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PREFACE

The draft of this report met requirements for Milestone 3.1, "Update of Quality

Assurance Project Plan__ as described in Statement of Work TMG-SOW-H-91, Revision No. 0,

in support of the Westinghouse Hanford Company (WHC) Grout Disposal Program. The draft

was revised based on comments from WHC, the program manager, and ORNL QA specialists

and is now being issued as this report.

This Project Quality Assurance Plan (PQAP) is being published to provide the sponsor

with referenceable documentation for work conducted in support of the WHC Grout Disposal

Program. This plan, which meets NQA-1 requirements, is being applied to work performed at

ORNL during FY 1991 in support of this program, lt should also be noted that with minor

revisions, this plan should be applicable to other projects involving research and development

that must comply with NQA-I requirements.
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STATEMENT OF POLICY

The researchdivisionsoftheOak RidgeNationalLaboratory(ORNL) haveestablished

and shallmaintainQualityAssurance(QA) Programsasrequiredforallservicescommensurate

withthe needsand resourcesofour sponsors.The EngineeringDevelopment Section(EDS) of

theChemicalTechnologyDivisionatOak RidgeNationalLaboratory(ORNL) conductsresearch

and developmentactivitiescoveringavastrangeofengineeringapplications.

QA is a management tool to ensure that activities are conducted in a planned and

controlled manner and that there is a gTitten and signed record to support each activity.

Performing quality work and implementing a QA program can only be achieved through a

cooperative effort and commitment tq quality by ali personnel.

It is the policy of EDS to maintain and implement a documented QA program. The

program is designed to meet the requirements of:

1. ANSI/ASME NQA-1 QA Program Requirements for Nuclear Facilities,

2. Department of Energy Order 5700.6B QA, and

3. ORNL QA Procedures Manual

This Project Quality Assurance Plan (PQAP) will be applied to those elements of this

project involving research and development (R&D) performed at ORNL. Compliance with the

requirements of this PQAP, corresponding statement of work, and documents required by the

plan are mandatory for ali employees performing project quality-related activities for this project.

Approved: _ t" _i,'e-t._._... ..-
EDS Head,--
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PROJECT QUALITY ASSURANCE PLAN FOR RESEARCH AND DEVELOPMENT
SERVICES PROVIDED BY OAK RIDGE NATIONAL LABORATORY IN SUPPORT OF

THE HANFORD GROUT DISPOSAL PROGRAM

R. D. Spence
T. M. GiUiam

ABSTRACr

The Project Quality Assurance Plan is being applied to work performed at
Oak Ridge National Laboratory during FY 1991 in support of the Westinghouse Hanford
Company Grout Disposal Program. The plan is consistent with NQA-1 requirements.

1. INTRODUCTION

This Project Quality Assurance Plan (PQAP) sets forth the quality assurance (QA)

requirements that are applied to those elements of the Hanford Grout Disposal Program

(HGDP) support at Oak Ridge National Laboratory (ORNL) project (hereafter referred to as

project) that involve research and development (R&D) performed at ORNL. This is in

compliance with the applicable criteria of 10 LFR Part 50, Appendix B, ANSI/ASME NQA-1, as

specked by Department of Energy Field Office, Oak Ridge (DOE-OR) Order 5700.6B. For this

application, NQA-1 is the core QA Program requirements document. QA policy, normally

found in the requirements document, is contained herein.

The requirements of this PQAP apply to project activities that affect the quality and

reliability/crecfibilityof research, development, and investigative data and documentation. These

activities include the functions of attaining quafity objectives and assuring that an appropriate

QA program scope is established. The scope of activities affecting quality includes organization;

personnel training and qualifications; design control; procurement; material handling and

storage; operating procedures; testing, surveillance, and auditing; R&D investigative activities

and documentation; deficiencies; corrective actions; and QA record keeping. The basic elements

of NQA-1 are listed in Table 1.

