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'

'1d OUALITy-PROGRAM

,' 1.1 IntroductioD

CTI, Inc., heroinafter referred to as the company, defines,
establishes, and implomonto by means of this Quality Assurance
(QA) Program a formal and comprehensive system to assure that
the quality of the radiation safety for packaging of
radioactive material for transport and transportation of
radioactive materia) conforms to subpart H, 10 CFR, Part 71
requirements.

The 10 CFR, Part 71~ Quality Assurance Program of the Company
is described by the policies and objectives set forth in this
manner. -

A Quality control Manual shall be dovoloped to identify,
assign, and control the activities performed in accordance
with- 10 CFR, Part 71. It -shall include the duties, *

responnibilities, .and organizational level of those persons;

chargos with establishment and enforcement of the quality
,

requirements.. !

'the Radiation Safety Officer shall assure that all radioactive
material shipping packages are designed and manufactured under

,'a QA Program approved by the Nuclear Regulatory Commission for-

all packagos designed or. fabricated after January 1, 1979.

1.'2 1ssuance and control of the Manual
,

l.2.1 The Radiation Safety Of ficer is responsible for the-

preparation,- issuanco, maintenance and control of
this Quality Assurance . Program Manual. He will

E determino those functions within the Company
. porforming . activities affecting- radiation safety
quality, and - shall provido controlled copies of
this manual to appropriato porsonnel.

-

,

1. 2. 2. All- controlled copies of' the manual will bo
individually - numbered - for control _ purposes. A
controlled record (Form - 102, Figure 1) . of _ each

,

manual-holder will be kept;by the Manager of QA._
Should the holder's_ requirements for a ananual

-_ c e a s e , he shall promptly return this copy to the
Manager of-QA.

!

- - - ., . ,_ . ,. _ - , . _ . , . - _ _ . . , . _ . _ . , . - . _ _ _ - - _ _ . . . _ . _ - ~ . . _ . . _ . _ . _ _ . _
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i

1.2.3 It is the responsibility of each holdor of the
manual to koop his copy current and to enter all
revisions. All revisions shall be distributed to I

all persons on the controlled - distribution list.
'

controlled copies of the Quality Assurance Manual
may not be used by others outside of the company
except with permission of the Radiation Safety
Officer and w:,th written agreement that the manual
will not be reproduced, copied, or used in whole or
In part except ar permitted..

1.2.4- copies: for general it. formation shall be issv - to
" uncontrolled" copiss. The holder shal be |

responsible for_ verifying that the contents of a
_

: reference copy is current prior to use.

I 1.3 Procram Review t

- 1. 3 .1 - Review- of the Quality Assurance Program will be
conducted on an annual basis by management, the
Radiation Safety officer, the laboratory and the
project managers. They shall verify the adequacy,
completeness and effectiveness of the Program.

# 1.4 OA Proorni control and Revisions
F 1.4.1 Revisions to this Quality Assurance 1 Program are

authorized when recommended by the Radiation Safety<

officer and approved in writing by the President.
A revision is defined as a permanent change to the
QA Program Manual and which is distributed to all
manual holders by the Radiation Safety Officer in
the form of printed replacement pages. ,-

1.4.2 The Nuclear Regulatory commission shall be notified
of all revisions and a copy submitted to them for

L approval.-
i
'

l.5 Annroval
.

-1.5.1 All Quality Assurance Program changes shall receive
the approval of the NRC prior to their
implementa^ ion'.

,. --. -_ _ _ _-_._._ _ _ _-___._ __ _ ._ - . _ . _ , _ . . _ _
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1.6 NRC Access
'

1.6.1 The NRC shall have access to Company operations and
documentation as required to assure conformanco to
all 10 CFR, Part 71 requirements.

1.7 Quality Assurance Indoctrination and Training

1.7.1 The Radiation Safety officer shall be responsible
for developing and implementing indoctrination and
training programs for employeon whose function will '

be subject to the requirements stated in- this
manual.

1.0- NeW EDd Transferred Radiertrachers

1.8.1 The purpose of the QA indoctrination and training
,

program is to familiarize radiographors with the'

Quality Assuranco Program, stressing the importance
'

and meaning of Quality Assurance as it applies to,

10 CFR, Part 71. :
,

1.8.2 The Quality Assurance indoctrination and training;

-

will-be conducted by-the-Radiation Safety officer-

or.a designated representative. The indoctrination,

may be accomplished - either as a group lecture or
personnel interview. During- the lecture or
interview,;the following items will be covered

.

a) Objectives of the Quality Assurance Program..

b) . Quality Assurance organization and how it
affects the duties and responsibilities of
radiographers.

