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SECTION 1. INTRODt'CTION Concurred C l
~

f / s) . k M, p-~

By Dr. T.S. Hermann, President

A. Content

1. This Quality Assurance Manual contains policy statements, and describes
the framework for the main elements of the Franklin Quality Assurance
Program. A second level-type procedure known as Quality Assurance
Systems Document (QASD) is used to support those elements that require
interdepartmental coordination. A third level-type document known as
a Quality Assurance Procedure (QAP) is used to support those elements
where single organizational units are involved. The generation,
control and maintenance of these documents is described in the Quality
Assurance Administrative Instruction No.1-1.

B. Purpose

The purpose of this Quality Assurance Program is to meet the
applicable regulations of: -

-ANSI N4 5.2- 19 77 |
-10CFR50 Appendix B
-ASME Boiler and Pressure Vessel Code -
Section III - Article NCA-4000 |

C. Issuing Authority

1. The Franklin Manager of Quality Assurance is responsible for issuance
of all new or revised procedures or documents contained in this
Manual, as well as for providing instructions for interpretation of
its content or intent,and for deletion of obsolete subject material.

D. Approvals

1. All initial issues, subsequent additions and revisions to this Manual
shall be approved by the Manager of Quality Assurance and concurred by
the President of FRC. |

.
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QA. 1. Introduction

E. Control of Copies

1. All copies of the Manual are issued by the:
Quality Assurance Office
The Franklin Research Center
Philadelphia, PA 19103

Copies of this Manual are issued in one of the following categories:

Working Copies - Copies,which are required for use by projecta.
personnel, are issued to individuals on a record-of-issue sheet.
Record-of-issue sheets and an authorized distribution list of
Manual holders are maintained and controlled at the above
location. Each of these copies is numbered to assure strict
control of copies and follow-up distribution of additions and
revisions to this Manual. Only those Manual holders listed on
the authorized distribution list receive additions and revisions
automatically. Clients who receive copies of the Manual will be
asked to return them upon completion of their projects at the
Research Center.

b. Reference Copies - Copies which are required for use during
audits, surveys, etc. are issued on a "one-time" basis and are
not numbered, controlled, or updated. Such copies shall only be
used for reference purposes. Reference copies are prefaced with

*

a cover sheet stating: "This is an uncontrolled copy of the
Franklin Quality Assurance Manual. For reference use only." The |,

holder shall be responsible for verifying that the contents of a
reference copy are current prior to each use of the copy.
Reference copies shall normally be returned immediately af ter use
unless otherwise authorized by the Manager of Quality Assurance
or his designee.

F. Transmittal of Working Copy and Revisions

1. Af ter initial issue, all copy holders are responsible for the
complete, orderly filing and up-to-date maintenance of their own copy.

2. When a revision of this Manual is distributed, a record of revision
page accompanies the revisions. The transmittal sheet also provides
for acknowledgement of receipt by the holder and a statement that the
designated Manual copy has been updated by the addition of the revised
pages. The acknowledgement must be returned to the Franklin Quality
Assurance Office within 10 days of the date of transmiccal.

3. All copies which are no longer required by the individual holder shall
be returned to the Quality Assurance Office as soon as possible. Upon

1-2
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receipt of the re turned Manual, this Of fice will delete the
individual's name from the authorized distribution list.

-G. ' Additions or Revisions |

1. Tentative revisions, additions, or extensions consistent with the
objectives of this Manual may be proposed to the Manager of Quality
Assurance for review and possible incorporation. All such requests
from Franklin personnel shall be submitted in writi.ng through the
applicable Laboratory manager.

2. Revisions to correct misspelled words, minor typing errors, and other
editorial improvements which do not change the technical content are i

Imade on the next revision for the procedure involved, or annually,
whichever method is the most practical at the time of change.

3. At the time of incorporation of revisions, the revision number, date,
portion revised, and approval initials by the Manager of Quality
Assurance and the President of FRC are added to the record-of- |
revision page. A vertical line in the right hand margin is placed on
each affected page to indicate the location of the latest revision,
except when an entire section has been revised.

.
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N . .} Franklin Research Center Date strective
A Division of The Franklin Ins:itute Issued 5/4/79 Date 5/4/79
20th and Race Streeu. Phda.. Pa.19103 C15) 4431000 Revision

4/5/82Number 3 Date
QUALITY ASSURANCE MANUAL

Approved { ggh,p
By A. aggioryW QA Manager

SECTION 2. STATEMENT OF POLICY Concurred 7, $ , % ....%
By Dr. T.S. Hermann. President

Franklin has the responsibility to assure that engineering services
are provided in accordance with applicable codes and specifications.
Accordingly, Franklin has established a comprehensive Quality Assurance
Program which begins with initial design and stress analysis and carries
through all phases of development, qualification testing, engineering,
fabrication when applicable, and preservation of records. This Program
provides for review of specifications and/or associated purchase documents
to assure that any necessary quality control requirements are included.
Quality Assurance surveillance and audits are perfomed to ensure that
these specified requirements are met.

The Quality Assurance Program has been established and is implemented
under the direction of the Franklin Manager of Quality Assurance. The
Manager of Quality Assurance has the responsibility for establishing the
program and auditing for compliance. The Director of each Operating
Department has the responsibility for implementing the Quality Assurance -

Program for his Department through coordination and direction of all
necessary quality control requirements and procedures, and assuring that
these requirements and procedures are followed throughout the project.

The Manager of Quality Assurance shall report each year at a meeting
of the President's staf f on the state of the Quality Assurance Program.

Ef fective February 15, 1982 Andrew J. Saggiomo is appointed Quality
As surance Manager.

2-1
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g|J Franklin Research Center[.. oate strective
5/4/79 5/4/79

A Division of The Franklin Ins:itute issued Date
20th and Race Streets. Phda.. Pa. 19103 (215) 448 1000 Revision

Number 2 Date 4/5/82
QUALITY ASSURANCE MANUAL Approved gf ' f 4mgp-

By A.J aggioynd, QA Manager
SECTION 3. ABBREVIATIONS, TEP.MS,

Concurred g g , L _ _ .,_AND DEFINITIONS
By Dr.T.S. Hermann, President

A. Purpose

1. To define the abbreviations, terms, and definitions commonly used in
connection with Franklin's Quality Assurance ef fort.

B. Scope

1. The abbreviations below are given in the sense in which they are used
or related to Quality Assurance. Additional abbreviations will be
added to this procedure when the need arises.

2. The tenns and definitions given in this section are described in the
sense in which they are used or related to Quality Assurance. This
listing is not meant to be complete; some sections contain definitions
of key terms used therein. Additional terms and definitions will be
added to this section when the need arises. .

C. Abbreviations

ANSI American National Standards Institute

DOE Department of Energy

Franklin Franklin Research Center (not-for profit division of The
Franklin Institute)

''FRC Franklin Research Center

FIRL Franklin Institute Research 1,aboratories (for-profit

subsidiary of The Franklin Institute)

NRC Nuclear Regulatory Commission

PA Project Administrator

PE Professional Engineer

3-1
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| QA. 3. Abbreviations, Terms and Definitions

QA Quality Assurance

QC Quality Control
.

D. Definitions

Term Definition

Audit A periodic check of an organization's quality system,
methods, effort and/or performance to contractual
requirements.

Corre ctive Any action initiated to change, correct, add, or delete
Action engineering data or to implement changes in engineering,

design, analysis, test, documentation, or quality control
procedures, in order to prevent a recurrence of a
nonco nf ormanc e.

Documented A method or manner of describing work or ef fort to be
Instruction accomplished when it is defined in writing by procedures,

drawings, technique sheets, industry standards, codes, etc.

Equipment A combination of parts or materials in subassembly or
completed form.

.

Inspection Steps such as machine and gage measurements; visual and
dimensional, etc. , performed to verify that material,
equipment, systems, or processes are in accordance with the
specifications, drawings, or procedures.

Material Items used to create other items; includes raw materials
such as weld rod, plate, castings, forgings.

Procedure A form of descriptive, documented instruction which is
generally written in step-by-step format (as described in

,

Quality Assurance Administrative Instruction No. 1-1 on
QAPs).

Quality The management and documentation which assure that
Administration the specified Quality Assurance is carried out.

Quality Comprises all those planned and systematic actions
As surance necessary to provide adequate confidence that all

components, parts, or appurtenances are designed, tested,
computed, manufactured, or installed (as applicable) in

3-2
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accordance with the contract requirements and applicable
codes.

Quality Comprises the examination of the physical characteristics
Control. of a material, component, part, or appurtenance and the

acceptance standards associated with those examinations.

Sponsor The client (agency, company, or individual) who pays for
Franklin's services.

.

.

J
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" **

SECTION 4 OIT!LINE OF FRANKLIN
QUALITY ASSURANCE Concurred 741a w_
PROGR.Mi By Dr. T.S'. Hermann, President

A. General

1. The Franklin Quality Assurance Program is based on a system designed
to ef fectively control, evaluate, and assure satisfactory control of
quality and product integrity throughout all areas of project
performance.

2. Particular emphasis is placed on controlling the quality of all
structures, systems and components which could through product
malfunction or failure, inadequate quality or accident cause undue
harm and risk to the project or the health and safety of the public. |

B. Applicability

1. This Program is applicable to all phases of engineering ef fort -

including coverage for:

a. Incorporation of all necessary Quality Assurance requirements
during design, stress analysis, fabrication, perfomance testing,
development , and related effort.

b. Evaluations of the Quality Assurance capabilities of any
prospective consultant or subcontractor , and surveillance of any
outside work perfomed.

c. Assuring identification of and compliance with requirements of
appropriate engineerin5 codes and standards consistent with good
engineering practice and consistent with contractual requirements
of the sponsor. This shall include compilation of all pertinent
Quality Assurance documents, as required.

.

4-1
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QA. 4. Outline of Franklin Quality Assurance Program

i

C. Applicable Regulations

1. ANSI N45.2 - 1977 - Quality Assurance Program Requirements for Nuclear |

' Power Plants.

'2. .10CFR50 Appendix B - Quality Assurance Criteria for Nuclear Power
Plants.

3. ASME Boiler and Pressure Vessel Code - Section III - Article NCA-4000 |
- Quality Assurance.

-D. Program Responsibilities -

1. Franklin is responsible for compliance with all applicable quality
control requirements established by the sponsor.

2. In addition, Franklin is responsible for establishing, implementing
and maintaining a Quality Program which assures that all supplies and
services furnished under the project (whether manuf actured or
performed) are controlled at all points necessary to ensure
conformance to project quality requirements.

.

3. In the event that Franklin procures services from a consultant or
subcontractor, Franklin will apply and impose similar techniques,
concepts, and requirements for quality as those used in managing its

~

own Quality Assurance system.

4. The Manager of Quality Assurance is responsible for ensuring that
individuals assigned to Quality Assurance activities possess the |
needed experience or training for carrying out the required functions.

E. Program Implementation

1. Specific elements of Franklin's Quality Assurance Program are
' described in Sections 5 through 20 of this Manual. |

2. Quality Assurance System Documents are referenced for those elements
that require inter-departmental standardization and coordination.
They are generated, controlled and maintained by a top level Quality
Assurance Administrative Instruction No.1-1.

3. Quality Assurance Procedure documents are referenced for those
elements where typically a single organizational unit is involved.
They are generated, controlled and maintained by a top level Quality
Assurance Administrative Instruction No.1-1.

.

4-2
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By (J. Sagglomo, CA Manager

SECTION 5. CORPORATE ORGANIZATION Concurred %A,_ j
By Dr. T.S. Hermann, President

A. Purpose

To define the organizational structure, functional re sponsibilities, level
of authority, and lines of internal and external communication for the
management, direction and execution of the Quality Assurance Program as
dictated by good business practices,and/or contractually required by
sponsors of Test Lab / Engineering Evaluation service-type projects. |

B. Applicability

1. Sponsor

2. Franklin Re search Center

3. Consultants and Subcontractors

4. This section is applicable to those projects which contractually
require, the implecentation of Criterion I of 10CFR50, Appendix B, and
its equivalent ANSI 'section.

C. Organizatian

In structuring the organization and assigning responsibility, Quau ye

Assurance is recognized as an interdisciplinary function involving many
organizational components. Quality Assurance is not the sole domain of a
single Quality * Assurance group. The achievement of our quality objectives
is attained by each competent individual performing his assigned task in
strict compliance with the approved applicable requirements and procedures
defined in tha' Quality Assurance Program.

The FRC Quality / Organization is illustrated by the organizational charts
in Figures 1 and' 2. of :this section.

* *
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SECTION 6. DESIGN CONTROL Concurred %h e . .. ._
By Dr. T.S. Hermann, President

A. Purpose

1. To define the product quality characteristics and quality standards
(acceptance criteria) as found on drawings and/or sponsor designated
contractual documents; to assure that changes or deviations from these
defined requirements and quality standards are identified, documented
and controlled.

2. To define requirements for establishing suitability of materials of
construction, parts, and processes for a given project.