2. ORGANIZATION

The Engineering Development Section (EDS) is made up of groups engaged in various

waste management R&D-related activities. These groups are supervised by group leaders who
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Table 1. NQA-1 quality assurance elements

Reference See

ORNL/Energy Systems" indicated
OA OA plan

NQA-1 basic element procedure(s) section

1. Organization OA-L-l-100 Sect. 2

2. Quality assurance program QA-L-2-100 Sect. 3
QA-L-2-101
OA-L-2-103
QA-L-2-105
QA-L-2-106

3. Desig_ control OA-L-3-100 Sect. 4
QA-L-3-101
QA-L-3-102

4. Procurement document QA-L-4-100 Sect. 5
control QA-L-4-101

5. Instructions, procedures, OA-L-5-100 Sect. 6
and drawings

6. Document control QA-L-6-100 Sect. 7

7. Control of purchased QA-L-7-100 Sect. 8
items and services QA-L-7-101

QA-L-7-102

8. Identttieation and QA-L.8-100 Sect. 9
control of items

9. Control of [zrtx:esses QA-L-9-100 Sect. 10

10. Inspection OA-L-10-100 Sect. 11

11. Test control OA-L-II-100 Sect. 12

12. Control of measuring QA-L-12-100 Sect. 13
and test equipment

13. Handling, storage, and OA-L-13-100 Sect. 14
shipping

14. Inspection, test, and OA-L-14-100 Sect. 15
operating status

15. Control of Imm:onf_g QA-L-15-100 Sect. 16
items

16. Corrective action QA-L-16.100, Re,,,. 2 Sect. 17
QA-L-16-102

17. Quality assurance records QA-L-17-100 Sect. 18

18. Audits and surveillances QA-L-18-100 Sect. 19
QA-L-18-101
QA-L-18-102

'EnergySystems- MartinMariettaEnergySystems,Inc.
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report to the section head. In addition, personnel may be on special assignment and report

directly to the section head.

A PQAP is required for each project in order to meet the specifications of individual

projects and sponsors. The need for (and level of) detail reo,aired using this plan is jointly

determined by the project leader, group leader, EDS H_ad, and division QA specialist (QAS)

prior to initiating the project. The decision and rationale for use of this plan are documented by

the ORNL QA mini-assessment (Figs. 1 and 2).

2.1 FUNCTIONAL ORGANIZATION

The responsibilities for implementing the QA program for a specific project lie with the

EDS Head. The EDS Head is responsible to the Chemical Technology Division (CTD) Director

and associate division director, who are responsible to the ORNL Director through the

appropriate associate laboratory director. Functional organizational charts are provided in

Figs. 3 and 4, respectively, delineating the lines of reporting for the EDS Head upward to the

laboratory director and downward for the EDS Head to the key personnel performing the

project work assignments. QA respons_ilities are established in Fig. 5.

2.2 ORGANIZATIONAL RESPONSIBILITIES

This section delineates project organizational authorities and respons_ilities for key

personnel.

A. EDS Head

The EDS Head, hereafter referred to as the se_on head, has overall management

responsibility and authority for cost, schedule, QA, and technical performance of ali activities

performed within the section. The section head reports to the division director through the

associate division director. The section head shall approve project QA plans, purchase

requisitions, travel authorizations, and any subsequent revisions as necessary. He/she may

delegate direct management responsibility and authority for cost, schedule, QA, and technical

performance to the group leader.

B. Group Leader

The group leader reports directly to the section head. The group leader has dire,ct

management respons_ility for cost, schedule, QA, and technical performance associated with

projects performed within the group. He/she serves as the interface between (1) the project for
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Ckem,cal TechnoJo;y Division

©°li

QUALITYASSURANCEASSESSMENTCHECKLISTI

= L_ OAK RIDGE NATIONAL LABORATORY
=mGJ£_" .- - ".E

_._._..;M,NT _O. I,,V ID-., . 1 D,VIS,OI_
PROJECT DESCRIPTION:

i i

_E_:XLIST OF SIGNIFICANT ITEMS:

TaSK Le•air should ¢_le?e a ¢hecKi Isr On reverse side.

RISK DET[RNI NATI 0Na

;A ReDresen?atlve should review ?he ¢heckl Isr and determine (after oonsul?|?lOn with special IsTs and Teak LeaOer

ss needed) l_alr If a tel lure occurs, l_ee the c_nseQms on rating l_¢hhlCal and program obJec-rlves, fundlngw

schedulep publ I¢ and DOE redmlrlcm, hln hlNIIl'h •na Sllltel_t e or 1_e MIvI_IP II II be8
-- . .

