UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D. C. 20555

JUN 05 1879

FCTR:RHO
71-01835

Todd Research & Technical Oivision
ATTH: Mr. C. W. Hathway

P.0. Box 1600

Galveston, TX 77553

Gentlemen:

This letter replaces our letter of April 27, 1979. It refers to your application
dated June 26, 1978 requesting approval of your Quality Assurance (QA) program as
meeting the QA program requirements of 10 CFR §71.51.

Additional information is required to satisfy the requirements of Appendix E to
10 CFR Part ™. To assict you in prenaring this information, we have enclosed
the accept.nce criteria the stafi uscs to evaluate a licensee's (A program for
transport stion packages for nor wl/special form radicactive material. Please
revise ) our QA program descript.on to address the enclosed criterie and submit
seven copies of the revised proa=am within 30 days following receipt of this
letter.

[f you have any questions regaraing this request, please contact Jack Spraul at
(301) 492-7741.

Sincerely,
-
N/ Fatn
4 f 4 e
f‘f\. i\ L/) Lf‘-; Wi PN

E {
. +CTharles E. MacDonald, Chief
f‘ Transportation Branch
Pivision of Fuel Cycle and
Material Safety, NMSS

tnclosure:
Acceptance Criteria

=t 302
42y

S0071109740







8

Design L.“i‘._'g.‘
1.

Provide a statement that provisions are establishecd for communicating
to al! responsible organizations and individuals that qu-litv policies,
QA manuals, and procedures are mandatory requircients which must be
implemented and enforced.

Identify the safety-related systems, structures and components
controlled by the QA program.

Provide a statement that provisions are established for the resolution
of disputes involving quality, arising from a difference of opinion
between QA/QC personnel and other department (engineering, procurement,
manufacturing, etc.) personnel,

Provide a statement that an indoctrination and training program is
established such that:

(1) Personnel responsible for performing quality-related
activities are instructed as to the purpose, scope, and
implementation of the QA manuals, instructions, and
Jrocedures.

(2) Personnel performing quality-affecting activities are
trained and qualified in the principles and techniques
of the activity beinj performed.

(3) The scope, the objective, and the method of implementing
the indoctrination and training program are documented.

(4) Proficiency of personnel performing quality-affecting
activities 15 maintained by retraining, reexamining, and/or
recertifying.

Provide a statement that quality-related activities are performed with
specified equipment under suitable environmental conditions, and
prerequisites have been satisfied prior to inspection and test.

—

Provide a statement that measures are established to carry out design
activities in a planned, controlled, and orderly manner.

Provide a statement that measures are established to correctly translate
the applicable regu'atory requirements and design bases into specifica-
ticns, drawings, written procedures, and instructions.

Provide a statement that quality standards are specified in the design
documents, and deviations and changes from these quality standards are

controlled.
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Provide a statement that designs are reviewed to assure that (1)
design characteristics can be controlled, inspected and tested and
(2) inspection and test criteria are identified.

Provide a statement that proper selection and accomplishment of
design verification or checking processes such as by design reviews.
alternate calculations, or qualification testing are performed.

When a test program is used to verify the adequacy of a design, 2
qualification test of a prototype unit under design conditions
should be used.

Proside a s:tatement that individuals or groups responsinle for design
verificatior are other than the origina’ designer and the designer's
immediate supervisor.

Provide a statement that design and specification changes are subject
to the same design controls and approvals that were applicable to

the original design unless the licensee designates another qualified
responsib’e organization.

Provide a statement that the positions or groups responsible for
design reviews and other desion verification activities and their
authority and responsibility are identiiied and controlled by written
procedures.

Procurement Document Control

1.

L]

Provide a statement that procedures are established that c'early
delineate the segquence of actions tu be accomplished in the prepara-
tion, review, approval, and control of procurement documents.

Provide a statement that procurement documer’ ‘entify the applicabie
10 CFR Part 71, Apperdix E requirements which ..u<’ be complied with
and described in the supplier's QA program.

Provide 2 statement that procurement documents contain or reference

the design basis technical requirements including the applicable
requlatory requirements, material and component identification
requirements, drawings, specifications, codes and industrial standards,
test and inspection requirements, and special process instructions.

Provide a statement that procurement documents identify the documen-
tation (e.g., drawings, specifications, procedures, inspection and
fabrication plans, inspection and test records, personnel and
procedures aqualifications, and chemical and physical test results of
material) to be prepared, maintained, and submitted to the purchaser

for review and approval.
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VI.