3. To establish the need for identification and control of Design or Test |
Lab / Engineering Evaluation service-type project int e rf ace s. I

4. To define require:r.ents for implementation of design reviews, alternate
,

methods of calculation, or testing to verify the adequacy of designs,
and/or adequacy of Test Lab / Engineering Evaluatien service-type
projects (see QASD No. 6-1).

5. To define the necessary change control methods which would be
implemented on projects of a design nature as well as Test Lab /
Engineering Evaluation service-type projects.

B. Scope

1. All projects involving Design and Test Lab / Engineering Evaluation
service-type activitie s. This section is applicable to those projects
which contractually require the implementation of Criterion III of
10CFR50, Appendix B, and its equivalent ANSI section.

,

,

|
|

l

I
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aQ A. 6. Design Control

C. Responsibility / Action I

1. The Project Manager shall identify the engineering interf aces that are |

involved and implement QASD No. 6-1, to the extent necessary.

2. The Project Manager shall determine whether design reviews, alternate
methods of calculation or testing shall be used to verify design
activities or Test Lab / Engineering Evaluation service activities. He
shall implement QASD No. 6-1, to the extent necessary.

3. The Project Manager shall ensure that all defined requirements and
quality standard changes are covered by design change control
measures. These control measures shall provide for the same degree of
control over changes as.was exercised for the original design. The
Project Manager shall implement QASD No. 9-1, to the extent necessary.

4. The Project Manager shall ensure that materials, parts and processes
are suitable for a given use.

5. The Project Manager shall ensure that drawings and specifications
prepared under his cognizance include Quality Assurance standards.

.

6. . The Quality Assurance Manager or his designated alternate shall audit
projects for compliance to the requirements of this section and any
, supporting QASD. .

.

(
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SECTION 7. CONTROL OF PROCUREMENT Concurred % dc e . .. . -

By Dr. T.S. Hermann, President

A. Purpose

1. To ensure that applicable requirements (codes, standards, regulatory
requirements, quality control plans, etc.) are included or referenced
in the purchase order or contract documentation.

2. To ensure that materials, equipment and services comply with purchase |
order documentation.

3. To ensure that vendors or subcontractors are required to provide a
Quality Assurance Program responsive to 10CFR50, Appendix B, to the
extent necessary to assure that the quality of product is consistent
with the saf ety-re lated func tion to be perf ormed, both directly and
indirectly implied.

B. Scooe

1. This section of the Quality Assurance Program applies to the
-

procurement of all materials, equipment and services, to the extent
necessarv, as defined above in para. A.2. It is applicable to those

projects which contractually require the implementation of Criteria IV
and VII of 10CFR50, Appendix B, and its equivalent ANSI sections.

C. Responsibility

The Project Manager or his designee shall be responsible for defining1.
the elements (vendor quality requirements) for an approved Quality
Assurance Procedure to the extent necessary, and for assuring that it
is included or referenced in the purchase order or contract
document 4 tion.

The Project Manager or his designee shall be responsible to define the2.
elements (FRC Test and Inspection Requirements) for an approved
Quality Assurance Procedure, to the extent necessarv.

7-1
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1

i.

3. The Quality Assurance Manager shall be responsible for qualifying
prospective vendors or subcontractors,~ based on audits of their
Quality Assurance Program, past quality performance record and/or

;

other quality-related rationale, to the extent nec e s s a ry. In addition
the Manager of Quality Assurance is responsible for review / approval of
quality-related procurement documentation.

D. Action

| 1. The Project Manager or his designee shall prepare the necessary
Quality Assurance Procedure which shall include one or more of the

;

| -following. (See QASD No. 7-1).

Vendor performed in process and/or final inspection activityi a.

b. Franklin performed source inspection activity

Franklin performed receiving inspection activityc.

d. Franklin performed vendor. qualification inspection activity. The
;

Manager of Quality Assurance shall possess documentation showingt

justification rationale for the qualified status of the vendor,
|
i

|- 2. The Project Manager shall assure that the applicable vendor
requirements, defined in the form of approved QAPs, are included or [
ref erenced in the purchase order or contract documentation.

I' 3. The Manager of Quality Assurance shall qualify, to the extent
nece s s a ry , prospective vendors or subcontractors. This shall be done
based on audits of their Quality Assurance Program, past quality
performance record and/or other substantive quality-related rationale.

4. The Project Manager or his designee, with the approval of the Manager
of Quality Assurance, shall implement the Quality Assurance Procedure
which calls for in-house test or inspection of in-coming pruchased
material or equipment.-

5. The Project Manager shall file all quality-related documents including
material traceability records, to the extent nece s sa ry. The filing

and control of Quality Assurance records shall be done in accordance
|

L with QASD No. 19-1.
i

!
,

;

!

$ *

!
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SECTION 8. INSTRUCTIONS, PROCEDURES
Concurred 'T*h, s _CAND DRAWINGS By Dr. T.S. Hermann. President

/.. Purpose

1. To ensure that quality-related activities are documented in
instructions, procedures, and drawings and that these activities are
determined objectuely to be implemented as documented.

B. Scope

1. This section is applicable to those projects which contractually
require the implementation of Criterion V of 10CFR50, Appendix B, and
its equivalent ANSI section.

C. Responsibility

1. The Project Manager is responsible for assuring that all applicable
-

quality requirements are included in appropriate drawings, procedures
or instructions. Further, this documentation shall include
appropriate quanticative or qualitative criteria for determining that |important and relevant activities have been satisfactorily
accomplished.

2. The Quality Assurance Manager is responsible for assisting the Project
Manager in defining the acceptance criteria / methods and in approving |all documentation.

D. Action

1. The Project Manager or his designee shall prepare adequate
documentation of quality-related activities and this documentation
shall include appropriate quantitative or qualitative criteria for
determining that important and relevant activities have been
satisfactorily accomplished. This documentation will normally take

|the form of an approved QAP.

2. The Quality Assurance Manager shall approve all documentation and |
shall audit to ensure a compliance with the requirements of' this
sec tio n.

8-1
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SECTION 9. DOCt; MENT CONTROL Concurred % (,. h e _
_

By Dr. T.S. Hermann, President

A. Purpose

1. To ensure that measures are taken to establish a " Document Control
System" for both design and Quality Asgurance documents which
pre scribe activities af fecting quality'Tsee QASD No. 9-1 and QAAI No.
1-1,respectively).

B. Scope

1. All design documentation such as drawings, specifications,
instructions and Quality Assurance documents such as QASDs and QAPs
that pre scribe activities af fecting quality, whether such documents
are generated internally or externally. This section is applicable to
those projects which contractually require the implementation of
Criterion VI of 10CFR50, Appendix B, and its equivalent ANSI section.

_

C. Re sponsibility/Ac tion

1. The Project Manager is responsible for assuring that:

a. The proper document is used, such as proper revision etc.

b. The document is used at the right place, such as where the
quality-related activity is performed.

c. All elements of generation, control and maintenance of documents
described in QAAI No. 1-1 and QASD No. 9-1 are implemented. |

2. The Quality Assurance Manager is responsible for establishing measures
to control the issuance of documents and for performing periodic
audits to ensure compliance. (See QASD No. 9-1 and QAAI No. 1-1). |

%

9-1
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SECTION 10. CONTROL OF SPECIAL

Concurred %jd:. _PROCESSES
By Dr. T.S. Hermann, President

A. Purpose

.

1. To ensure that special processes such as heat treating, welding, and
nondestructive testing are carried out under controlled conditions, by
qualified personnel and procedures in accordance with applicable
codes, standards, and specifications.

'
B. Scope

1. All special processes involving pertinent quality requirements as
specifically defined by the sponsor and which contractually require
the implementation of Criterion IX of 10CFR50, Appendix B, and its -

equivaleat ANSI section.

C. Responsibilities
_

1. The Project Manager is responsible for assuring that all activities on
his project which are classed as special processes shall conform to
the requirements of this section, to the extent necessarv.

2. The Quality Assurance Manager is responsible for assisting the Project
Manager in establishing a documented system appropriate for the |
project, approving the QASD that may be developed, and auditing for
c omplianc e.

D. Action

1. The Project Manager shall review project requirements to determine any
special processes that have been specified for a given project.

2. The Project Manager shall provide qualified procedures and personnel
which will include workmanship and/or skill training, to the extent
necessary, for special process operations defined and/or approved by
the sponsor.

10-1



,
__ . . . . .. . _- .

. .

Rev. 2

QA. 10 . ' Control of Special Processes

3. The Project Manager shall maintain qualification documentation for
personnel, processes and equipment-as required contractually by the
sponsor and in accordance with applicable Quality Assurance codes and
s tandard s.

4. .The Quality Assurance Manager or his designated alternate shall audit
projects for compliance to the requirements of this section and any

|supporting QASD or QAP.

.

3.

i
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SECTION 11. IDENTIFICATION AND

CONTROL OF MATERIALS, Concurred TM4c % .

PARTS, AND COMPONENTS By Dr. T.S. Hermann, President

A. Purpose

1. To ensure that appropriate materials, parts or components that are
fabricated or tested at the Research Center are properly identified
and controlled throughout their period of processing.

B. Scope

1. All appropriate materials, parts or components that are fabricated or
tested at the Research Center. The identification system will be in

|the form of a QASD or QAP as defined in QAAI No. 1-1. The
identification may be either on the item or on records traceable to
the item. This section is applicable to those projects which
contractually require the implementation of Criterion VIII of 10CFR50,
Appendix B, and its equivalent ANSI section.

_

C. Responsibility

1. The Project Manager is responsible for establishing a system of
identifying and controlling all appropriate materials, parts or
components that are fabricated or tested for a specific project.

2. The Quality Assurance Manager is responsible for giving guidance to
the Project Manager on this issue, approving the appropriately
documented system (QASD or QAP), and auditing to ensure compliance !

with the requirements of this section.

D. Actiun

1. The Project Manager shall review the contractual details of the
project, and using the guidance of the Quality Assurance Manager,
determine the extent to which an identification and control system for

materials, parts or components will apply. Further, he shall provide.
adequate measures for those safety-related, code-covered items which
require traceability.

2. The Manager of Quality Assurance or his designated alternate shall
audit to ensure compliance to the requirements of this section.

Il-1
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SECTION 12. INSPECTION Concurred W,h. .s.

By Dr. T.S. Hermann. President

A. Purpose

1. To ensure that fabrication and/or assembly operations which generate
important quality characteristics are properly controlled through a
formally documented inspection program. This program shall inspect
both the activities affecting quality and the generated product
quality characteristics in order to verify conformance with the
documented instructions, procedures and drawings for accomplishing the
activity.

B. Scope

1. All fabrications, operations and tests that are performed on projects
which contractually require the implementation of Criterion X of |10CFR50, Appendix B, and its equivalent ANSI section.

,

C. Responsibility

1. The Project Manager is responsible for determining the product
attributes and/or process parameters which must be measured at various
process points to assure proper quality; establishing the proper tests
that are to be done; and documenting this into an inspection program.

2. The Project Manager is responsible for ensuring that the inspection
program contains sponsor designated hold points which require witness
or inspection by the spensor. These specific hold points shall be
indicated in appropriate documents.

3. The Quality Assurance Manager is responsible for approving the
inspection program plan and periodically auditing for compliance.

D. Ac t ion

1. The Project Manager or his designee shall prepare adequate
documentation of the quality-related activities (i.e. inspection
program) that are involved in the fabrication and/or assembly

12-1
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-operations.. This documentation will normally take the form of an
approved QAP.

2. The Quality Assurance Manager shall:

Aid the , Project Manager in the determination of the proper producta.
attributes and/or process parameters that must be measured.

b. Aid the Project Manager in establishing the proper tests that are
to be done.

c. Aid the Project Manager in assuring that final inspection and
verification are performed by individuals other than those who
carried out the work being inspected.

3. The Quality Assurance Manager shall audit to ensure compliance with
the requirements of this section.

.

D
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SECTION 13. INSPECTION, TEST, AND

Concurred y1{ ;,OPERATING STATUS
By Dr. T.S. Hermann. President

A. Purpose

1. To ensure that the inspection, test and operating status of parts or
components fabricated or tested at the Research Center are known at
all times.

B. Scope

1. All materials, parts or components that are in process at the Research
Center and that are related to a specific project which contractually
requires the implementation of Criterion XIV of 10CFR50, Appendix B,
and its equivalent ANSI section.

C. Responsibility / Action

1. The Project Manager is responsible for assuring that inspection, test .

and operating status of parts or components are known at all times.
This may be accomplished by defining the method as part of the
documented test and inspection requirements for the quality-related
activities of a specific project.

2. The Manager of Quality Assurance is responsible for review and
approval of all Quality Assurance Documents (QASDs and QAPs), and for |
auditing the documented system in order to assure compliance to the
requirements of this section.