E] INSIGNIFICANT ICOMPLrrE PART A ONLYI: _ SIGNIFICANT I¢OMPI.LrTE PART l ONLY)

PART A-- INSIGNIFICANT CONSEQUENCE: PROVIDE THE RATIONALE FOR THIS DrrERMINATION

!"1Nomr_m _m mnm age•reed.
O_ _ Mmm _ _nm_1.
Qow._

..

PART _- SIGNIFICANT CONSEQUENCE: IS THE PROBABILITY OF FAILURE tOW?

_YEE IGHECK RATIONALE BELOW) SINe ICOMPLrrE QAA/P UCN.I_I
.

D Training progrlm an4/or OlNr•?lng proceclures, which will be reviewed and evaluated on • wlo41¢ basis, pre-
viOe r_NmscmeDle ¢cmflaqmcm 1,htr plrsonnel 11114 _lulplamt1" viii be oper•l'ed in • sa4"llfmc'rory manner,

D cluipment will be easily asln_rmlnsblo so project can resume opera?ions wll"hln an eccep111ble ?lH period.
YITII spare pm-rs ore readlly available.

D RedunOancy anti/or back sysl'mms will be provided.

I"1 I-lm nave-a-hlsl_-y of I'e/la_e operalr_°]h • Sillier appllra_rion_ .........

D Reasonable confidence l"h_r s?imciard quill Ity con?tel acl"lons (Inspect"lonsf ?oats, e1"¢.) vi I I be adegua?n I'o
mi?lgm?e fml lure.

CHECKLIST FOLL0tk-UP REYI[W NF.EDI_): D Y[S I"1 NO

If Yea. Ray;ew [_70, ........ . ; Ro•Don|lbl• Parsee:
ni i j ii

APPROVAL
i

I

, .(..[s¢s...sv[ I °''r' I I":'i
DIITRIIUTION : TItS i_, _ _W. 0RNI. _ kWOm 0_eClI_, SlCIIIRI DI_I_RI _ . ;iilll_ Slllly 0li,cir ,0lNfl ;
(Set ORNL PO Pr_m _-L.1-103 for _i_ili_ of fn_|

UCN-_IIII li I'lll

Fig. 1. Frc_t of CTD QA mini-assessment checklist form.



CHECKLISTS

=ndlcace condlClons, c_cerlals, and clrcumscances as appllcable.
Enter "_/A" if not appllcable.

SAFETY

Pressure range (Pa):
Temperature range ('C) :
Electric pover needs: volts amps
Does this project involve:

Fissile macerlall Yes _._ ; No .__ ; Unknown...__
Radioactive isotopes Yes .__._; No .____; Unknovu __.
Hazardous chemicals (i.e., carcinogens, rise=abiea,

oz:Ldlztng or biological agents, proprietary

formulaclons, ecr.) Tea ; No ; Uuknovu.__._
Hazardous equipment (i.e., glass components,

machtn4ry, incense energy generators, ecr.) Tea _._; No ___; Unknown ___.

COST AND SCHEDULE

Total or annual (ind_cacs which) coso of cask $
Is Chs success of ch£s project dependent upon:

OCher Divisions (and chair facilities) Tea.__.; No._; Unknovu__..
Outside concraccors/couulCanCs Yes ; No ; Onknovn_.._.
Craft work (and any special equipment such as Tea ; No ; Unknown..._

cranes, core drillers, lares says, etc.)
Due dace fs: coeq=leClon of project:
Is chs project dependent upon facility availab£1ic7 or

equ£pmenc repair or replacement mach chac ic could ..............

Jeopardize _he above dace? Tea_.__.; No ; Unknovn____
la r_ls cask necessary to (help) aeec a ma_or milestone? Tea ; No._.._.; Unknovn ..---

PROJECT CHAEACTEEISTICS

Is security classification applied co this project? Yes ___.; No__; Unknowu.__
Are accountable amounts of nuclear or prec.tous

maCerlals involved? Yes ____; No_._; Unknown_._
Is collscC£on of measursmenC data involved? Tea ; No; Unknovn
la computer software development involved? Yes ; No ; Unknown__
Are che project characteristics expected co remain

as defined in the Problem Safety Sugary or

.... vork-v1m_unri-I chs end of thr proJect_-...... Tee --'; No.__.;-U_r=
_hac organization(s) needs (or has paid for) _he results?

APPLICABLE QA PROCEDURES
(Consult che CTD _ Manual)

Procedure So. Procedure Name

Fig. I Back of CIT) OA mini-assessment checklist form.
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which he/she has management responsibility, (2) the QA representative (QAR), and (3) the

division QAS.