1
.c) Contents of the Quality Assurance Program and.

applicable Quality Control-. procedures with
specific emphasis placed- .on those sections

,

which most directly affect _the Radiographers'
safety duties.

d) Control of the characteristics of the package
'

which.are critical to safety.

1-

!

a

f

i
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LA ORGANIZATION AND PLANNING

- 2.1 The Ouality Oraanization

2.1.1 The President is the chief operating officer. Each ,

project and the laboratory is charged by the
President and Operations Manager with the
responsibility for assuring that all radiation
safety tests, inspections, examinations, services
and operations performed will conform to 10 CFR,
Part 71, requirements.

The final responsibility for the Quality Assurance '

- (QA) Program for Part 71 requirements rests with
CTI, Inc. Design and fabrication shall not _ be
conducted.under this QA Program. -

The Radiation Safety Officer is responsible for
overall administration of the program, training and.
certification, document control and auditing.

The Radiographers are responcible for handling,
storing, shipping, inspection test, and operating.
status and recordkeeping.

2.1.2 The Radiation Safety Officer is appointed by _the
President and is responsible for directing ' the
development- and implementation of the Quality

- Assurance Program and the surveillance and _ auditing-

of the QA Program and Quality; Control procedures. <

He reports to the President for management and
administrative guidance. He is also responsible
specifically. fort

'

- a). _ Directing the preparation and implementation-
of QC_ procedures for the laboratory and, ,

projects.

b) Directing the preparation of Quality Control
procedure-for all activities,

c) Directing the preparation of test and
inspection procedures.

d) Performing and directing scheduled monitoring
and surveillance of the quality program at the
laboratory and all projects,

s

.+v. -- .r h , . . .v-.,r,..- - , - .-m. ,. , - -ven w , ,, ,....,%<..ws-,-,-,.. .y,y-%m,,w,v--my,, -4.,n,-,,- ,,,,y, , m-- ~E,-
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e) Determining and issuing of stop-work / resume
work orders.

f) Reviewing the QA P.ogram and reporting the
status to the Operations Manager and the
President.

2.1.3 A-Manager of Technical Services is directed by the
Radiation Snfety Officer for the purpose of
implementing the Quality- Assurance and Quality
Control procedures. The Manager of Technical

i Services is responsible for the implementation and
surveillance-of the Quality control procedures for
the-laboratory and projects. He reports directly
to the Radiation Safety Officer on matters relating
to the radiation safety program. He is also
responsible specifically for

a) Development, implementation and control of
receiving, packaging and inspection
procedures.

b) Directing and monitoring of personnel
qualifications and certifications.

c) Directing and monitoring of personnel
training,

d) Providing assistance to the Radiation Safety
Officer in the auditing and inspection of-the
laboratory and projects,

e) Functional relationship between the Radiation-
Safety Officer and radiography personnel.

,

2.1.4 The President has . established the quality program
so its-functions are not influenced by operations

~

or . production, and that the management. and
direction of the . Radiation Safety Of ficer 'is his
. responsibility. The Radiation Safety Officer shall
report directly to the President and interface with
laboratory and project . managers and other
management.and. supervisory personnel. Figure 2.is
n-chart of the quality organization'.

.
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2.2 Ouality Control Manual

The purpose of the Quality Control Manual is to outline the
methods to be used in administering those olomonts of the
Quality Assuranco Program applicable to 10 CFR, Part 71
projects and to the laboratory. For projects, the Quality
control Manual shall contain all of the specific procedures
applicabic to any field project. For laboratorios, the
Quality control Manual shall describo the operat es and
specific safety quality requiremonto for the labor: 91 it
shall also include how those olomonts are imrJ d by
detailed procedures. The Radiation Safety - is
responsible for directing the development of slity
Control Manual.

2.2.1 The laboratory and project manager is ru ar ibler
to the Technical Services manager for the planidng,
administration and performanco of roc 1* sing,
packaging and inspection of radioactive mat-. s.