.
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SECTION 14 TEST CONTROL Concurred ffd.c y, . .. . .
,

| Sy Dr. T.S. Hermann, President

A. Purpose

1. To ensure that a controlled testing service program is conducted for
demonstrating the proper performance and/or safety of equipment and!

| materials. A documented test program shall be implemented to assure
that the contractual requirements of the sponsor are satisfied.

B. Scope

| 1. Perfomance qualification tests encompass all of the physical
evaluations of the performance of materials, equipment, and devices
used in industrial plants, transportation systems, commercial
establishments, and home s. The tests include, but are not limited to,

performance measurements; accelerated thermal, operational and
radiation aging (simuistion of the degradation that occurs during
normal installed life); seismic and other vibrations; fire and

-

overheating exposures; and simulation of design-basis accident
conditions, such as those in nuclear power plants. This section is
applicable to those projects which contractually require the
implementation of Criterion XI of 10CFR50, Appendix B, and its
equivalent ANSI section.

C. Definitions

1. Performance Qualification Testing - The independent physical
evaluation of the perfomance of materials and mechanical, electrical,
and other equipment when subjected to both normal and abnormal
conditions.

2. In-Date calibration is the same as Active Status referred to in QASD
No. 15-1, titled " Periodic Calibration System". This status is
assigned to any measuring and testing device which has been calibrated
and has a recorded calibration due data that is beyond the current

|
date.

|

|
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D. Responsibility

1. The Project Manager is responsible for documenting the necessary test |
program which will assure that the contractual requirements
(applicable design documents, standards, codes etc.) are
satisfactorily implemented,

i

2. The Project Manager is responsible for assuring that the necessary I
procedures for the tests are prepared and approved before testing
begins. This shall include the completion of all prerequisites for
the test including availability of calibrated test instrumentation.

,

3. The Manager of Quali*y Assurance or his designated alternate is
responsible for approving all test program documentation which
addresses quality-related activities and for auditing to assure
compliance with the various requirements of this section.

E. Action

1. The Project Manager or his designee shall prepare the test plan and
procedure which will assure that the contractual requirements
(applicable design documents, standards, codes etc.) are
satisfactority implemented. He shall sign all approved test plans,s

procedures and documentation. He shall review all purchase
requisitions to ensure that applicable codes and specifications are .

re fere nc ed. Typically, quality-related activities will be documented
by a QAP and will be approved by the Manager of Quality Assurance.

2. The Project Manager or his designee shall prepare a list of all
calibrated instruments to be used in the test program and check the
in-calibration (active status) of each instrument before testing
begins.

3. The Project Manager shall review all test results and conclusions to
certify their correctness and to assure that the test plan has been
satisfied. He shall sign all paperwork which contains project
reportable data.

4. The Project Manager shall include provision for assuring that all test
prerequisites are satisfied, and that tests are performed under
suitable environmental conditions as dictated by contractual
requirements and good engineering practice.

5. The Manager of Quality Assurance shall audit the testing program at
periodic intervals to ensure compliance with the requirements of this
section.

14-2
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| SECTION 15. CONTROI. OF MEASURING Concuned Q L %,, .

AND TEST EQUIPMENT By Dr. T.S. Hermann. President

|

|

A. Purpose

1. To ensure that measures are taken to identify, control and maintain
measuring and testing device s. This shall include the establishment
of a " Periodic Calibration System" for tools, gages and instruments.

B. Scope

1. All tools, gages and instruments which are used to acquire project
reportable data shall be identified, controlled and maintained by the
" Periodic Calibration System." This section is applicable to those
projects which contractually require the implementation of Criterion
XII of 10CFR$0, Appendix B, and its equivalent ANSI section.

C. Responsibilities / Action
.

1. The Quality Assurance Manager is responsible for establishing the
necessary " Periodic Calibration System" and for performing periodic
audits to ensure compliance. (See QASD No. 15-1).

2. The Project Manager is responsible for assuring that the tools, gage s,
instruments or other measuring and testing devices, which he intends
to use to acquire project reportable data, are calibrated to within
the accuracy tolerance specified. To accomplish this he shall rely on
the output information from the " Periodic Calibration System."

3. The Project Manager is responsible for delivering to the instrument
engineer all newly acquired measuring and testing devices which he
intends to use to acquire project reportable data. This shall include
all supporting paperwork, operating and calibration instructions.
Newly acquired means measuring and testing devices which have either
been bought, borrowed or rented and are currently not on the gage
calibration master list.

|

|
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SECTION 16. HANDLING, STORAGE, s g""""
AND SHIPPING Ih

.

"~
By Dr. T.S. Hermann, President

A. Purpose

1. To ensure that proper controls are established on the methods of
handling, storage and shipping, (including cleaning, packaging and
preservation of material and equipment) on which quality requirements
apply.

2. To ensure that when special protective environments are necessary to
prevent damage or deterioration, the special requirements are
documented in appropriate instructions.

B. Scope

1. All items that are in process at the Research Center, and all
equipment that is used in such processing on projects which .

contractually require the implementation of Criterion XIII of 10CFR50,
Appendix B, and its equivalent ANSI section.

C. Responsibility

1. The Director of each Department shall ensure that pemanent equipment
in his area of cognizance is properly housed, preserved, and
maintained.

2. The Project Manager shall ensure that drawings, procedures, or
instructions are prepared,for the proper handling, storage, or
shipment of items in f abrication or test at the Research Center.

D. Action

1. The Director of each Department shall have a housekeeping committee to
review, and if necessary, improve the methods for protection of
permanent equipment.

16-1
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2. ~ The Project. Manager shall provide a' system that includes a review of
drawings and work procedures to ensure that handling, storage and
shipping (including cleaning, packaging and preservation of material
and equipment) are accomplished by suitably trained individuals in
accordance with escablished instructions, procedures or drawings to
prevent damage, deterioration and loss. In particular, when special
protective environments are necessary to prevent damage or
deterioration, the special requirements shall be documented in an
appropriate procedure (QASD or QAP). .

3. The Manager of Quality Assurance shall audit applicable projects at -

periodic intervals to review the adequacy of handling, storage, and
shipping requirements of this section.

.

t

9
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SECTION 17. CONTROL OF NONCONF0rO!ING

yQ11ATERIALS, PARTS OR Concurred
Dr. T.S{ HerInan'n', $rdsidentCOMPONENTS By .

A. Purpose

1. To establish a system to control nonconforming materials, parts or
components and thereby prevent the inadvertent use of such items.
This system shall include the documentation, segregation and
disposition of nonconforming material, and the notification to
af feeted organizations.

B. Scope

1. All materials, parts or components that are present at the Research
Center for fabrication, testing and/or engineering evaluation. This
section is applicable to those projects which contractually require
the implementation of Criterion XV of 10CFR50, Appendix B, and its
equivalent ANSI section. -

C. Responsibilities / Action

1. The Manager of Quality Assurance is responsible for establishing,
documenting, and maintaining a nonconforming material control system.
(See QASD No. 17-1) |

2. The Project Manager is responsible for assuring that the requirements
of this section and those of supporting document, QASD No. 17-1, are
implemented.

3. The Manager of Quality Assurance or his designated alternate is
responsible to audit for compliance to the requirements of this
section and its supporting documents.

D. Action

1. The Manager of Quality Assurance shall take measures to establish a
control system for nonconforming materials, parts or components. This
shall include, as appropriate, the writing of procedures for the
identification, documentation, segregation, disposition and notifica-
tion to af fected organizations of discrepant items. In addition,

nonconforming items shall be reviewed and accepted, rejected, repaired
or reworked in accordance with documented procedures. (See QASD
No. 17-1)
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2. The Manager of Quality Assurance shall provide and designate an
|enclosed area for quarancine of discrepant items.

'3. The Manager of Quality Assurance shall provide tags to be used to
identify items that are discrepant.

4. The Manager of Quality Assura'nce shall audit the system at periodic
intervals to determine compliance with the requirements of this
section.

.

.
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SECTIM 18. CORRECTIVE ACTION Concurred % Q4_ m. _ i
By Dr. T.S. Hermann, President

A. Purpose
.

1. To establish a documented corrective action system which shall assure
that conditions adverse to quality will be properly defined,
controlled and actively corrected in a timely way.

B. Scope

1. The Corrective Ac tion System shall be implemented to assure that
nonconformances (as determined by engineering reviews, independent
in-house audits.or simply, individual awareness of what is right/ wrong
relative to the Franklin Quality Assurance Program) are identified,
the proper cause defined and corrective action taken to preclude
repe tit io n. (See QASD No. 17-1). This section is applicable to those
projects which contractually require the implementation of Criterion ,

XVI of 10CFR50, Appendix B, and its equivalent ANSI section.

C. Re sponsibilitie s/Ac tion

1. Any individual who discovers a nonconformance is responsible for
initiating a corrective action request and having it reviewed for
approval by the Manager of Quality Assurance.

2. The Project Manager is responsible for the initiation and
implementation of corrective action requests (CAR) appropriate to his
area of responsibility. This shall include filing all approved CARS
in the project file.

3. The Project Manager in whose area a major deficiency has occurred is
responsible for defining the cause and implementing the corrective
action to preclude repetition.

4. The Manager of Quality Assurance is responsible for approving all
corrective action requests; for filing all " Corrective Action Request" |forms; and for establishing a follow-up system to assure implemen-
tation of the corrective action. He shall audit to ensure compliance

with the. requirements of this section.
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SECTION 19. QUALITY ASSI:RANCE Concurred , Q. k 3, g .._.RECORDS

By Dr.,T.S. Hermann, President

A. Purpose

1. To ensure that a system is established for defining the
identification, retention, retrieval and maintenance requirements
involved in the collection, handling and/or storage of significant
records that furnish evidence of the quality of items and/or
activities affecting quality.

B. Scope

1. Typically all Quality Assurance records which the Sponsor has defined
as significant/ retainable, or those records which are specified in
applicable codes, standards and regulations and defined contractually
for a project.

C. Re sponsibility

1. The Sponsor of the project is responsible for clearly defining all .

applicable codes, standards and regulations concerning record
re quirement s , so that the subcontractor (FRC/FIRL) knows the
appropriate record generation, transmittal and maintenance
requirements both during and subsequent to completion of work.

2. The Project Manager is responsible for defining Quality Assurance
records which need to be generated, handled and/or stored per the
supporting Quality Assurance Systems Document (QASD No. 19-1) by
reviewing the pro ject's contractual requirements.

'3. The Nuclear Engineering Department Librarian is responsible for
implementing the record receipt, indexing, filing and retrieval
aspects of the system described in QASD No. 19-1.

4. The Quality Assurance Manager is responsible for giving guidance to
the Project Manager in defining the Quality Assurance records which
need to be generated, handled and/or stored; in defining the location
and storage facility configuration per the requirements of ANSI
N45.2.9; and for auditing to ensure compliance with the requirements
of this section and the supporting QASD No. 19-1.

19-1
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D. Action.

1. The Project Manager shall ensure that all appropriate Quality ,

Assurance records for his project are collected, handled and/or stored
according to the established system (wiSD No. 19-1). >

'
.a. For example, such records as Calibration Test Reports, Corrective

Action Requests, Project Audit Results, Design Verification
Reviews, Product Inspection Results, Material Analyses Reports,
Personnel Qualification Data, Procedure and Equipment Qualification >

Data. These records shall be copied, handled / stored in the
project file folder, if required contractually.

^

2. The Quality Assurance Manager or his designated alternate shall audit
for compliance to the requirements of this section.

, . .

, *

$

i
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00hJ Franklin ReSearch Center
-

Date errective
5/4/79

A Division of i ne eranxlin Institute issued 5/4/79 Date

20th and Race Streets. Phda.. Pa. 19103 (215) 44810cc Revision
Number 3 Date 4/5/82

QUALITY ASSURANCE MANUAL Approved / ,g
.

a.
By AJ. Saggjo>no. OA Manager

SECTION 20. ALTDITS Concurred yp w ,_
By Dr. T.S. Hermann, President

A. Purpose

1. To provide a system of periodic audits of all quality activities to
verify compliance with the Franklin Quality Assurance Program.

B. Scope

1. The Manager of Quality Assurance is responsible for the planning and
performance of audits either by himself or by a designated alternate.
This section is applicable to those projects which contractually
require the implementation of Criterion XVIII of 10CFR50, Appendix B,
and its equivalent ANSI section.

C. Action

1. The Manager of Quality Assurance shall have a documented audit plan
.

encompassing the total Quality Assurance Program. (See QASD No. 20-1)

2. The Manager of Quality Assurance or his designated alternate shall
conduct a random audit in accordance with a documented audit plan
(checklist) at least once a year.

3. The Manager of Quality Assurance or his alternate shall verify the
completion of planned corrective actions called for as the result of a
CAR (Section 18) generated from an internal or other special audits.

4. The Manager of Quality Assurance shall submit a report of audit
|results to the President of FRC and to the Manager (s) having

responsibility for the activity audited.

5. Those performing audits shall be individuals with appropriate
education, training and/or experience who have no direct
responsibilities for activities in the area audited.

