM Services.
These checklists, along with any Non-conforming Package Reports, QAP-15-1,
will permit RAM Services Health Physicist or QA Manager, i.e., the President of
F.AM Services, to identify a vendor that consistently provides sub-standard
packagings. In such a case the President may order that a vendor be removed
fiom the List of Approved Suppliers, form QAP-7-1.

2.15 Corrective Actions. [10 CFR 71.133]

The Non-conforming Package Report, QAP-15-1, requests that the Authorized
User (or the Health Physicist for packagings taken from storage at RAM Services)
idlentify, if possible, the cause of the damage. Copies of this report and the
Inspection checklist must be sent to the required vendor contact for reporting non-
conforming packages.

The vendor is required by the Procurement Specifications, QAP-4-1, to report to
F:AM Services any repairs made to a damaged packaging before offering it for
use. ltis clearly in the interests of all that the vendor also provide RAM Services
an explanation of the cause of the damage, if known, and corrective actions to
prevent repeat occurrences.

In view of the limited time left before the General License for use of 20WC
packagings expires, we believe that the only corrective action RAM Services
needs to take for a consistently sub-standard vendor is to remove them from the
Approved List, QAP-7-1, and seek an alternative.

The Non-conforming Package Report requests that the cause of the damage be
iclentified, if possible, and that corrective actions be recommended. Upon review
of this report the President will issue a Corrective Action Order, form QAP-16-1,
that suspends use of the packaging until specified remedies have been
successfully completed.

Inspectors performing the annual review of RAM Services’ QA Program will report
any deficiencies on the Annual Audit form, QAP-18-1, or equivalent provided by
the audit team. These deficiencies will be reported to the QAP Program Manacger,
the President of RAM Services, who will be responsible for managing and
documenting corrective actions. The corrective action documentation will be
attached to the original Audit Report.

The President will ensure that the corrective actions are completed in a timely
manner. Actions critical to safety will be corrected before the next use of a 20WC
packaging and a follow-up inspection of deficient program elements will be
completed before the next use of the 20WC Deficiencies in documentation may
not be corrected until the packaging is next used, since they may not be produced
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until that time. E.g., we cannot verify proper completion of an inspection checklist
until the next use. This interim audit may be conducted by RAM Services
personnel not directly responsible for that program element to ensure a prompt
rasponse.

2.16 Quality Assurance Records. [10 CFR 71.135]

The guidance provided in Section 17.1 of Reg. Guide 7.1 requires documentary’
evidence that elements of the Plan have been properly executed. Below we
summarize the documentary evidence produced by RAM Services QA Plan.

o design, procurement, manufacturing, and installation records
o QAP-4-1, Procurement Specifications
o QAP-7-3, Inspection Checklists
o supplier evaluations
o QAP-7-2, Supplier Site Visit and Inspection Audit
o nonconformance reports
o QAP-7-1, List of Approved Suppliers
o QAP-7-2, Supplier Site Visit Inspection & Audit Form
o QAP-7-3, Inspection Checklists
o QAP-15-1, Non-conforming Package Report
o results of inspections and tests
o QAP-7-3, Inspection Checklists
o failure analyses
o Not Applicable
o as-built drawings and specifications
o 49 CFR 178.362
o qualification of personnel, procedures, and equipment
o QAP-1-3, List of Authorized Users with supporting documentation
o QAP-5-1, QA Manual
o calibration procedures
o Not Applicable
» training and retraining records
o QAP-1-3, List of Authorized Users with supporting documentation
o corrective action reports
o QAP-7-1, Approved Vendor List
o QAP-7-3, Inspection Checklists or equivalent returned from vendor
o records demonstrating evidence of operational capability
o QAP-7-3, Inspection Checklists
o records verifying repair, rework, and replacement
o QAP-7-3, Inspection Checklists
» audit plans, audit reports, and corrective actions
o QAP-7-2, Supplier Site Visit and Inspection Audit
» records that are used as a baseline for maintenance



Enclosure 2

RAM Services’ Quality Assurance Program
Revision 1

March 22006

o QAP-7-3 archive

RAM Siervices routinely maintains complete shipping records of incoming and outgoing
shipments of radioactive materials as part of its inventory control program and for the
security of Quantities of Concern while in transport. These practices will naturally
continue.

The QA Manual, QAP-5-1, Inspection checklists, QAP-7-3, and the Non-conforming
Packagje Reports, QAP-15-1 all specify the packaging elements that are crucial to
safety and require that the Authorized User or Health Physicist making the inspection
document that each element has been inspected. The QA Manual will also incorporate
any inspection requirements contained in the Certificate of Compliance.

