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JAN 29 18

U.8. Nuclear Regulatory Commission

ATTN: Mr. Charles E. MacDonald

Transportation Certification Branch

Division of Fuel Cycle and Material Safety, NMSS
Washingion, DC 20580

Dear Mr. MacDonald:

This is in reply to your ‘ettor of December 17, 1992 regarding the renewal of “ertificate of
Compliance No. 5362 for the Model No. Natick Irradiator package, and regarding amendment of our
Quality Assurance Program Approval No. 0238 to include design and fabrication activities,

Enclosed are six copies of the drawing that you requested (Lockheed Nuclear Products Drawing No
442-2008). | am requesting that our current "Quality Assurance Program Approval® No. 0230 be

amended to include the enclosed QA plin. It is modeled very closely on Isomedix's former QA
plan.

If you have any questicns, please contact me on (301} 344-0103.

Sincerely,

Johm T, Jensen
Director

enclosures:
6 copies of Lockheed Nuclear Products Drawing No. 442-2036
QA plan







QA PROGRAM

GENERAL

Page 1

Title 10 CFR 7i requires that a QA Proyram applicable to the
construction and shipment of packages related to the shipment of
radioactive material be in effect by the usiny company. Tais
requirement applies to the U.S. Department of Agricultu = .n the
fabrication of the Husman Mndel Ivradiator Transport Package ai.d
tr shipping shieids.

I.  wrganization

i The responsibility for the QA Program is retained and
exercised by the U.S. Department of Agriculture.

- QA functions performed shall include but not be limited

to:
(1)
(2)

(3)
(4)

(5)

(6)

(7)

(8)

(2)

(10)

(11)

Periodic design reviews,

Review of procurement documents for 10 CFR 71
Appendix E cor.rol.

Review of design control procedures.

Review and concur with inspection plans,
calibration and test procedures, drawings and
specifications, and cnanges thereto.

Review of outside vendor facilities to assure
fabrication compliance with specifications.

Particigate in the evaluation of suppliers'
capabilities to provide acceptable guality
products/services.

Periodically inspect materials, parts and
components to assure that their identification
and control is adequate.

Perform inspections to verify conformance with
guality~-affecting activities.

Periodically review test instrument calibrations
to determine calibration is performed at specified
intervals,

Maintain Quality Assurance records.

Maintain Audit reccrds.
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S.

Disputes between QA and other department personnel
shall be resolved by the Director or his designated
representative.

An indoctrination and traininy 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
manual, instruction and procedures.

(2) Personnel performing guality-affecting
activities are gualified in the principles and
techniques of the activities being performed.

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

(4) Proficiency of personnel performing gquality-
affecting activities is maintained by periodic
retraining.

Where applicable, quality related activities are
performed with specified equipment under suitable
environmental conditions, and prerequisites have been
satisfied prior to inspection and test.

ITT. Design Control

(&)

Measures are established to carry out design activities
in a planned, controlled and orderly manner.

Measures are established tc correctly translate
applicable regulatory regquirements and decign bases
into specifications, drawings, written procedures and
instructions.

Quality standards are specified in the design
documents. Deviations and changes are controlled.

Designs are reviewed to assure that design
characteristics can be controlled, inspected and
tested, and inspection an¢ *est criteria are
identified.

Selection and accomplishment of design verification
of Husman characteristics are accomplished by
design reviews.
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Individuals responsible for design verification are
other than the original designer or his immediate
supervisor,

Design and specification changes are subject to the
same design controls and approvals applicable to the
original design, except where those controls and
approvals have become more stringent.

Positions responsible for design reviews and
verification activities and their authority and
responsibility are identified and controlled by
written procedures.

Procurement Document Control

Procedures are established that clearly delineate the
sequence of actions to be accomplished in the
preparation, review, approval and control of
procurement documents.

Procurement documents identify the applicable 10 CFR
71, Appendix E, requirements which must be complied
with and described in the QA Program.

Procurement documents reference the design basis
technical requirements, including applicable
regulatory requirements, matcrial and component
identification requirements, drawings, specifications,
codes and industrial standards, test and inspection
requirements, and special process instructions.

Procurement documents identify the documentation to be
prepared, maintained and submitted to the purchaser for
review and approval.

Procurement documents identify those records to be
retained, controlled and maintained by the supplier,
and those to be delivered to the puvchaser prior to
use or installation of the hardware.

Procurement documents contain the procuring agencies
right of access to suppliers' facilities and records
for source inspection and audit.

Changes and revisions to procurement documents are
subject to at least the same review and approval as
the original document.



] ions, Procedures, and Drawing
> 3 .
ACTIiVIiT1le iffect ] quality re prescr.oed and
2 my lished 1N a0« rdar . wit! iocumented
nst tions, procedures r drawings,
¥ " + 1 =} 1 : 3 \ 2 .y i""q""" a
rovisi AT'e® ¢ AD11 ed w ) Clearly dellneate
the seguenct f actions to be 3 the
preparat ! reviewv, approvail 14
Tl t n proceaure Pgle! A
A ' » » 1 " - +
' 8y rganlizati review And inspection
y » | ¥ |
I \ Lest, illbration, ingd
i edure irawings and specif itions; and changes
theret ' acceptable ilternatives are described.
. ¢ "ty
ot eview \pproval nad 1ssue L QO nts and
ng theret prior t 4 eas Are procedurally
» | . 2% 1 17
L8 led 1 AiSsure they are ideguate and the gquality
I rements 1€ tated
il € & 1C A€ £ 14 e ewed A Na "EI‘-Q‘) oy Tthe
, rganizations that performed the original review
: PP} A r DYy chel ua fled responslbleé
Y inizat £ ielegated
pp1! | nange A€ L1 ided I instructions,
¢ 1 Irawings and thel i IMents prior tc
t
i entation f Th nange
L \re a Llaple % B2 At I where the
1 v DE | ¢ § 1 Pl ] 4 er iNng the
o 1187% establ hed 1t laentlfiy the current
, l Imber f instruct procedures
T T € raw na ' DY ¥ " .r\t i .
t { renased Materlals, rPart ANa (1) ¢ encs
{ oY nt | g « + W nr Al L b 1ity
\ table t X 1 product