20-1
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QUALITY ASSURANCE ADMINISTRATIVE INSTRUCTION
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U.hJ Franklin Research Center |Date Effective
A Division cf The Franklin Institute issued 4-5-82 Date 4-5-82
t>. s.a,.ma r ne am %.p totes <2isi us iooo

Number 0 Date 4-5-84
OUALITY ASSURANCE E Prepared ?;-(& 7) w.pf-

TITLE DOCC'5:~f CONIROL SYSTEM FOR
-

gfy h OA ManagerZ Approved'

QASD AND QAP PROCEDURES Concurred M N gk,
By Dr. T.S. Hermann, President

1.0 PURPOSE

1.1 This top level Quality Assurance Administrative Instruction (QAAI)
descrices the Quality Assurance documents used by Franklin to support
the various work elements described in the Quality Assurance Manual.
This Instruction is designed to define the generation, control and
maintenance of second and third level-type Quality Assurance documents.

2.0 GENEPJ.L REOUIREMENTS

2.1 Projects which contractually call for the implementation of the FRC
Quality Assurance Manual shall adhere to the requirements of this
Instruction. Regulatory' requirements and business needs dictate that
activities affecting quality be prescribed by docu=ented systems and
procedures of a type appropriate to the circumstances, and which are
distributed to and used at the location where the prescribed

activity is performed. -

3.0 RESPONSIBILITIES

3.1 The Manager of Quality Assurance is responsible for ensuring full
implementation of this document control system. He is responsible

for review and approval of all QASD and QAP documents.

4.0 DEFINITIONS

4.1 Quality Assurance Systems Document (QASD) is a second level QA
document. In general, this document addresses those quality-related
work elements that require interdepartmental standardization and
coordination.

4.2 Quality Assurance Procedure (QAP) is a third level type QA document.
In general, this document is used where a single organizational
unit is involved.

.
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5.0 INSTRUCTIONS *

s
* /

.
,

The following instructions 'shall apply for both QASD and QAP documents:
'

- ,

j 5.1 Generation |r -

*
'3 ! E

is 5.1.1 lise document format as illustrated in E:chibit I and II for a<

'=j -y" } QASD and QAP, respectively.
"

- '4 5.1. 2 Use document format as illustrated in Exhibit III and IV for''' y (' '

additionalpagestgaQASDorQAP,respectively.,

(
, > 5.1.3 For a QASD or QAP use the following sequence of sections:

!
1.0 PURPOSE

,

2.0 RESPONSIBILITIES

3.0 DEFIKITIONS
sh

4.0 INSTRUCTIONSs
,

*

\
I

A' ''.1. .
5.0' CROSS REFERENCES,

),i
a !..,

' , ' + '. 6.0 COUNSEL AND REVIEW CONTACT
\;$ qi

" ' " 7. 0 DISTRIBUTION

/g 5.1.4 The requisite procedures shall be determined by the
h, s responsible Program Manager or Project Engineer ins ,

f [ ' 3,, ', } accordance with the needs of the program. Procedures '

JJ i shall'be prepared by any competent individual possessing6

'

art adequate familiarity with the subject matter.+

I>

,s 5.1.54 in general, the instruction portion of the document,

,

should contain such things as:s , g
t

3 \o Procedural steps in proper sequence<

o Safety cautions, if appropriate'
,

;, 5/ o Inspection hold points, if appropriate,,
i e o Reference to appended forms or data sheets

o Identification of supporting facilities, tools-

and instruments necessary to implement the
/ f procedure.,

,s

!

5.1 Contrel : '
,

,

4y 5., 2.1 A unique document control number shall be assigned by the
Manager of Quality Assurance.r,f

>
> <

.

'f 5.2.2 The Mant.ger of Quality Assurance shall review and approve
'

%_,
>! all documents. The Manager of the affected organizational

i; % unit shall review and approve all documents which apply, >
in any way to the operation of his unit.-

i

= t g(
,

s

j >

_,.i i

\ f

1.;

/
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5.2.3 Concurrence by the President of FRC is required for all QASD
documents. This concurrence is optional for QAP documents.

5.3 MAINTENANCE

5.3.1 The Manager of Quality Assurance shall maintain adequate
* records to assure proper assignment of document control

numbers.

5.3.2 The Manager of Quality Assurance shall maintain adequate
records to assure control of revisions to all documents.
This shall include the requirement that all changes must
be approved by the same organization that performed the
original review and approval.

5.3.3 At the time of initial issuance of the document, the review.
date(not to exceed 2 years)shall be assigned. A new
review date is assigned each time the document undergoes
revision. If no revision occurs before the review date,
the document will be reviewed by the original organization
to assure that it remains fully applicable relative to the
most current codes and standards.

6.0 CROSS REFERENCE

6.1 FRC Quality Assurance Manual-

7.0 COUNSEL AND REVIEW CONTACT

7.1 Manager - Quality Assurance -

8.0 DISTRIBUTION
'

8.1 Manager - Quality Assurance

8.2 Manager (s) - Affected organizational units

8.3 FRC President

8.4 Project Managers

*
,

6

|

t_.
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TECHNICAL VERIFICATION AND #TITLE -

CONTROL OF TEST LA3/ ENGINEERING Concurred O Ib. bsw '

EVALUATION SERVICE ACTIVITIES By Dr. T.S. Hermann, President

1.0 Purcose

1.1 This' document is designed to implement Section 6 of the FRC Quality
Assurance Manual which in turn was designed to implement the intent
of the requirements of 10CFR50 Appendix B, criterion III, titled
" Design Control".

1.2 The purpose of this document is to prescribe how engineering
evaluation service activities - especially those technical
activities affecting the quality of engineering results - are to be
generated, controlled, maintained and ultimately presented in a
final report. Specifically this document shall cover three areas:

Requirements for

1. Identification and control of engineering evaluation service
type project interfaces (Document Control).

2. Implementation of the design review method for verification of
'

engineering evaluation service type project activities.

3. The implementation of the necessary document change control
method that will be implemented on engineering evaluation
service type projects.

2.0 Responsibilities

2.1 The Project Manager is responsible for reviewing the contractual
requirements of the project in light of the instructional
requirements given below and implementing them to the extent
necessary.

2.2 The Quality Assurance Manager is responsible for assisting the
Project Manager in implementing the instructional requirements of
this document and periodically auditing for compliance.

I

_ ..
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3.0 Definitions

3.1 Soonsor is the client who has a contractual agreement with FRC/FIRL.

3.2 Design Documents are those drawings, specifications, memoranda,
instructions, etc. which relate to the technical matter of the

program.

3.3 Design Inputs are those inputs to a project which take the form of
design bases, performance requirements, codes, standards, design
conditions such as pressure temperature, voltage, seismic loads etc.

3.4 Engineering Analysis Control / Verification Record - This record
provides for engineering analysis revision control and design
(engineering analysis) review verification control. (See Exhibit I).

3.5 Report Review Verification Record - This record provides for
documenting on a project bases an overall summary of the reviews,
approvals and verifications. (See Exhibit II) .

3.6 FIRL Engineering Analyses Sheet - This sheet is used to document the
details of the engineering analyses. Use form CS-FIRL-81, see
Exhibit III.

.

4.0 Instructions

4.1 Requirements for identification and control of engineering
-

evaluation service type project interfaces.

4.1.1 There is one engineering interface unless otherwise defined
by Project Manager.

4.1.2 The engineering interf ace is between the sponsor and the
FRC/FIRL organization. The flow of design documents (see
definition) across this interface will be documented /
controlled by implementing QASD No. 9-1.

4.1.2.1 The Project Manager is responsible for assuring that
QASD No. 9-1 is properly implemented.

4.1.2.2 Where it is necessary to initially transmit
technical information orally or by other informal
means, the transmittal shall be confirmed promptly
by a controlled document.

4.2 Requirements for implementation of the design review method for
verification of engineering evaluation service type project
activities.

4
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4.2.1 Background " Design Control", criterion III of 10CFR50
Appendix 5 requires that design analysis (engineering.

evaluation service type project activities) be performed in a
planned, controlled and documented manner.

'4.2.2 Engineering analysis documents shall be legible and be in a
form suitable for reproduction, filing and retrieval.

4.2.3 Engineering analysis documents shall be sufficiently detailed
as to purpose, method, assumptions, design input, references,
and units such that a person technically qualified 'in the

subject can review and understand the analyses and verify the
adequacy of the results without recourse to the originator.

'4.2.4 The Project Manager / Leader is responsible for assigning a
competent individual to do the engineering analyses for the
various major technical areas of the project.

4.2.5 The Project Manager / Leader is responsible for assigning a
competent individual to verify the adequacy of the original
engineering analyses for each of the major technical areas.

4.2.5.1 In the selection of a competent individual the
Project Manager / Leader shall be guided by the
following; verification shall be performed by any
competent individual (s) other than those who
performed the original analyses but who may be from
the same organization. This verification may be
performed by the originator's supervisor provided'

,

the supervisor did not specify a singular analyses
approach or rule out certain design considerations
and did not establish the analyses inputs used in
the design or provided the supervisor is the only
individual in the organisation competent to perform
the verification.

4.2.5.2 Further the Project Manager / Leader shall be guided
by the fact that the extent of analyses verification
required is a function of the importance to safety
of the item under consideration, the complexity of
the analyses, the degree of standardisation, the
state of the art, and the similarity with previously
proven analyses.

4.2.6 The Project Manager / Leader is responsible for determining
which verification method shall be used. Acceptable
verification methods include any one or a combination of the

' following s design reviews, alternate calculations, and
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qualification testing. Typically for engineering evaluation
service type projects an independent design (engineering
analyses) review will be required.

4.2.6.1 The Project Manager / Leader is responsible for
assuring that the assigned verifier is adequately
familiar with the importance of his review. For
example a design (engineering analyses) review
should assure the technical integrity of the
analyses by answering in a positive way the
following types of questions.

1. Were the design inputs identified and traceable
to refererced documents?

.

2. Were the design inputs correctly selected?

3. Were the design inputs correctly applied?

4. Are assumptiens and problem formulation
adequately described and reasonable?

5. Was the appropriate analytical / calculational
method used, including computer programs?

.

6. Is the decign output reasonable compared to
design inputs?

4.3 Requirements for the implementation of the necessary document change
.

control method on engineering evaluation service type projects.

4.3.1 Changes to Engineering Analyses are the result of two
cases: (I) originator made errors in the analyses and it was
found by the verifier during his independent design review
or, (II) the design inputs changed.

4.3.1.1 Case (I) - Fot Case I the change control method is
an obvious and integral part of the Engineering
Analysis Control / Verification Record, see Exhibit I.

4.3.1.2 Case (II) - For Case II the change control method is
an obvious and integral part of the QASD No. 9-1
titled " Document Control".

4.4 The Program Manager / Leader is responsible for assuring that the design
analyses (Engineering Evaluation Service Type Project Activities) are
performed in a planned, controlled and documented manner. It is
therefore required that he develop a set of Work Plan Guidelines which
will address the question of analysis format that will be used, and a

-
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Qualification Test Plan Outline or procedure which will address such
questions as methodology to be employed , components involved, major
technical areas of analyses, qualification methods to be employed etc.
Typically, the development of the Qualification Test Plan is a
requirement of the contract and requires sponsors approval before
implementation. The Project Manager / Leader can find excellent guidance
on how to develop these two items by reviewing such documents as

(a) Draft IEEE Std. 323-198X titled " Qualifying Class IE Equipment
for Nuclear Power Generating Stations".

(b) ANSI N42.7 - 1972, Section 4.4, titled " Equipment Qualification"

(c) IEEE Std. 308-1980, " Criteria for Class IE Power Systems for
Nuclear Power Generating Stations," Section 5.9, " Equipment
Qualification".

5.0 Cross References

5.1 Quality Assurance Manual - Sections 6 and 9

6.0 Counsel and Review Contact

6.1 Manager - Quality Assurance

7.0 Distribution ~

7.1 Manager - Quality Assurance

7.2 Managers of the Performing Departments

_
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[ . 0 Franklin Research Center Oste meetive
A Division of The Franklin Insutute issued 4-5-82 Date 4-5-82
20th and Race Streets. Phda., Pa 19103(215) 448 1000 Revision Review

Nunsber 2 Date 4-WQUALITY ASSURANCE SYSTEMS
2 Prepared f-c ./ 7(. 4%A
2 Approved [/ .2 .f( g4i,mj QA Manager

TITLE PaoCUREMEhr SYSTEM FOR PURCEASE
0F MATERIALS Ah*D SERVICES Concurred ..j jsp

i gh, ,,,.
By

Dr. T.S. Herrnann. President

1.0 PU RPO Sr.

1.1 This second level document establishes the systems necessary for
implemeatin7 the requirements of Criteria IV and VII in 10CFR50,
Appendix B, and equivalent ANSI sections. The purpose of this
document is threefold:

1.1.1 To ensure that applicable quality-related requirements
(codes, standards, regulatory requirements, quality control
inspection planning, etc.) are included in purchase order
documentation and/or contract documentation.