Provide a statement that procurement documents identify those records
to be retained, contiolled, and maintained by the supplier, and those
delivered to the purchaser prior to use or installation of the
hardware.

Provide a statement that procurement 'ocuments contain the procuring
agency's right of access to supplier'. facilitiec and records for
source inspection and audit.

Provide a statement that changes and rev. .ons to procurement documents

are subject to at least the same review a.d approval as the original
document,

[nptructipnsl_ngggdqggg,_ngﬂggpwfngg

| B

Provide a statement that activities affecting quality are prescribed

and accomplished in accordance with documented instructions, procedures,
or drawings.

Provide a statement that provisions are established which clearly
delineate the sequence of actions to be accomplished in the prepara-
tion, review, approval, and control of instructions, procedures, and
drawings.

.
Provide a statement that the QA organization reviews and concurs with
inspection plans; tes:, calibration, and special process procedures;
drawings and specifications; and changes thereto or acceptable
alternatives are described.

Document Control

¥

Provide a statement that the review, approval, and issue of documents
and changes thereto, prior to release, are procedurally controlled
to assure they are adequate and the quality requirements are stated.

Provide a statement that changes tu documents are reviewed and approved
by the same organizations that performed the original review and

approval or by other qualified re-ponsible organizations delegated
by the applicant.

Provide a statement that approved changes are included in instructions,
procedures drawings, and other documents prior to implementation of
the change.

Provide a statement that documents are available at the location where
the activity will be performed prior to comnencing the work.
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VIII.

[X.

(1) The material, component, or eguipment is properly
identified ana correspcnds with the identification
on receiving documentation.

(2) Ma 2rial, cumponents, equipments, and acceLtance records
are inspected and judged acceptable in accordance with )
predetermined inspection jnstructions, prior to installation
or use.

(3) Inspection records or certificates of conformance attesting
to the acceptance of material and components are available
prior to installation or use.

(4) Items accepted and released are identified as to their
inspection status prior to forwarding them to a controlled
storage are? or releasing them for further work.

Identification and Control of Materials, Parts, and Components

1.

~Y
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Proviu. a statement that procedures are established to identify and
control materials, parts, and components including partially fabricated
subassemblies.

Provide a statement that the idencification and cuntrol procedures
assure that identification is maintained either on the item or on
records traceable to the item to preclude use of incorrect or
defective items.

Provide & itatement that identification of materials and parts
important to the function of safety-related systems and components
can be traced to the appropriate documentation such as drawings,
specifications, purchase orders, manufacturing and inspection

documents, deviation reports, and physical and chemical mill test
reports.

Provide a statement that the location and the method of identification
do not affect the fit, function, or quality of the item being
identified.

Frovide a statement that correct identification of méterials, parts,
and components is verified and documented prior to release for
fabrication, assembling and installation.

Control of Special Processes

¥,

control led.

Provide a statement that special processes such as welding, heat
treating, nondestructive testing, and cleaning are proccdurally
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2. Pruvide a statement that procedures, equipment, and personnel
connected with special processes are qualified in accordance
with applicable codes, standards, and specifications.

3. Provide a statement that qualification records of procedures,
equipment, and personnel associated with special processes are
established, filed, and kept current.

X. Inspection

| 1. Provide a statement that an inspection program which verifies

j conformance of quality-affecting activities with requirements
is established, documented, and accomplished in accordance with
written and controlled procedures.

2. Provide a statement that inspection personnel are independent from
‘ the individuals performing the activity being inspected.

3. Provide a statement that inspectors are qualified in ac-ordance
with applicable codes, standards, and compary training programs;
} and their qualifications and certifications are kept current,

4. Provide a statement that modifications, repairs, and replacements
are inspected in accordance with the original design and inspection
requirements or acceptable alternatives.

| 5. Provide a statement that provisions are established that identify
I mandatory inspection hold points for witness by an inspector.

X1. Test Control

\

l

| 1. Provide a statement that a test program to demonstrate that the item

| or component will perform satisfactorily in service is established,

| documented, and accomplished in accordance with written controlled

I procedures.

2. Provide a statement that mocifications, repairs, and replacements
are tested in accordance with the original design and testing
requirements or acceptable altiernatives.

3. Provide a statement that test resuits are documented, aluated,
and tneir acceptabilitv determined by 4 qualified, responsible
individual cr group.
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XI1. Control of Measuring and Test Equipment

1.

Provide a statement that measuring and test instruments are
calibrated at specified intervals based on the required accuracy,
purpose, degree of usage, stability characteristics, and other
conditions affecting the measurement.

