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4.0 QUALITY PROGRAM
1.1

1.

2

intreduction

CT1, Inc., hereinafter referred to as the Company, defines,
establishes, and implements 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 material 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 Controel Manual shall be developed to identify,
assign, and control the activities performed in accordance
with 10 CFR, Part 71, It shall include the duties,
responsibilities, and organizational level of those persons
charges with establishment and enforcement of the quality
requirements.

“he Radiation Safety Officer shall assure that all radiocactive
material shipping packages are designed and manufactured under
a QA Program approved by the Nuclear Regulatory Commission for
all packages designed or fabricated after January i, 1979,

lssuance and Contreol of the Manual

1.2.1 The Radiation Safety Officer is responsible for the
preparation, issuance, maintenance and control of
this Quality Assurance Program Manual, He will
determine those functions within the Company
performing activities affecting radiation safety
guality, and shall provide controlled copies of
this manual to appropriate personnel.

1.2.2 All controlled copies of the manual will be
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 wanual
cease, he shall promptly return this copy to the
Manager of QA,
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1:.3.3 It is the responsibility of each holder of the
manual to keep his copy current and to enter all
revisions. All revisions shall be distributed to
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 Safet
Officer and with written agreement that the manua
will not be reproduced, copied, or used in whole or
in part except ar permitted.

1.2.4 Copies for general i.formation shall be issv- s
"uncontrolled" copiss. The holder shal be
responsible for verifying that the contents of a
reference copy is current prior to use,

Exogram Review

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.

QA_Program Control and Revisions

1.4.1 Revisions to this Quality Assurance 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
approval.

Approval

1.5.1 All Quality Assurance Program changes shall receive

the approval of the NRC prior to their
implementa’ ion.
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The NRC shall have access to Company operations and
documentation as reguired to assure confermance to
all 10 CFR, Part 71 requirements.

Quality Assurance Indoctrination and Training

1.7.1

The Radiation Safety Officer shall be responsible
for developing and implementing indoctrination and
trainina programs for employees whose function will
be subject to the requirements stated in this
manual .

New apd Transferred Radiographers

1.8.1

The purpose of the QA indoctrination and training
program is to familiarize radiographers with the
Quality Assurance Program, stressing the importance
and meaning of Quality Assurance as it applies to
10 CFR, Part 71.

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. buring the lecture or
interview, the fcllowing items will be covered:

a) Objectives of the Quality Assurance Program.

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

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.
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2:0 OKGANIZATION AND PLANNING
Ihe Quality Organization

2.

1

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, 1Inc. 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 responrible for handling,
storing shipping, inspection test, and cperating
status and recordkeeping.

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 ftor:

a) DPirecting 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.
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e) Determining and issuing of stop-work/resume
work orders.

f) Reviewing the QA Program and reporting the
gtatus to the Operations Manager and the
President.

A Manager of Technical Servicec is directed by the
Radiation Safety Officer for the purpose of
implementing the Quality Assurance and Quality
Control procedures. The Manager of Technical
Services is responsible for the implementation and
surveillance of the Quality Control procedures for
the labkoratory 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) Direcving and monitoring of personnel
gqualifications and certifications.

¢) Directing and monitoring of personnel
training.

d) Providing assistance to the Radiation Safety
Offi~er in the auditing and inspection of the
laboratory and projects.

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

The President has established the quality program
80 its functions are not influenced by operations
or production, and that the management and
direction of the Radiation Safety Officer 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
4 chart of the quality organization.
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2.0 DPOCUMENT 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.
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5.0 INSPECTION, TEST AND OPERATING STATUS

Inspection, test and operating status of packages for certain
special form radioactive material will be indicated and controlled
by written procedures. Status will be indicated by tag, label,
marking, or log entry. 8tatus of nonconforming parts or packages
will be positively maintained by written procedures.

Radiography personnel shall perform the regulatory-required
inspections and tests in accordance with written procedures. The
Radiation Safety Officer shall ensure that these functicns are
performed.
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6.0 QUALITY ASEURANCL RECORDS

Records of package approvals (including references and drawinas),
procuremernt, inspections, tests, operating lLogs, audit result:,
personnel training and qualifications and recoruds of shipments wi .l
be maintained. Descriptions of equipment and written procedu: s
will also be maintained.

These records will be maintained in accordanye with written
procedures. The records will be identified and retricvable. A
list of these records, with their storage locations, will be
maintained by the Radiation Safety Officer.
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7.¢ AUDITE

Established schedules of audits of thie QA Program will be performed
using written check lists. Results 9f audits will be maintained
¢ roported to management. Audit r/ports will be evaluated and
delic ,ent areas corrected. The aud.te wjill be dependent on the
su10 y significance of the activity beuing audited, but each
acti ity will be audited at least once /ror year. Audit reports
will ‘e maintained as part of the qguality assurance records,
Member of the audit team shall have no responsibility in the
activii v being audiied.