1.1.2 To ensure that materials, equipment and services comply with
purchase order documentation.

1.1.3 To ensure that vendors and subcontractors are adequately
qualified prior to supplying materials, equipment and
services. ~

2.0 RESP 0NSIBILITIES

2.1 The Project Manager is responsible for reviewing the contractual
scope of work and identifying the material, equipment and service
resources that will be needed f rom outside vendors or sub-
contractors.

2.2 1he Project Manager is responsible for initiating appropriate
procurement documentation.

2.3 The Project Manager is responsible for determining if the
prospective vendor or subcontractor is on the Qualified Vendors
1. i s t , and notifying the Manager of Qualley Assurance on a timely
basis that the vendor needs to be qualified.

2.4 The Manager of Quality Assurance is responsible for review / approval
of quality-related procurement documentation and for the
qualification of outside vendors or subcontractors.

_ - _ _ _ _ _ _ - _ _ _ _ - _ _ _ _ _ _ _ _ _ - _ _ _ _ _ . __________ ___________ ____ _ _ _ _ _ _ _ __ ._ ._ __ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ .
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3.0 DE FINITIONS

3.1 Right of Access - the right of a Purchaser to access the vendor's or
subcontractor's facilities for the purpose of inspection or quality
audit. .

4.0 INSTRUCTIONS

4.1 To ensure that applicable quality-related requirements are included
in purchase order documentation, the following system is established.

4.1.1 Project Manager shall review the contractual Scope of Work in
order to identify item and/or service requirements that will
be needed.

4.1.2 Project Manager shall initiate appropriate procurement
documentation. The proper content of a procurement document,
as deemed necessary by the Purchaser (FRC), may include
provisions for the following:

1. Scope of Work

2. Technical requirements specified by reference to
applicable codes, standards, regulatory requirements,
specific drawings. etc. that describe the items or

:services to be furnished. l

' .

3. Identification of test, inspection and acceptance
requirements for monitoring the vendor's performance. A
Quality Control Inspection Plan will typically be in the
format of a QAP which will be referenced.

4. Quality Assurance Program requirements - the extent of
the program requirement shall depend upon the type and
use of the item or service being procured.

5. Right of Access

6. Vendor documentation needed for information, review or
approval by the purchaser. This shall include retention
times and disposition requirements when maintenance of
specific Quality Assurance records is required.

7. Requirements for reporting and approving disposition of
noncon fo rmance s .

| .

t

i

:

. - _ _ _ _ _ - _ _ _ . _ - _ . . _ _ _ _ . _ - _ _ - _ _ _ _ _ _
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4.1.3 Quality Assurance Manager or his delegated alternate shall
review / approve the procurement documentation. Reviews shall
be performed by personnel who have access to pertinent
information and who have an adequate understanding of the
requirements and intent of the procurement documents.
Objective evidence indicating satisf actory accomplishment of
this review shall be by signature and date. ;

4.1.4 Procurement document changes shall be subject to the same
degree of control as utill ed in the preparation of the
original documents.

4.2 To ensure that materials, equipment and services comply with
purchase order documentation, the following system is established.

4.2.1 Project Manager shall document in the form of a QAP a
detailed Quality Control Inspection Plan. As a minimum, the
Quality Control inspection activity shall focus on one, of the
following:

1. Vendor performed in-process and/or final inspection
activity.

I 2. Tranklin performed source inspection activity.

i 3. Franklin performed receiving inspection activity.

4. Franklin performed vendor qualification inspection *

activity. The Manager of Quality Assurance shall possess
documentaion showing justification rationale for the
qualified status of the vendor.

4.2.1.1 The Quality Control Inspection Plan shall
adequately detail the who, what, when, where and
how of the inspection activity.

4.2.2 Manager of Quality Assurance or his delegated alternate shall
review / approve the QAP.

4.2.3 Project Manager shall assure that the Quality Control
Inspection Plan is carried out in a timely way, unless
otherwise defined in the approved QAP.

|

4.2.4 Hanager of Quality Assurance or his delegated alternate shall
assure that personnel are adequately trained / indoctrinated
to perform the Quality Control inspection activity described
in the QAP.'

|

|

_ _ _ _ _ _ _ _ _ _ _ _ _____
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|

4.3 To ensure that vendors and subcontractors are adequately qualified |
prior to supplying materials, equipment and services, the following
guidelines are given.

4 . 3 .1 Project Manager sh.s11 determine if a prospective vendor is
qualified by reviewing the latest " Qualified Vendors 1.ist"
and notifying the Manager of Quality Assurance on a timely |
basis that the vendor needs to be qualified. I

4.3.2 Manager of Quality Assurance shall generate satisf actory
documentary evidence for justifying the qualified status of a
vendor or subcontractor. The following statements shall
guide his decision making process:

4.3.2.1 Vendors or subcontractors shall be required to
provide a Quality Assurance Program responsive to
10CFR50, Appendix B, to the extent necessary to
assure qualley of products consistent with the
safety-related function to be performed, both
directly and indirectly irnplied. All aspects of
Appendix 8 do not have to be " passed on" to
vendorst only those deemed necessary to provide
adequate assurance that systems and components
important to safety will perform their
safety-related functions.

4.3.2.2 Vendors shall be evaluated on their capability to
provide items or services in accordance with the ~

requirements of the procurement documents.

4.3.2.3 Vendors shall be evaluated on their history of
adequately providing an identical or similar item
or service.

4.3.2.4 Vendors shall be evaluated on current records
supported by documented qualitative and
quantitative information which can be objectively
evaluated.,

4.3.2.5 Vendors shall be ovatusted on their technical and
,

quality capabilities as determined by a direct levaluation of their facilities and personnel and
the implementation of their Quality Assurance
Program.

4.3.3 Hanager of Quality Assurance shall up-date and distribute a
" Vendor Qualification Status Report" (VQSR) on a timely

The minimum ' istribution list shall be Manager of |
basis. d
Purchasing and Department Heads. I

_ _ - - _ _ - _ _ - _ _ - _ - .
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. 0 Frank!!n Research Center Dat. serective
A Division of The Frank!!n Institute issued 3-8-82 Date 3-8-82
20th and Race Sews. Phea . Pa 19103 (215 443 1000 Revision Review

2 3-8-84Number Date
OUALITY ASSURANCE SYSTEMS S Prepared e:;da k/. # # 6-

,

3 Approved hgh.t Jc,r.e 'm,.s OA Manager
TITLE DOCOIE::T CO:; TROL SYSTEM FOR

2b%wMy

DESIGi DOCQtE:'TS Concurred /t
By Dr. T.S. Hermann. President

1.0 Purpose

1.1 This document is designed to describe the system for the control
of documents related to design or test Lab / Engineering evaluation
service type projects which flow between FRC/FIRL and the sponsor
on programs contractually requiring the implementat!on of Section
9 in the FRC Quality Assurance Manual.

2.0 Responsibilities

2.1 The Project Manager is responsible for reviewing the contractual
requirements of the project in light of the instructional require-
ments given below and implementing them to the extent necessary.

2.2 The Quality Assurance Manager is responsible for assisting the
Project Manager in implementing the instructional requirements of
this document and periodically auditing for compliance.

3.0 Definitions .

3.1 Sponsor is the client who has a contractual agreement with FRC/FIRL.

3.2 Design Documents are those drawings, specifications, eemoranda and
instructions related to the technical matter of the prograu. that
require quality assurance controls.

3.3 Document Transmittal Log (DTL) is a form used to control the trans-
mittal of design documents from FRC/FIRL to the sponsor.

3.4 Document Receipt Lo- (DRL) is a form used to control the receipt of
design documents.

3.5 Document Transmittal Sheet (DTS) is a form used to control design
documents by accompanying the document being sent to the sponsor.

4.0 Instructions

4.1 The Project Manager shall review the contractual requirements of
the project and determine, to the extent necessary, which documents
(design & others) will flow between FRC/FIRL and the sponsor.

_ _ _ _ - _ - - _ - _ _
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4.2 The Project Manager shall use the DRL upon receipt of design
documents from the spcasor (see Exhibit I). He shall log-in

; the information as required.

4.3 The Project Manager shall use the DTL when design documents,
originating at FRC/FIRL, are sent to the sponsor by assigning
a unique project transmittal number for each document. (See
Exhibit II). He shall log-in the additional information, as
required.

4.3.1 The DTS shall be filled out as required and accompany the
document being sent to the sponsor. (See Exhibit III).

4.3.2 When a return of the transmittal sheet from the sponsor is
required, as in the case of document approval, the receipt of
the transmittal sheet will be recorded on the Document Transmittal
Log.

| 4.4 The Project Manager shall establish measures to assure that:

a.) Document changes are reviewed and approved by
authorized personnel,

b.) The right document is used at the right place,
such as whe're the quality-related design activity is
pe rfo rme d.

4.5 The Quality Assurance Manager or his designated alternate shall -

| periodically audit for compliance to this document.

5.0 Cross Re ferences
,

5.1 Quality Assurance Manual - Section 9

6.0 Counsel and Review Contact

6.1 Manager - Quality Assurance

7.0 Distribution

7.1 Manager - Quality Assurance

| 7.2 Managers of the Performing Departments
i

i

!

!

,

I

L
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Documents Received Log

Project No.

Sponsor

Date Acknowledgement
Received De scrip tion Required Recipient Notes

Yes No

If Applic.
Initial if

Done ;

.

O

i

i

i

Nidin Research Center
A Dmmen of The PreNWA In00%8e

_ _ _ _ _ - _ - _ _ _ - - - _ _ _ _ _ . _ _ _ _ . __
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E M BIT II
QASD NO.9-1 patM E:

DOCUMENT CONTROL SYSTEM FOR DESIGN DOCUMENTS REVISION 2 Of

Document Transmittal Log

Project No.

Return Receipt Return Receipt
Transmittal Description Required Received Date Com::lents

No. Yes No (If Applicable)

.

i
+

1

I
.

j . . . . . . - _ - . . . . . . . _ . .

UNU Frank!!n Research.C.en.ter4ow,.aw w w
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EXHIBIT III
QASD NO,9 1 PAGg 5

OF 5
TITLE: DOCDtE!.T CONTROL SYSTD1 FOR DESIGN DOCCIENTS REVISION 3

Document No.

Date

Document Transmittal Sheet

Contract No.Tot

Transmitted byt

Form of Documents Purpose

Prints For Approval C
Memorandum For Coments [

~

Reproducibles
For Information

Instructions or
Procedures Fcr Distribution O

Data Sheets

Description of Transmittal Comments by Recipient

If applicable: Approved

Not Approved

Signature of Recipient

Dates

rJhr

MA
0'fjd FrenWin.e ne. search CenterR

aw e,- w.

-- __- __________ - - _ __
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TITLE PERIODIC CALIBRATION SYSTDI Concurred [/ N "i ., 1 u ..

.

By Dr. T.S. Hermann, President

1.0 Pt'RPOSE

1.1 This document is designed to describe the system for the identi-
fication, control and maintenance of tools, gages, instruments or
other measuring and testing devices which are used to acquire
project reportable data.

2.0 RESPONSIBILITIES

2.1 The Technical Associate is responsible for implementing Para. 4.1
of this " Periodic Calibration System".

2.2 The Quality Assurance Manager or his designated alternate is
responsible for performing periodic audits to ensure that the
system is maintained according to the instructional section of
this document, particularly Para. 4.2.

2.3 The Project Manager is responsible for delivering to the Technical ,

Associate all newly acquired measuring and testing devices which
he intends to use to obtain project reportable data. This shall

include the supporting paperwork, operating and calibration
instractions. Neviv acquired refers to measuring and testing
devices which have either been bought, borrowed or rented, and
which are currently not on the Cage Calibration Master List.

3.0 DEFINITIONS

3.1 Calibration Index File is the manual, 3"x5" calibration file

card compilation of all measuring and testing devices which poten-
tially may be used to acquire project reportable data. One
3"x5" calibration file card (Exhibit I) is used for each device.

3.2 , Active Status is the status assigned to any measuring and testing
device which has been calibrated and has a recorded calibration
due date beyond the current date.

3.3 Inactive Status is the status assigned to any measuring and testing
device which may or may not have a history of calibration, but which
currently has not had a calibration since the recorded calibration
due date.

.

_ _ _ _ _ _ _
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3.4 Cage Calibration Master List is a computer generated listing of
all tools, gages, instrueents or other measuring and testing
devices which are used to acquire project reportable data. (See
Exhibit III.)

4.0 INSTRUCTIONS

4.1 The Technical Associate shall do the following:

4.1.1 Receive from the Project Manager all newly acquired
measuring and testing devices including the supporting
paperwork, operating and calibration instructions.

4.1.2 Prepare a 3"x5" Calibration File Card for placement into
the manual Calibration Index File. (See Exhibit I for
the preparation of a Calibration File Card).

4.1.3 File paperwork, operating and calibration instructions
for easy retrieval using a single folder identified byi

item number.