D. Project Manaeer

The project manager reports directly to the Waste Management Technology Center

(WMTC) manager and through him to the associate division director. He/she serves as the

interface among (1) the project for which he/she has management responsibility, (2) the QAR,

and (3) the division QAS. His/her primaryfunctions and responsibilities are to ensure that the

quality program requirements are satisfactorily implemented. As appropriate, the project

manager will approve the PQAP, project procedures (PPs), and work plans.

E. Project Leader

The project leader may report directly to the section head or through the group leader.

For this particular project, the project leader reports through the group leader.

The project leader prepares the PQAP and has the primary responsibility for and

authority to ensure that ali aspects of the project activities are conducted in accordance with the

written and approved work plans, the PQAP, and project procedures (PPs), and that appropriate

data and documentation are maintained. The project leader shall approve work plans, laboratory

notebooks, purchase requisitions, and receiving reports. The project leader will also secure

PQAP approval by the project sponsor, as necessary.

F. EDS QA Representative

The EDS QAR shall serve as the section interface to the division QAS. He/she shall

consult with and advise EDS personnel, when called upon, concerning the completion of the QA

Assessment Check List and the initiation of occurrence reports. He/she shall also maintain

section QA records and a QA notebook, ensuring that both are complete and current. The

QAR shall serve as a member of the division QA review committee, whose function is to advise

the division director of needs or requirements pertaining to QA.

G. Division OA Specialist

The division QAS shall consult with and advise the EDS QAR and/or the project leader

on ali QA-related activities and, upon request, any work activity conflicting with QA program

commitments. He/she shall maintain and store QA records, as appropriate, in a separate

building. He/she reports functionally to the division director and admini._trativelyto the ORNL

QA manager.

2.3 REIeERENCE

The following ORNL QA procedure is referenced:

QA-L-I-100.
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3. OA PROGRAM

The PQAP shall ensure that ali data and research documentation generated under the

project is traceable and in accordance with project requirements through utilization of this

document, laboratory notebooks, and applicable PPs and work plans. Control shall be asserted

through routine surveillance and internal audits as requested by the section head or the division

director. Corrective actions shall be implemented on a timely basis to correct any

nonconforming item or data and to satisfy findings issued during each audit. External audits by

ORNL Quality Department can be requested. The ORNL Quality Department annually reviews

such audit results and deficiencies by trend analysis to assess the effectiveness of QA program

implementation. When the PQAP cannot be implemented or maintained, the sponsor's

representative shall be notified.

3.1 PROJECT QUAIXrY ASSURANCE PLAN (PQAP)

This PQAP is a concise statement of the applicable NQA-1 elements required to ensure

appropriate project QA.

3.2 TRAINING

Indoctrination and training of personnel performing quality-related activities shall be

provided, as necessary, by a qualified staff member at the direction of the section head. Records

of the training will be made and maintained by the section head as part of EDS quality records.

3.3 PERSONNEL QUALIFICATIONS

Qualification requirements for personnel will be established, and personnel records will be

maintained on file as evidence of compliance with the requirements.

3.4 PROGRAM STATUS SUMMAp.v_

The division QAS is responsible for preparing and issuing a monthly summary of QA

activities as deemed appropriate. The summary may include such items as:

1. changes in organization structure or respons_ilities,

2. changes in the QA plan or procedures,

3. changes in audit and surveillance schedules,
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4. results of internal audits and surveillances,

5. status of corrective actions, and

6. occurrence reports.

3.5 _CES

The following ORNL QA procedures are referenced:

QA-L-2-100,

QA-L-2-1Ol,

QA-L-2-I03,

QA-L-2-105, and

QA-L-2-106.

4. DESIGN CONTROL

This section describes the requirements for design control activities related to R&D

experiments.

4.1 ROUTINE ITEMS

Routine items are those typically applicable in R&D activities. These items only require

rough sketches for their construction. Verification of the design and subsequent modifications

are to be performed as part of the experiments in support of the project objectives. The project

leader will initial the sketches. The initialed sketch will be placed in appropriate files or

laboratory notebooks.