RAM Siervices will maintain paper copies all shipment document employing the 20WC
wooden jackets in a binder or single file location, as necessary. Electronic copies of
most, if not all, records will also be maintained in order to expedite retrieval.

The Document Control List, QAP-6-1, specifies the retention requirement for each Plan
record. This is re-iterated an each individual document to prevent pre-mature
destruction.

The Document Control List also specifies who generates the various plan documents
and the distribution list and if any response is necessary. These instructions are
repeatizd on each document as appropriate. The lines of communication involved in our
plan are simple and direct and so a record receipt system seems unnecessarily
cumbersome at this time.

Copies of all Plan records, paper and electronic, will be maintained at RAM Services
Wisconsin facility. Electronic records will be generated and maintained with widely used
software, so obsolescence over the lifetime of the program is highly unlikely. In the
event that new hardware or software is installed, the QA Plan Manager will ensure that
existing documents are converted and usable.

Section 17.5 of Reg. Guide stipulates that the plan fulfills the certain requirements.
Below we summarize these requirements and RAM Services methods for compliance, if
appliceble.

e Farilities used to store records should be constructed to minimize the risk from
damage or destruction by severe natural conditions, such as wind, flood, fire,
ternperature humidity, mold, or infestation by insects or rodents.

o RAM Services occupies a robust structure made of brick-faced poured
concrete. All Plan records will be stored in this facility and never in
temporary external facilities, such as a Sea Land container, until at least 3
years after the termination of the Plan.
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o The facility is located near the top of the local terrain, so flooding is not a
realistic problem. The building is constructed of fire resistant materials
with ample separation from nearby woods.

o RAM Services facility is occupied nearly every business day by employzes
and often on weekends as well. Consequently, there is ample opportunity
to detect and correct conditions adverse to records preservation.

Re:cords should be firmly attached in binders or placed in folders or envelopes or
storage in steel file cabinets.

o This is normal operating procedure for all records at RAM Services

Elzctronic records should be maintained in facilities that minimize or eliminate the
potential for destruction of information as a result of demagnetization.

o The electronic storage devices and media are located in a room separate
from the operational areas of the facility.

o RAM Services current and envisioned operations do not employ
equipment or methods that would remotely demagnetize media.

o All computers at RAM Services, except for portable versions, have their
magnetic media configured as a RAID -1 array, providing some additional
protection against media failure.

Elzctronic records should be backed up daily to eliminate the potential for loss of
information as a result of equipment failure or human error.

o The scale and pace of RAM Services current operations do not warrant
daily backups.

o RAM Services regularly backs up important electronic information (i.e., the
entire contents of the server) to magnetic tape. This is normally done bty
the Health Physicist weekly but intervals can occasionally be longer (10 -
14 days) if the Health Physicist is out of the office.

o An archive of recent backups stretching back several months is ordinarily
maintained to further guard against loss.

o Additionally, a permanent archival backup tape is created at the end of
each year to guard against loss of important but rarely used files.

o RAM Services’ computers connect to the Internet oniy through a hardware
firewall, which cannot be hacked because there is no alterable software:.

o In addition to the usual security measures of limiting access and the
available ports, the connection to the Internet is normally physically
disconnected at night and on weekends.

o Only RAM Services’ database programmer ever accesses the main server
remotely.
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e Ifual storage facilities are used to ensure the record integrity, the storage facilities
should be sufficiently remote from each other to preclude a single event (such as a
fire or flood) from damaging both facilities.

o Dual facilities are not currently practical for RAM Services.

o The tape backup archive, however, is stored in a rated fire-resistant
cabinet and the physical location renders flooding an extremely remote
possibility.

e The QA program user should take measures to protect special records (e.g.,
radiographs and microfilm) from excessive light, electromagnetic fields, and
teiperature.

o Not applicable at this time.

e The QA program user should take measures to prevent unauthorized personnel
frem entering record storage areas.

o RAM Services facility is situated in a sparsely inhabited rural location and
there is very little pedestrian traffic near the building. Visitors, except for
express couriers, are rare.

o Vehicular approach is generally detectable or observable from the offices.
Most facility entrances are kept locked unless in use.