4.1.4 Prepare a Gage Calibration Master List Input Record and
deliver it to the computer keypunch operation for entry
into the program. Place a copy of this record in a file
for easy retrieval. (See Exhibit II for the preparation,

of the Gage Calibration }kster List Input Record).
4.1.5 Provide for calibration of the measuring and testing device

by an in-house procedure or by an appropriate subcontractor, !

as required.

4.1.5.1 Up-date the Gage Calibration Master List, as
required.

~

4.1.5.2 Fill out and place a calibration sticker on the
measuring and testing device.

4.1.6 Maintain the manual Calibration Index File by:
4.1.6.1 Sorting Active Status devices by calibration due

date, i.e. sequential months.
4.1.6.2 Sorting Inactive Status devices by Item No.

~ 4.1.6.3 Assuring that as each month's compliment of devices
comes due for calibration, the 3"x5" Calibration
File Card is placed in the active or inactive
category based on whether the device is recalibrated
or not. Note: If the device is not recalibrated
a Gage Calibration Master List Input Record is not
required. The Cage Calibration Master List output
report has been programmed to check current date
(i.e. report date) against calibration due date',
and define the device's status automatically.

4.1.6.4 Adding new information to the 3"x5" Calibration

File Card as it becomes available.

|

.

_ _ _ _ _ _ _ _ _ -
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|

4.1.7 Maintain the Gage Calibration Master List by:

i 4.1. 7.1 Cross-checking the Active Status devices as found
! in the manual Calibration Index File with those
|

appearing on the Gage Calibration >Sster List.

! Process a Computer Master List Input Record as
j required.

4.1.7.2 Processing a Computer Master List Input Record as
soon as new information becomes available.

i 4.1.8 Calibrate devices using QA approved procedures, typically

QAPs.

; 4.2 The Quality Assurance Manager shall do the following:

4.2.1 Have documentation on file that demonstrates all calibration
service subcontractors are qualified, to the extent
necessary, as required by 10CFR50, Appendix B.

4.2.2 Have documentation on file that all standards (both in-house
and subcontractors) used in the calibration of devices are
traceable to the National Bureau of Standards. This shall

! include a certification or an approved rationale document.
1

1 4.2.3 Have documentation on file describing the procedure used
to calibrate devices. Typically, this will be in the form

,

! of a QAP for in-house procedures, and shall include such
( items as:

4.2.3.1 Instructions for what to do when the device is found
| to be inaccurate, i.e. exceed its accuracy tolerance. -

| 4.2.3.2 Instructions on the importance of using only NBS
certified standards or equipment.

4.2.3.3 Instructions for preparing and filing a Calibration
Test Report (Exhibit IV).

4.2.4 Have audit documentation on file indicating implementation

of this QASD.

5.0 CROSS REFERENCE
.

5.1 Quality Assurance Manual - Section 15

6.0 COUNSEL AND REVIEW CONTACT

6.1 Manager - quality Assurance

7.0 DISTRIBUTION

7.1 Manager - Quality Assurance
|

| 7.2 Managers of Performing Departments

|
1
,

I
. _ _ _ _ . _ _ _ _ _ _ _ _ _ _ . _ _ _ _ . _ _ _ _ _ _ . . . _ _ _ _ . _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _ . _ . . _ _ _ . _ _ _ . . _ _ . _ _ _ _ _ . . _ _ _ _ . .



. .

QASD NO.15-1 PAGE
TITLE: PERIODIC CALIBRATION SYSTEM REVISION 2 OF

EXHIBIT I
CALIBRATION FILE CARD

.

h Assign a FRC No. 18 xx:
INSTR: @ITEM MO. @ by taking the next avai

sequence number. This

@ number may become the
permanent item number.

TYPE OR MODEL: h If Accounting considers
the item as capital eqt

SERIAL NO': ment, a 421-xxx number
will be assigned. The

DATE PURCHASED: b- Technical Associate she
tiEASM'T RANGE & FEATURES: :: ACCURACY TOLERANCE: at that point add to hi

records the 421-xxx ass
@ Item No.

h Instrument name
SEE CAllBRATION NOTEBOOK FOR CALIBRATION DATA.
SEE OVER FOR CALIBRATION DATES. ,,,p,, h Name of instrument manu

facturer
-

RECOM'O FREQ. OF CAllB: (9) h Type or model of the 'nstrumenti

CAllBRATED NEXT CAL DUE INITIAL @ Serial No. of the instrument

h Date the instrument is originally received ath h h FRC

h Define such things as:
a) Scale range
b) Scale units of measure
c) Smallest incremental unit of measure
d) Any scale nonlinearity

@ Define the accuracy tolerance as follows:',

a) Review manufacturer's literature for
recommendations, or call if necessary.

b) Define the smallest increment of measure
that is readable from the scale,

c) Review the above information with the
responsible Project Manager, and jointly
decide on the proper accuracy tolerance
based on any unique requirements of the
project, etc.

@ Define the frequency for calibration. It
should be at least once per year unless his-
torical performance should suggest otherwise.

h Specify the exact date that the instrument
was calibrated.
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. ' , CALIBRATION FILE CARD
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h'Speci'fytheexactdatethat the instru=ent is due to be recalibrated.

t .,Si= ply add the frequency time period to the calibration date.
t

h The individual she completes the manual 3"x5" calibration file card. .i

[ i shall affix his initials here. Subsequent initialline, if by the same

! individual, shall be properly performed. Ditto marks shall not be used.;g
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EXHIBIT II
GAGE CALIBRATION MASTER LIST INPUT RECORD

h Assign a FRC No. 18xxx by
GAGE CALIBRATION MASTER LIST INPUT RECORD. taking the next available

sequence numben HITEM NO. M | INSTR: M- Accounting censiders the
EXACT NAME & MFG: item as capital equipment

- a 421-xxx number will be
assigned. The Technical

TYPE OR MODEL: Q Associate should at that
point add to his records

SERIAL NO: h the 421-xxx assigned Iter
DATE PURCHASED: Q No.

CALIB. DAIE b ACCURACY TOLERANCE: h Instrument name

FREQ. OF CALIB. h h0)0 Name of instru=ent manu-
NEXI CALIB. DUE h (11) facturer

TECH. ASSOC : (12) . h Type or model of the in-
DATE.: (d . TO KEY PUNCH . strument

h Serial No. of the instru-
ment

@ Date the instrument is originally received at FRC.

h Define the precise date that the instrument was calibrated.

@ historical performance should suggest otherwise.Define the frequency for calibration. It should be at least once per year, unless

h Specify the precise date that the instrument is due to be recalibrated. Simply add
the frequency tice period to the calibration date,

h h Define the accuracy tolerance as follows:
a) Review manufacturer's literature for recommendations, or call

if necessary,

b) Define the smallest increment of measure that is readable from the scale.
c) Review the above infor=at' ion with the responsible Project Manager, and

jointly decide on the proper accuracy tolerance based on any unique
requirements of the project,etc.

@ Authorize the input record by signing your name.

h Record the date that you signed your name and send the input record to key punch
operator.

.
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[ j Franklin ReSearCh Center Date errective
A Division of The Franklin Institute issued 4-5-82 Date 4-5-82
20th and Race Streeu. Phua.. Pa. 19103 (215) 448 1000 Revision Review

Number 2 Date 4-5-84
QUALITY ASSllRANCE SYSTEMS

E Prepared p,[6A/h. f7*//"L/jp[cpr tQA Manager

.

I Approved

TITLE SYSTE'd FOR CONTROL OF NONCON- / #sConcurredFORMING MATERIALS, PARTS OR I u + -- -.-

By Dr. T.S. Hermann, President
COMPONENTS

1. 0 PURPO SE

1.1 This second level document establishes the system necessary for
implementing the requirements of Criteria XV and XVI in 10CFR50,
Appendix B, and equivalent ANSI sections. The purpose of this
document is twofold:

1.1.1 To establish a nonconfoming material control system that
provides for the documentation, segregation, and disposition
of nonconfoming material, and the notification to af fected
organizations.

1.1.2 To establish a Corrective Action System which shall assure -

that conditions adverse to quality will be properly defined,
controlled and actively corrected in a timely way.

2.0 RESPONSIBILITIES

2.1 Any individual who discovers a nonconformance is responsible for
initiating a Corrective Action Request and having it reviewed and
approved by the Manager of Quality Assurance.

2.2. The Project Manager is responsible for initiation and
implementation of Corretive Action Requests that are appropriate to
his area of responsibility. Furthermore, he is responsible for
ensuring the implementation of the appropriate instructions in this
QASD and for filing all completed Nonconformance Reports (NCR) and
Corrective Action Requests in the project file.

1
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2.3 The' Manager of Quality Assurance is responsible as Caairman of the
Material Review Board for the processing (dispositioning) and

.

control of all nonconformance reports.

2.4' The Manager of Quality Assurance is responsible for approving all
Corrective Action Requests, for filing all ." Corrective Action
Request" forms and for ensuring that corrective action is taken in

i a timely way...

-

2.5 The Manager of Quality Assurance is responsible for designating a
segregated quality-controlled hold area for nonconforming items,

awaiting final disposition. Furthermore, he shall provide
nonconformance material tags or other suitable designation for
items found to be discrepant.

.

3.0 DEFINITIONS
.

3.1 Nonconformance Report (NCR) is a written report which documents the
information required for ultimate disposition of a nonconforming
material, part , or component. (See Exhibit I) .

.

3.2 Corrective Action Request (CAR) is a written report which documents
'

the infonmation required to minimize or prevent recurrence of a
nonconforming condition on a material, part or co=ponent. (See

. Exhibit II)
i

3.3 Nonconformance Material Tag (see Exhibit III)

4.0 INSTRUCTIONS -

4.1 When an item is determined to be' nonconforming, the inspector shall
immediately do the following:

4.1.1 Prepare a Nonconformance Report (NCR) af ter obtaining from
the Manager of Quality Assurance an assigned NCR number.

4.1.2 Prepare a Nonconformance Material Tag, and af fix it to the
item. Identification of nonconforming items may be made by
marking the item, provided it does not adversely af fect the
end use of the item, and is legible and easily recognizable.
If identification of each nonconforming item is not practical
the container, package or segregated storage area will be
identified.

4.1.3 Af fix a copy of the Nonconformance Report to the item by use
of a plastic holder.

'

.

- - - -
, _. __-m. , . ~ . . _
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4 .1. 4 Move the item to the designated quality-controlled hold
are a. When segregation is impractical or impossible due to
physical conditions (such as size, weight or access
limitations), other precautions shall be employed to
preclude inadvertent use of the nonconforming item.

4.1.5 The original Nonconformance Report shall be given to the
Manager of Quality Assurance, and a copy provided the
responsible Project Manager and Purchasing Manager.

4.2 As Chairman of the Material Review Board, the Manager of Quality
As surance shall do the following in a timely way.

4.2.1 Determine proper disposition by a review with the Project
Manager and Sponsor.

4.2.2 Document the agreed upon disposition and obtain written
approvals from Sponsor and Project Manager. Technical
justification for the acceptability of a nonconforming item
(dispositioned repair or use-as-is), shall be documented.
The as-built records, if such records are required, shall
reflect the accepted deviation.

4.2.3 Review and approve all rework or repair planning which shall
include necessary reinspection and acceptance criteria.

4.2.4 Initiate " Corrective Action Request" if required, and take
necessary action to ensure corrective action is conducted
in a timely way.

.

5.0 CROSS REFERENCES

5.1 Quality Assurance Manual - Sections 17 and 18

6.0 COUNSEL AND REVIEW CONTAC~J

i 6.1 Manager of Quality Assurance
(

|
| 7.0 DISTRIBUTION

7.1 Manager of Quality Assurance

7.2 Department Heads

7.3 Manager of Purchasing
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NONCONFORMANCE REPORT

NRC # Project t

cate: Contract i

Prepared By: Purcnase Order 9

Description of Item:

Location of Items

Description of Nonconformance:

Disposition of Nonconforming Item:
-

(Technical justification for the acceptability of a nonconforming item,
dispositioned repair or use-as-is shall be documented.)

Corrective Action Request Issued Approved
to Project Manager Date

Date
Approved

Quality Assurance Manager Date

Signed Approved
Project Manager Client Representative Date

'N ranWin Reso._ .,m ,earc_h C_ enter._, . .
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EXHIBIT II

SYSTEM FOR CONTROL OF NONCONFORMING QASD NO.17-1 PAGE 5
REVISION 2 OF 6TITLE: MATERIALS. PARTS OR COMPONENTS

CORPICTIVE ACTION REQUEST

4

TO: . Date:

Prepared by:

Project 9:

Contract 9:

Purchase Order:

Description of Item:

.

Description of Nonconformance:

Reply

.

Cause:

Action to Prevent Recurrence:

Addressee's Representative Date

Action Approved
Project Manager Date

Quality Assurance Manager Date

P-2-~r

b)J Franklin Research C. entera c- or n. r,- . .