Provide a statemant that measuring and test equipment ‘s identified
and traceable to the calibration test data.

Provide & statement that measures are taken and documented to
determine .he validity of previous inspections performed when
measuring and test equipment is found to be out of calibration.

Provide a statement that refereace and transfer standards are
traceable to nationally recognized standards; ir, where national
standards do no* exist, provisions are established to document
the pasis for calibration.

XKIIT. Handling, Storage, and Shipping

Bl e e e ——

1.

Provide a statement that special handling, preservation, storage,
cleaning, packaging, and shipping requirements are established
and accomplished by qualified individuals in accordance with
nrrecetermined work and inspection instructions.

Provicz a statement that all conditions (operations, tests, inspections,
specifications, etc.) of the NRC package approval and the U.S.
Department of Transportation shipping requirements are satisfied

prior to shipment.

Provide a statement that all necessary shipping papers wiil be
prepared, as required.

Provide a statement that departure, arrival time and destination of
a package will be established and monitored to a degree consistent
with the safe transportation of the package.

XIV. Inspection, Test and Operating Status

1
]

Provide a statement that identification of the inspection, test,
and operating status of packages and components is known by affected
organizations.

Provide a statement that the application and removal of inspection

and welding stamps and status . ndicators such as tags, markings,
labels, and stamps are procedurally controlled.
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3. Provide a statement that bypassing of required inspections, tests,
and other critical operations is procedurally controlled.

4. Provide a statement that the status of nonconforming, inoperative,

or malfunctioning packages or components is identified to prevent
inadvertent use.

Nonconfcrming Material, Parts, or Components

1. Provide a statement that the identification, documentation, segregation,
review disposition, and notification to affected organizations of
nonconforming materials, parts, components, or services are procedural’y
controlled,

2. Provide a statement that documentation identifies the nonconforming
item; describes the runconformance, the disposition of the nonconformance,
and the inspection requirements; and includes signature approval of
the dispos‘tion.

3. Provide a statement that nonconforming items are segregated from
acceptable items and identified as discrepant until properly
dispositioned.

4. Provide a statement that acceptability of rework or repair of materials,
parts, components and systems is verified by reinspecting and retesting
the item as originally inspected and tested or by a method which is
at least equal to the original inspection and testing method.

Corrective Action

1. Provide a statement that evaluation of conditions adverse to quaiity
(such as nonconformances, failures, malfunctions, deficiencies,
deviations, and defective material and equipment) is conducted to
determine the need for corrective action in accordance with established
procedures.

2. Provide a statemart that corrective action is initiated following
the determination of a condition adverse to quality to preclude
recurrence.

3. Provide a statement that follow-up reviews are conducted to verify

proper implementation of corrective actions and to close out the
corrective action documentation.

Quality Assurance Records

I. Provide a statement that sufficient records are maintained to provide
documentary evidence of the guality and safety of items and the activities
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affectirg quality and safety.

Provide a statemen: that QA records include operating logs; results
of reviews, inspections, tests, audits, and material analyses;
qualification of personnel, niocedures, and equipment; and o*her
documentation such as drawings, specifications, procurement documents,
calibration procedures and reports; nonconformance reports; and
corrective action reports.

Provide a statement that records are identifiable and retrievable.

Provide a statement that a list of the required records and their
storage locations will be maintained.

Provide a statement that design related records (e.g., drawings,
calculations, etc.) are maintainad for the life of the shipping
package and all other records are maintained for a minimum of two
years.

Provide a statement that inspection and test records contiain the
following where applicable:

(1) A description of the type of observation.

(2) Evidence of completing and verifying a manufacturing,
inspection, or test operation.

(3) The date ard results of the inspection or test.
(4) Information related to conditions adverse to quality.
(5) Inspector or data recorder identification.

(6) Evidence as to the acceptability of the results.

Audits

1.

Provide a statement that audits are performed in accordance with
preestablished written procedures or check lists and conducted by
personnel not having direct responsibilities in the areas being
audited.

Provide a statement that audit results are documented and then reviewed
with management having responsibility in the area audited.

Provide a statement that responsible management takes the necessary
action to correct tie deficiencies revealed by the audit.

%
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Provide a statement that deficient areas are reaudited on a timely
basis 10 verify implementation of corrective actions which minimize
recurrence of deficiencies.

Provide a statement that audits of the QA program are perfcrmed at
least annually based on safety significance of the activity being
audited,