RAM Page 8

1 1 ) £ - \ r B
Qualification re ras f pr gdures riipment, and
nerson l assoclated with specilal p1? g9ses are
established, fliled, and kept rrent.
> Inspectlol
An inspection program which verifies conformance of

i
ivities with requirements 1s

sordance

A wIl . na contl Li€eQ PI :
, v . ¥ Y - . ¥ Y art v oy
, pection per nel are independent f: the
1 . ¢ B "y B 1 4 . 1 ™ Y oy 4
lduals performing the a IVity beling inspected.
. ¥ 3 1 with B -
i ! COrs pal jualliried 11! ! raance with appililcable
| .| v v . * ) oy " es * -4
tancdardas and pany rainin programs and
helr gqualifications and certif ations are kept
il
' 1 4 - ™Al v | y ¥ Yo
I 11ficat) repalrs \nd repl a
y ] v . s ) % v 1 oy .
: | LS w i Lil L L 4] 1 4
. . Y P
eguire] I i eplanlits 1lLel
> . . ¥ 3 B ) v | " £ 1 - v +
’ . \re \blished it identify mandatory
I cion 1 LA } LNt £Ol CNes DYy AN 1nspectol
1 A test p1 iram tc ilemonstrate that the i1tem Or
+ ' . B ; Fart - ] » .y ) 3
nent wil perform satisfa rily in service 1
4 } v i N+ " A ™ c o 3y N 7% . " e
£ \Dilsneqa ocumentced angd acg pilEned 1n accore NCce
W ~ )| L £ ntrollega n: edures.
! ] t1 repalrs \ epla ment ire testeaq
‘ ¥ v 3 " + el ok B o
r'aQ v |9 Lhe 1 J A€ 1gn and sting
o t el . 1ME £ 1 iINA Thelr
v + it ¥ 3 f 16| » ar ne il
A ecte ] € JNS81D1E
y ’ "
P - § M - » —— A ¢ - I g . N
{ iring and Te€ EQUILE -
A ' ICY rest TYu "t ¥ ...:"U*"‘. 1{
* » . t o > » ¢4 \ ™A
€ 14 pvaseld € L€ BB cie A Al a :
‘ : iegree i tapllity nar terist)




raceable to
@ national
stablished

tions,
approval




QA PROGRAM Page 10

XV. Noncenforming Material, Parts, or Components

1.

The identification, documentation, segregation, review
disposition, and notification to affected organizations
of nonconforming materials, parts, components, or
services are procedurally controlled.

Documentation identifies the nonconforming item;
derscribes the nonconformance, the disposition of the
nor.conformance, and the inspection requirements; and
includes signature approval of the disposition.

Nonconforming items are segregated from acceptable
items and identified as discrepant until properly
dispositioned.

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.

XVI. Corrective Action

Evaluation of conditions adverse to quality (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.

Corrective action is initiated following the
determination of & condition adverse to quality to
preclude recurrence.

Follow-up reviews are conducted to verify proper
implementation of corrective actions and teo close out
the corrective action documentation.

XVII.Quality Assurance Records

1.

Sufficient racords are maintained to provide
documentary evidence of the guality and safety of items
and the activities affecting gquality and safety.

QA records include operating logs; results of reviews,
inspections, tests, audits, and material analyses:;
gualification of personnel, procedures, and eguipment:;
and other documentation such as drawings,
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specifications, procurement documents, calibration
procedures and reports; ncnconformance reports; and
corrective action reports.

Records are identifiable and retrievable,

A list of the required records and their storage
locations will be =ziatained.

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

Inspection and test records contain 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 and results of the inspection or test.

(4) Information related to conditions adverse to
quality.

(5) 1Inspector or data recorder identification.

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

XVIII.Audits

1.

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.

Audit results are documented and then reviewed with
management having responsibility in the area audited.

Responsible management takes the necessary action to
correct the deficiencies revealed by the audit.

Deficient areas are reaudited on a timely basis to
verify implementation of corrective actiocns which
minimize recurrence of deficiencies.

Audits of the QA Program are performed at 1 _ast
annually based on safety significance of the activity
being auwited.



= g et UL LTS R o BC A i

Ioterrelaticnship of QA Functions to Other Management Functions

Secretary, U.S. Department of Agriculture
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Assistant Secretary,

Science and Education
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Adminis(rétor, Agriéulfural Research Service

and Reviews Quality

Radicological Safety Commiitee

(Establishes Radiological Safety Policies

Assurance Program)

Radiological Safety Staff and Officer

(lmplements Radiological Safety Frogram

including Quality Assurance Program)
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Responsibility Matrix

RSS Director Designated RSS Health
Physicists
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t, D-Approve

QA Manager
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