. . _ _ , _. . _ . . ._. ._ _ , _ _ _ _ - __
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f-
NONCONFOR'fANCE MATERIAL TAG

t

|

I

|

NON CONFORMING
MATERIAL

NCR#

1
,

t

.

l
,

wn- u-- , -.r.- ..,w--,,.,-n...- n.,-. , , , , - , ~ , - - - . , . - - , , - , , . _ , . - . . , - . . _ . . - - - , - - - - - - - ~ - - - - - - r,--
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[ J Franklin Research Center Date Effective
A Division of The Franklin Institute issued 4_5-82 Date 4-5-82
20th and Race Streets. Phila., Pa. 19103 (215) 44S 1000 Revision Review

Number 0 Date 4-5-84
QUALITY ASSURANCE SYSTEMS 2i Prepared ded.'i 1'd

2 Approved // gghp OA Manager
TITLE QUALITY ASSUPECE RECORDS //,/f g& m,Concurred ,,,,

SYSTDI By Dr. T.S. Hermann. President

1.0 PURPO SE

1.1 This second level document establishes the system necessary for
implementing the requirements of Section 19 of the Franklin Quality
As surance Manual. It was written to implement Criterion XVII of
10CFR50, Appendix B, and the equivalent section of ANSI N45.2 - 1977.

This document is to provide a system for the identification,
re tentio n, retrieval and maintenance requirements involved in the
collection, handling and/or storage of significant records that
furnish evidence of the quality of items and/or activities affecting
quality.

2.0 RESPONSI3ILITIES

2.1 The Sponsor of the project is responsible for clearly defining all
applicable codes, standards and regulations concerning record -

requirements, so that the subcontractor (FRC/FIRL) knows the
appropriate record generation, transmittal and maintenance
requirements to be applied both during work and subsequent to

completion of work.

2.2 The Project Manager is responsible for reviewing the project's
contractual requirements, and determining the Quality Assurance
records which need to be collected, handled and/or stored.

. 2.3 The Quality Assurance Manager is responsible for the following:-

a) Giving guidance to the Project Manager in defining the Quality
Assurance records which need to be collected, handled and/or
stored. Typically, this guidance is given at time of review /
approval of procurement and/or contractual document sign-off,

b) Determining the location and storage f acility configuration
which will adequately satisfy the requirements of ANSI N45.2.9 -
1979.

__ , __
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c) Auditing to ensure compliance with the overall require =ents
defined in Section 19 of the Quality Assurance Manual and this
supporting QASD.

2.4 The Nuclear Engineer'ing Department (NED) Librarian is responsible
for implementing those parts of this instruction which are
specifically described for the NED Librarian.

3 ~. 0 DEFINITIONS

3.1 Record is to be interpre ted as. a Quality Assurance Record, which is
documentary evidence of the quality of an item and/or activity
affecting quality. A document is considered a Quality Assurance
Record when the document has been completed.

4.0 INSTRUCTIONS

4.1 The Nuclear Engineering Department Librarian shall ensure that the
following actions take place in a timely manner:

4.1.1 When a new case is assigned by the Proposals Of fice to the
department, a folder is prepared. Labels showing case
number, sponsor and responsible laboratory are af fixed to
both sides of the file folder.

4.1.2 The new case number, sponsor, laboratory number, scope, and
date are logged in an accession book for the cases.

4.1.3 A catalog card is prepared for the active sponsor file.
Prospective sponsors of cases are interfiled with active
sponsors of projects. Cards are filed first alphabetically ~

by sponsor, and secondly, in numerical order by either case
number or project number.

4.1.4 When a case file becomes inactive, its number in the case
accession book is circled in red. The sponsor case is
removed from the active sponsor file and placed in the
inactive sponsor file. The case number on the file folder
label is also circled in red.

4.1.5 When the sponsor signs a contract the case becomes a project,'

and the project number is added to the listing in the case
accession book. The case folder is relabeled to a project
folder.

4.1.6 The new project number, sponsor, laboratory number, scope and
date are entered in an accession book for projects. The
catalogue card is updated by entering the project number.

#

_
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4.1. 7 When the project terminates:

a) The appropriate number in the project accession book is
circled in red.

b) The sponsor card is removed from the active file and
placed in the inactive sponsor file.

c) The project number on the file folder label is also
circled in red.

4.2 The Project Manager shall ensure that the following actions take
place in a timely manner:

4.2.1 That he is aware of the appropriate Quality Assurance records
that are to be dealt with on a project. This shall be done
by review of the contractual requirements. As guidance the-

Project Manager shall differentiate'between those records
which must be prepared while work is in process, and those
records which must be generated at completion of the work
effort and then retained "by or for the sponsor".

4.2.2 That all appropriate Quality Assurance records are collected
(generated), sent to and received by the NED Librarian with
the following minimum instructions defined to the NED
Librarian:

a) Project involved,
,

b) Classification of record (i.e. , whether it should be
,

retained by Franklin for the sponsor or sent to sponsor),

c) Retention time of record; (i.e., retention time that has
been specified in the contractual requirements of the
proj ec t) ,

d) Verify that the records are those designated and that
they are legible,

e) Final disposition requirements (i.e. , af ter completion of
retention time period and before removal of records from
this controlled environment, the Sponsor and Project
Manager, as a minimum, shall approve in writing the final
dispos itio n) .

(See Exhibit I for an example of the transmittal contral
form that may be used by the Project Manager).

4.3 The Manager of Quality Assurance shall ensure that the following
actions take place in a timely manner:
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4.3.1 Define the records storage location. The location shall be
FRC Room 410.

4.3.2- Define the records storage facility configuration. The
records shall be. stored in a fire resistant safe, UL Class
350-2 Hour (B), Diebold Model 2073.

5.0 CROSS REFERENCES

5.1 Quality Assurance Manual - Section 19

5.2 ANSI N45.2.9 - 1979

6.0 COUNSEL AND REVIEW CONTACT

6.1 Manager of Quality Assurance

7.0 DISTRIBUTION

7.1. Manager of Quality As surance

.
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. ] Franklin Research Center Date errective
A Dwision of The Franklin Institute issued 4-5-82 Date 4-5-82
20th and Race Sueu. Phda., Pa. 19103 (215) 443 1000 Revision Review

0 4-5-84, ,

Number Date
QUALITY ASSURANCE SYSTEMS

E Prepared N4-d T %$/f
Z Approved [ / h y g ,. h y QA Manager

TITLE INTERNAL Q'. ALITY ASSURANCE
/,

2 # -f''Hermann President
AUDIT SYSTEM Concurred i s , , , ,; ,_ ,'

By D r. T.S. ,
,

1.0 PURPOSE

1.1 The purpose of this procedure is to provide an audit plan (checklist)
for verifying compliance with all aspects of t'ae established Quality
Assurance Program, and to determine the effec 1veness of that
program. This system is intended to verify conformance of FRC's
procedures and activities to those prescribed in the Quality
Assurance Manual and related Quality Assurance docu=ents:

1) Quality Assurance Systems Dcou=ents
2) Quality Assurance Procedures
3) Quality Assurance Administrative Instructions.

2.0 RESPONSIBILITIES

2.1 The Quality Auditor, (e.g. the Quality Assurance Manager or his
designated alternate), shall conduct a random audit in accordance
with this plan at least once a year. The Quality Auditor will
establish the random time of the audit, conduct the audit, review
the results, prepare the Audit Report Su= mary (Exhibit I), initiate -

corrective action and conduct a follow-up audit, as necessary, to
ensure the timely completion of corrective action.

3.0 DEFINITIONS

3.1 An audit is a documented activity performed in accordance with
written procedures or checklists to verify, by examination and
evaluation of objective evidence, that applicable elements of the
quality program have been developed, documented and implemented in
accordance with specified requirements.

4.0 INSTRUCTIONS

4.1 The Quality Auditor shall conduct the annual audit using all
portions of the checklist (Exhibit II). The Quality Auditor may
at any time conduct specific project audits using those portions
of the checklist (Exhibit II) which correspond to the applicable
criteria of 10 CFR 50, Appendix B, as defined contractually.
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4.2 All items on the checklist shall be answered YES, No or NI (Needs
Improvement). For all NI nonconformities, give additional information,
including recommended corrective action and person responsible for
implementing the correceive action.

4.3 The Quality Auditor shall contact the responsible person concerning
the nonconfor=ity, and obtain an approved corrective action plan

-including the schedule for completion.

4.4 An " Audit Report Summary" (Exhibit I) shall be used to document:
All nonconformities-

Agreed upon corrective actions-

Designated person responsible for action-

Corrective action completion date.-

4.5 The completed " Audit Report Summary" shall be distributed to the
designated person responsible for the action and to the President
of FRC.

4.6 The designated person responsible for the corrective action shall
sign the " Audit Report Summary" when he has completed the corrective
action and shall return it to the Manager of Quality Assurance.

4.7 The Manager of Quality Assurance shall assure that corrective action
has been completed in a timely way.

5.0 CROSS REFERENCES
_

5.1 Quality Assurance Manual - Section 20.

6.0 COUNSEL AND REVIEW CONTACT

6.1 Manager - Quality Assurance

7.0 DISTRIBUTION

7.1 Manager - Quality Assurance

7.2 Manager of the affected department of section

7.3 Project Manager / Engineer / Technician who is responsible for
implementing the corrective action.
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EXHIBIT I

INTERNAL

QUALITY ASSURANCE
AUDIT REPORT SUMMARY

FROM: Quality Auditor
Date of Audit

T0: FRC President
Department Manager
Project Manager / Engineer / Technician

The purpose of this " Audit Report Sum =ary" is to determine the
effectiveness of Franklin's Quality Assurance Program. (See Quality

Assurance Manual - Section 20 and Supporting QASD No. 20-1.)

Description of' Agreed Upon Responsible Agreed Upon
Nonconfo rmity Corrective Action Individual Completion Date

.

Please sign, date and return this " Audit Report Summary" to the Manager
of Quality Assurance when you have completed the corrective action.

Responsible Individual Date

i

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _
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QASD NO 20-1 PAGE 1
TITLE: INTERNAL AUDIT CHECKLIST REVISION 0 of 18

I Organization Findines

1. Does the organization chart indicate the functional

relationship of the quality. organization to management
and to other groups?

2. Is the organization ' chart current?

3. Are persons performing Q. A. functions independent and
free of production pressure and do they have access to
higher management?

4 Are the authority and duties of persons performing Q. A.
functions clearly established and delineated in writing?

.

.

.

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:
;

nWin Research Cen~ ~ - - - .ter
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II Ouality Assurance Proeram- Findings

1. Is the Assurance Control Program and procedures in the
form of a manual and/or other formal instructions?

2. A're the Quality Assurance Program and procedures supported
i

and approved by management? |

3. Have all QASDs and QAPs been reviewed and approved by the l
Manager of Quality Assurance, and has this approval been done '

within the time frame specified on the document by the ;
review date?

|

4. Have all QASDs been reviewed and approved (concurred with)
by the President of FRC7

|
| 5. . Does the Manager of Quality Assurance maintain adequate |

records to assure proper assignment of document control I

numbers for QAPs and QASDsl I

6. Are " Activities Af fecting Quality" documented. in
instructions, and is the documentation followed under
controlled conditions?

7. Does the Quality Assurance Program recognize the need and ~

provide for special process controls, test equipment, tools
and skills including necessary indoctrination and training
of personnel performing activities affecting quality?

!

8. Does the Quality Assurance program recognize the need and
provide for the verification of quality characteristics I

by appropriate inspection or test?

9. Is the status and adequacy of the overall Quality Assurance
Program regularly reviewed (through audits or other measurement
means) by management that is responsible for the Program's
execution? As a minimum, there should be an annual review
with the FRC President.

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:

M
L3L' FranWin Research C. enterA o aer n. n = =a m ne. 1

l

|-
L_
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j EXHIBIT II

|

[ QASD NO 20-1 PAGE 3
j TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18
|

|

III Desien Control Findings

i 1. Does the Quality Assurance Program require a documented
design control system for translating customer require-
ments and changes into design documents, drawings, or

| operating procedures?

2. Is there a documented procedure for control and distri-
.bution of latest applicable drawings, specifications,

iengineer change orders, and other operational changes?

3. Review the implementation of QASD No. 9-1 with a Project
! Manager. Are there any significant problems?

4. Review the implementation of QAAI No. 1-1 with a Project
Manager. Are there any significant problems?

|

S. Does the Quality Assurance Program require a documented
system for technical verification of design activities
or test lab / engineering evaluation service activities?

6. Review the implementation of QASD No. 6-1 with a Project
Manager. Are there any significant problems?

.

FINDINGS: (NI = Needs Improvement Explanation)

,

|
Auditor: Date:

._nidin Res,e_ arch C_ enter. .

. . . _ - , . _ , . .
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QASD NO 20-1 PAGE 4
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

IV Procurement Document Control Findings
.

1. Does the Quality Assurance Program require a system to assure
that applicable requirements (codes, standards, regulatory
requirements, Quality Assurance Procedures, etc.) are included
or referenced in the purchase order documentation?