2.2.1.1 Proceduros for the required rnalati.)n
transport operations are found in the Quality
Control b'.nual for laboratories and for
projects. The Manual will includ- djroctions,
work instructions, drawings, forms and
controls to ut,:rure that activities and
operations perforned conform to the required
quality level.

2.2.1.2 The rocciving, pucP.cing, shipping and
inspection proco.ivteu 1..c ludo :

a) Type of operations to be performed,

b) Equipment to be used,

c) Procedures for directing and controlling
operations,

d) Work instructions,

c) Identification of items on which the
operation is to be performed.

f) Results.<

g) Documentation of work performed.

. ..
. _ - _ _ _ - -
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2.2.2 Tho Quality control Manual will consist of four
sections and include the subjects listed beltw

a) Section 1.0 Oraani2*. tion - this section will
contain an organ.4zation chart *or the
facility, the functions and responsf bilities
of the key positions, and the ;agement'

control system.

b) Section 2.0 Administration - This section will
contain or reference the correspondence and
filing system, document control system,
procurement system, and any other
administrative functions affecting radiation
safety materials.

c) Section 3.0 Onerations cuality Control
procedures This section will contalh or-

reference procedures fort

1) operations
2) material receiving
3) handling and storage
'4 ) identification and control of processed

materials and items
5) nonconformance and corrective action
6) calibration of neasuring and test

equipment
7) quality control inspections and records
8) other quality related items _ as may be

necessary

d) Soctions 5.0 Audits This section shall-

contain the procedure to be used. This ,

-procedure will identify audit frequency, items
to be audited, and include the audit form to
be used.

.

_ _ _ _ _ _ _ _ _ - _ - _ - - _ - _ _ - - _ _ _ _ - - _ ----_-_
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i DOCUMENT CONTROL

idt DOCV}g;NT CONTROL

3.1 All laboratory and project documents related to a specific
shipping package will be controlled through the use of written
procedures. All document changes will be performed according
to written procedures approved by management.

The Radiation Safety officer shall insure that all QA
functions - are conducted in accordance- with the- latest
applicable changes to these documents,

p ,
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IIANDLING , STORAGE AND SilIPPING

4.0 }EFDLING, 810 RAGE _-- AND Q}ilfillig

Writ +an safety procedures concerning the handling, storago, and
shipping of packages for certain special form radioactivo material
will be followed. Shipments will not be made unless all tests,
certifications, acceptances and final inspections have been
completed. Work instructions will be provided for handling,
storage, and shipping operations.

Radiography personnel shall perform the critical handling, storage,
and shipping opcIntions.

|
|
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.

L.9. INSPECTION.. TEST _AND OPERATING. STATUS

Inspection, test and operating . status of packages for cortain
special form radioactive material will be indicated and controlled
by written.-procedures. Status will be indicated by tag, label,

. marking,.or log entry. Status of nonconforming. parts or packages
will be positively maintained by wr.itten procedures.

= Radiography personnel shall perform the regulatory-requirod
' inspections and tests in accordance with wrAtten. procedures, The
Radiation Safety Officer shall ensure that these functic,ns are
performed.

t
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RECORDS

6.0 QUALITY Aap3P3NCE RECORDD

Records of package approvals (including referencon and drawings),
procuromer.t, inspections, tests, operating 1. og s , audit resultn,
personnel training and qualifications and records of shipments wiil
be maintained, Descriptions of equipment and written proceduras
will also be maintained.

These records will be maintained in accordanea with writton
proceduros. The records will be identified and retrievable. A
list of those rectords , with their storage locations, will be
maintained by the Radiation Safety Officer.

l

|

|
,

'

|

|
,

i

1

l

|

.



. - ___ .- . _ _ - .-.

+
r S0ction 7.0

'
e Pago 1 of 1

Revision: 0
Dato 4-1-91

10 CFR, PART 71
C -- ' QUALITY Af)SURANCE PROGRAM

AUDITS

,

2.d 2LV.DITE

Established schedulos of audits of the QA Program will be performed
using written check lists. Resulta of audits will be maintained
tiid reported to management. Audit r? ports will be ovaluated and
defielent areas corrected. The audita will be dependent on the
s a t 7 .y significance of the activity being audited, but each
actiiity will be audited at least once %r year. Audit reports
will 'o maintained as part of the quality assuranco records.
Member of the audit team shall have no responsibility in the
activitv being audited.

,

I