RAM Services will be implementing a security plan for Quantities of
Concern so QA Plan documents will also be protected.

e Elzctronic information storage systems should be accessible only through security
measures such as passwords, and the number of personnel who have authorized
access should be limited. In addition, personnel who have authorized access should
have identified privileges, such as “read only” or “read and add only.”

o Access is automatically limited by RAM Services small size.

o Passwords for electronic records would be pointless since everybody in
the company would know them anyway.

o The electronic version we plan to use for most documents, Adobe PDF
format, is impossible or difficult to edit even if unprotected, and change:s
are usually detectable.

o Archival documents, which are never intended to be altered, could be
protected by essentially random passwords but the current security
situation at the company does not seem to warrant this measure,

o The Document Control List, QAP-6-1, and each document on it, specifies
who generates a given record, who retains it, and who gets copies.

e The QA program user should establish measures to ensure prompt replacement of
a record that is lost or damaged.
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o The electronic versions of most documents along with their tape backups
will permit prompt restoration of lost or damaged paper records.

o The paper versions of documents will be used to restore lost or damaged
electronic versions.

2.17 Audits. [10 CFR 71.137]

In the QA Policy on Quality Assurance, QAP-1-2, President has committed to
having an independent person or organization perform a comprehensive annual
raview of RAM Services’ Quality Assurance program and its use of these
packagings. Company policy requires that the audit team have complete and
unrestricted access to RAM Services' facilities, personnel, and records necessary
to evaluate the program. Additionally, RAM Services will ensure that the audit
team is free from financial pressures to insure that a comprehensive review of the
program is completed. These policies are re-iterated in the QA Program Audit
Form, QAP-18-1.

Since the audit scheduling involves parties beyond RAM Services’ control, it
seems possible that the audit period may exceed one year. If this were to occur,
then the President will suspend use of the packaging until the audit has been
performed and any deficiencies found have been corrected.

The Company QA Policy, QAP-1-2, and the Audit Form, QAP-18-1 require that
auditors report their findings to the President orally and in a written report,
transmitted to him in a timely manner, that highlights any deficiencies. The
Fresident will initial the written report to indicate his review and will oversee any
corrective actions to ensure that they are completed in a timely manner.

The President will establish a schedule for completion of any corrective actions
and will ensure that they are completed on time. When the corrective actions are
completed, the President will document the actions taken and attach or append
this response to the Audit Report. A follow-up inspection of deficient program
elements will occur within six months after completion of the corrective actins.
This inspection may be made by RAM Services personnel not directly responsible
for the deficient program element.

V/e believe that annual reviews of the entire program will be adequate in view of
the expected scale and frequency of our activities. The President may institute
more frequent reviews of portions of the program if necessitated by a significant
increase in Program activities, or by persistent deficiencies. These interim audits
may be conducted by qualified RAM Services personnel who are not directly
responsible for the particular program element.

£.in Authorized User will also periodically review the performance of 20WC vendors
to ensure their compliance with their quality assurance program. These reviews
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raay occur at intervals exceeding one year, if the pace of activities is slow, but the
vendors approval will be suspended if one year has passed since the last audit.

Mo packagings will be accepted from this vendor until a satisfactory audit has been
completed, Audits of vendors will be documented on form QAP-7-2 and the
vendor's status (Approved, Suspended, or Disapproved) will be maintained by the
tHealth Physicist on the Approved Vendor List, Form QAP-7-1.

RAM Services’ size and the scope of its activities suggest that routine internal

¢ udits of RAM Services entire QA Program by RAM Services management will be
impractical and, possibly, ineffective since management would often be auditing
ilself. Internal management audits of the record keeping and preservation,
program elements that are the main responsibility of the Health Physicist, will b2
vseful and will be made annually.

We have also provided for internal audits of program elements by RAM Services
personnel not directly responsible for performance of that element if deficiencies
ere found by an external auditor. E.g., if the Health Physicist has failed to maintain
zdequate electronic records, then the QA Program Manager will inspect these
racords frequently to ensure that the deficiency is corrected.

The Annual Audit Form, QAP-18-1, will define the qualifications required of the
external auditors. Generally, we will consider persons qualified if they participate
in an approved Part 71 Quality Assurance Program, or equivalent.

£ pre-audit conference between RAM Services’ management and the proposed
cuditor will naturally occur to arrange ordinary logistical and business matters.
Maturally the scale and scope of the proposed audit must be discussed in the
course of the conference to resolve these issues. RAM Services’ size and the
scope of its activities preclude any difficulties in defining the persons responsible
for program elements and the lines of communication between RAM Services’
personnel and the auditors.

The auditors will present their findings verbally to the President of RAM Services
upon completion of their review, usually at an exit interview but possibly by
conference call. A complete written report of the Audit findings and any
recommendations will be required within 30 days of completion.

The President will establish, schedule, and manage the corrective actions required
to address any deficiencies and document their completion in an appendix or
attachment to the audit report. The President will also require that a follow-up
inspection of deficient program elements be made, possibly by RAM Services
personnel before the next use of a 20WC packaging, if the program element is
critical to safety, at upon the next use of the packaging if the deficiency involves:
records production.