2. Does the Quality Assurance Program require that the Manager
of Quality Assurance review and approve all appropriate
procurement documents for inclusion of adequate quality
requirements?

3. Select one project which contractually requires Criterion IV
of 10CFR50, Appendix B, or its equivalent and review the
implementation of any procedures (QASDs or QAPs) which may
have been generated with the appropriate Project Manager.
Are there any significant problems?

.

-

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:

.... Franklin Research Center
A Dewoon of The Fransen insecute
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EXHIBIT II

QASD NO 20-1 PAGE 5
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

|

,

! V Instructions, Procedures and Drawines Findinzs ;

|
'

.
1. Are written procedures, i.e., QAPs and QASDs, available

( to, and used by, individuals performing activities
affecting quality?

2. Are these procedures approved by the Manager of Quality,

i Assurance or his designated alternate?

3. Does the Quality Assurance Program require that these
| procedures include appropriate criteria for determining
; quality?
|-

4. Are project reportable data reported on data sheets,
! travelers, or other similar work instruction forms, and do

they contain Quality Assurance approved inspection or
j examination points?

5. Do indexes or lists exist for quality-related instructions,
,

. procedures, and drawings to establish latest revision and
j status of documents?
,

6. Select one project that contractually requires Criterion VI
of 10CFR50, Appendix B or its equivalent to be met and

| review the project folder for completeness. Are there any -

| significant problems?

,

|

*

,

I

1

FINDINGS: (NI_= Needs Improvement Explanation)
!

,

I

Auditor: Date:
.

r
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EXHIBIT II
i

QASD NO 20-1 PAGE 6;

! TITLE: INTERNAL AUDIT CHECKLIST REVISION O o f 13

!

VI Document Control Findings

1.- Does the Quality Assurance Program require that measures
be taken to establish a system for the control of documents
which prescribe activities af fecting quality?

2.' Select one project that contractually requires Criterion V
of 10CFR50, Appendix B or its equivalent to be met, and,

I review the implementation of QAAI No. 1-1 with the', appropriate Project Manager. Are there any significant
problems?

,

3. Select one project that contractually requires Criterion VI
of 10CFR50, Appendix B or its equivalent to be met, and review
the implementation of QASD No. 9-1 with the appropriate
Project Manager. Are there any significant problems?

|

|

|

.

..

FINDINGS (NI = Needs Improvement Explanation)

,

--

!

Auditor: Date:
.

:. &
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EXHIBIT II

QASD NO 20-1 PAGE 7
TITLE: INTERNAL AUDIT CHECKLIST REVISION O o f 13

VII Control of Purchased Materials, Equiement, and Services Findinzs

1. Does the Quality Assurance Program require that a system
be established to assure that materials, equipment, and
services comply with procurement document requirements?

2. Does the Quality Assurance Program require that the quality
capabilities of procurement sources, including those fur-
nishing special process services, be evaluated prior to
procurement?

3. Is a list of approved sources maintained and periodically
updated?

4. Does the Quality Assurance Program require that source
inspection or audit be performed as necessary to assure
the required quality of an item?

5. Select one project which has contractually required
Criterion VII of 10CFR50, Appendix B or its equivalent to
be met and review the implementation of QASD No. 7-1 or other
Quality Assurance document on this subject with the appropriate
Project Manager. Are there any significant problems?

-

FINDINGS: (NI = Needs Improvement Explanation)

|

Auditor: Date:

Oa,
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EXHIBIT II

QASD NO 20-1 PAGE 8
TITLE: INTERNAL AUDIT CHECKLIST REVISION O o f 18

VIII Identification and Control of Materials,
Parts , and Components Findings

1. Does the Quality Assurance Program require the establishment
of an approved system for identifying and controlling all
appropriate materials, parts, or components?

2. Select one project which has contractually required
Criterion VIII of 10CFR50, Appendix B or equivalent to be
met, and review all approved Quality Assurance documents
(QASDs or QAPs) with the appropriate Project Manager. Are
there any significant problems?

.

.

..

FINDINGS: (NI = Needs Improvement Explanation)

.

.

. Auditor: __ Date:

O
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EXHIBIT II

QASD NO 20-1 PAGE 9
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

IX Control of Soecial Processes Findings

I .l. Does the Quality Assurance Program require applicable
documentation to assure that special processes are
accomplished according to applicable codes, standards, or
other sponsor-designated requirements?

2. Does the Quality Assurance Program require maintaining
qualification documentaton for personnel, processes, and
equipment?

3. Select one project which has contractually required
Criterion IX of 10CFR50, Appendix B or equivalent to be met,
and review any approved procedures (QASDs or QAPs) that may
have been generated in support of this section, with the
appropriate Project Manager. Are there any significant
problems?

.,

i

|

!
-

1

l

|

|
l

|

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:
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4om a.en. n m.a w w.



_

.

EXHIBIT II

QASD NO 20-1 PAGE 10
TITLE: INTERNAL AUDIT CHECKLIST REVISION O o f 18

X Insoection Findings

1. Does the Quality Assurance Program require a documented
inspection system to verify that customer-designated design
requirements are satisfied?

2. Has an inspection system been documented for a project?
For example, are there written approved procedures (QAPs
or QASDs) for receiving, in-process, and/or final product
inspections? -

3. If the answer to 2. above is yes, then select two procedures
and answer the following.

3.1 Do the inspection procedures include appropriate
acceptance / rejection criteria?

3.2 Are the inspection results recorded?
3.3 Are examinations, measurements, or test results

documented and evaluated by qualified personnel?
(In part, qualified means individuals other than
those who performed the work being inspected.)

3.4 Are provisions made for assuring adherence to
customer-specified hold points?

3.5 Are valid statistical Q.C. methods employed and/or is ~

adequate process control monitoring used for items
not inspected 100%?

FINDINGS: (NI = Needs Improvement Explanation)

.

Auditor: Date:

M
L A Franklin Research Center
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EXHIBIT II
.-

QASD NO 20-1 PAGE 11,

TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

XI Test Control Findin2s

1. Does the Quality Assurance Program require that a testing
program be documented when the-testing is required to
demonstrate that structures sy' stems and components will
perform satisfactorily in service?

2. Does the Quality Assurance Program require that the test
procedure include provisions for assuring that all
prerequisites' for the given test have been met, that
adequate tes t: instrumentation is available and used,
and that the test is performed under suitable
environmental conditions?

3. Does' the Quality Assurance Program require that test
results be evaluated / verified by an authorized indi-
vidual to assure that test requirements have been
satisfied?

4. Select one project which has' contractually required
Criterion XI of 10CFR50, Appendix B or equivalent to be met,
and review all approved Quality Assurance documents (QASDs
or QAPs) with the appropriate Project Manager. Are there
any significant problems?

,

FINDINGS: (NI = Needs Improvement Explanation)

#

Auditor: Date:

M'
cd Franklin Research Center
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+ A EXHIBIT II
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A f< QASD NO 20-1 PAGE 12<
- , ,

*

TITLE: INTERNAL AUDIT' CHECKLIST REVISION O o f 18

XIIr Control cf Measurine and Test Ecuipment Findings

1. Does the Quality Assurance Program require applicable
documentation to ensure control of measuring and
test equipment?'

,

2. Does the documented system include periodic calibration of
'

', all measuring and test equipment that is used in quality-
g related activities and/or generates project-reportable data?#2

3:
3, Are calibration standards traceable to the National

Bureau of< Standards?
.; . -

'# 4. . Review the implementation of QASD No.15-1 with the
* Technical Associate. Are there any significant problems?,

I. i 5. Select from the shop floor two measuring or test devices,;

one having an active status and one having an inactive- a

~", status. Review all gage calibration historical records
for completeness and correctness. Are there any

' significant proble,ms?

.

Y

- .

1

-

d

3

.
FINDINGS: (NI = Needs Improvement Explanation)
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Auditor: Date:'

e r

.*.,. g
$2 Franklin Research Center

, . y a w enh.r,.a nm .
. , .

L

i.. .



- .

. .

EXHIBIT II

QASD NO 20-1- PAGE 13
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

XIII Handline, Storace, and Shioping Findings

1. Does the Quality Assurance Program require the documentation
of a system covering handling, storage, and shipping of
material and equipment?

2. Does the Quality Assurance Program require the documentation
in appropriate procedures (QASDs or QAPs) of special
requirements, such as special protective environments , that

'

may be necessary to prevent damage or deterioration of
equipment, etc.?

3. Select one project which contractually requires Criterion XIII
of 10CFR50 Appendix B or its equivalent to be met, and
review the implementation of the approved QASDs or QAPs
which were generated with the appropriate Project Manager.
Are there any significant problems?

, ,

.

.

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:

! h Franklin Research CenterE
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EXHIBIT II

QASD NO 20-1 PAGE 14
TITLE: INTERNAL AUDIT CHECKLIST REVISION 0 o f 18

XIV Insoection, Test, and Operating Status Findings

1. Does the Quality Assurance Program require a documented
system for identifying the inspection, test, or operational
status of parts or components?

2. Select one project which has contractually requir'ed
Criterion XIV of 10CFR50, Appendix B or equivalent to be met,
and review the implementation of any supporting QAP with the
appropriate Project Manager. Are there any significante

problems?

.

.

.

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:

A
Uddd Franklin Research Center
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EXHIBIT II

QASD NO 20-1 PAGE 15
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

XV Nonconformine Materials, Parts, or Comoonents Findinzs
1

1. Does the Quality _ Assurance Program require a documented non-
conforming material control system that provides for docu-
mentation, segregation and disposition of nonconforming
material, and the notification to affected organizations?

2. Select one project that contractually requires Criterion XV
of 10CFR50 Appendix B or its equivalent to be met, and review
the implementation.of QASD No. 17-1 with the appropriate Project
Manager. This review should include such things as: (1)
Is the responsibility / authority for determining the dispo-
sition of nonconforming items defined? (2) Do procedures
provide for acceptance, rejection, rework, or repair and
re-inspection? (3) Is defective or questionable material
always identified as to its status? (4) Do procedures
assure that the sponsor's acceptance or instructions are
obtained on all nonconforming items? (5) Does the procedure
address record maintenance, corrective action, and management
review? Are there any significant problems?

_

4

!

-

FINDINGS: (NI = Needs Improvement Explanation)
1

Auditor: Date:

Uhhh Franklin Research Center
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. EXHIBIT II

QASD NO 20-1 PAGE 16
TITLE: INTERNAL AUDIT CHECKLIST REVISION O- of 18

XVI Corrective Action Findings

1. Does the Quality Assurance Program require that a correc-
tive action systen be documented to assure that the cause
of conditions such as failures, malfunctions, defective
materials and nonconformances is identified and corrected,
unless action to correct the cause of the condition is
determined to be inappropriate?

2. Does the request for corrective action require (1) iden-#

tification of cause, (2) corrective and/or preventive4
~

action,. (3) schedule for completion, and (4) a responsible
individual?

3. Are corrective action requests issued when a quality
problem exists?,

4 Select a project which contractually requires Criterion XVI
of 10CFR50, Appendix B or its equivalent to be met, and

,

review all " Corrective Action Request" forms for correctness
and completeness with the appropriate Project Manager.
Are there any significant problems?-

.

d

i

1

4

FINDINGS: (NI = Needs Improvement Explanation)

Auditor: Date:

|
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EXHIBIT II

QASD NO 20-1 PAGE 17
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

XVII Quality Assurance Records Findines

1. Does the Quality. Assurance Program require applicable docu-
mentation to assure the proper handling / storage of Quality
Assurance records?

2. Is there a system for transmittal of appropriate records
to sponsor?

3. Are records of data generated for a project compiled and
maintained?

,

4 Are typical retention periods defined?

5. Are record storage facilities adequate to prevent loss
by fire, water, or environmental deterioration?

6. Review the implementation of QASD No. 19-1 with the NED
Librarian. Are there any significant problems?

_
<

7. Select one project that contractually requires Criterion XVII
of 10CFR50, Appendix B or its equivalent to be met, and
review the contents of its file folder for completeness.
Are there any significant problems?

.

FINDINGS: (NI = Needs Improvement Explanation)

|
Auditor: Date:

O
%dEnMn Research Center

A Dmwn d ne Frwem mewe



,
7-

e *

/35

EXHIBIT II

QASD NO 20-1 PAGE 18
TITLE: INTERNAL AUDIT CHECKLIST REVISION O of 18

.XVIII Audits Findings

1. Does the Quality Assurance Program require periodic audits?

2. Is there a documented internal audit procedure, and is it
adequate? For example, does the procedure provide for (1) use
of checklist, (2) training of audit personnel, (3) follow-up
corrective action, and (4) re-audit of deficient areas?

3. Does the Quality Assurance Program require audits, to the
extent necessary, of sub-vendor organizations?

4. Are audit results documented and reviewed by management
having responsibility in the area audited?

--
,

,

i
.
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!
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| FINDINGS: (NI = Needs Improvement Explanation)'

Auditor: Date:
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