4.2 NONROUTINE ITEMS

Nonroutine items are those that are submitted to Martin Marietta Energy Systems

(Energy Systems) Engineering for detailed drawings prior to construction. For these items,

procedures governing design definition and control are QA-L-3-100, QA-L-3-1Ol, QA-L-3-102,

and QA-CT-3-110. Copies of the manual containing these procedures are kept by the QAR and

section head. Unless otherwise specified, the interface between the project and engineering will

be the project leader. Quality control (QC) related to documentation is the responsibility of

engineering.
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4.3 CONFIGURATION CONTROL

Any activity that involves changes in a safety system requires a documented, approved

change order. Laboratory and pilot experiments require a safety summary. The safety summary

is to be initiated by the project leader and will contain a brief description of the experiment to

be performed, the equipment and materials to be utilized, an identification of the known safety

concerns associated with the experiment, and the mechanical and administrative controls to be

used to minimiTe the risks associated with these safety concerns. The safety summary will by

approved by the project leader, section safety officer, section head, division safety officer, and site

Health, Safety, and Environmental (HS&E) personnel as appropriate. This safety summary

approval is a form of QA design control.

4.4 REFERENCES

The following ORNL QA procedures are referenced:

QA-L-3-100,

QA-L-3-101, and

QA-L-3-102.

5. PROCIJREMEHT DOOJMHNT CONTROL

This section describes the control measures designed to ensure that applicable design

bases and other technical requirements necessary to obtain adequate quality are included or

referenced in documents for procurement of items and services from vendors.

5.1 DEFINH'IONS

Standard Items. These are items or services procured according to the seller's description

or national consensus standards and normally delivered from the seller's stock (off-the-shelf

items) or purchases made using the Accelerated Vendor Inventory Delivery (AVID)

computerized purchasing system. Procurement document control is not required for standard

items.

Special Items. These are items or services procured according to special descriptions and

requirements provided by Energy Systems (the company). They are normally based on
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performance specifications or detailed design drawings and/or specifications provided by the

company. Procurement document control is required for special items.

5.2 PROCURHMI_qT IX)CUMHNTATION

Purchase requisitions shall be initiated by the project leader or his/her designee for all

procured items except for those purchased using the AVID system. These requisitions shaft be

reviewed and initialed by the project leader and the group leader and approved by the section

head or designee. Purchase requisitions involving special items are to be reviewed and initialed

by the QAR.

The purchase requisition shaft contain specific identification and technical requirements

to ensure that the proper item is ordered. In the case of standard items, the manufacturer's

model/catalog number and a brief description is sufficient. For special items, the purchase

requisition shaft contain, as appropriate, a scope of work, technical requirements, QA program

requirements, right-of-access, and documentation requirements.

Changes to purchase requisitions shall be reviewed and approved by the same

organizational positions that approved the original purchase requisition. The requisitioner will

verify, that the contents of the purchase requisition and subsequent changes are accurately and

correctly transferred to the purchase order.

5.3 INSPECTION

Special inspea/on requirements exceeding those routinely performed by the item

recipient and receiving (as defined in Sect. 8) are to be specified on the purchase requisition.

Documentation certifying these special inspections are to provided by the inspector and reviewed

by the item recipient.

5A DOCUMENTATION

A copy of the purchase requisition and aft changes pertaining to it shaft be kept by the

project leader. For standard items, copies of the purchase requisition, purchase order, change

notices, and inspection reports will be kept until the purchased item has been put into successful

use. For special items, such documents will be kept for the lifetime of the project.
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5.5 _CAI_

Upon initiating a requisition for the purchase of any chemical, the requestor will notify

the Site Hazardous Chemical Coordinator of the intended purchase. The coordinator will then

determine the proper Occupational Safety & Health Admini._tration(OSHA) labeling

requirements.

5.6 REFEREHCES

The following ORNL QA procedures are referenced:

QA-L,4-100 and

QA-I.,-4-101.

6. PLANS, PROCEDURES, AND RFX3ORD IX)CUMEN'I_

This section descn'bes the requirements for issuance of approved procedures, work plans,

and record documents for use in implementing activities affecting quality performed by EDS

personnel for this project.

6.1 PROJECWPROCEDURES (l_Ps)

Pis will be issued for the elements of this PQAP that require additional detail,

clarification, or documentation. Ali PIS shall be prepared by the project leader or his/her

designee; reviewed for technical content by an individual(s) selected by the section head; and

then approved by the project leader, the group leader, and the section head. These PIS may be

referenced as appendixes to this section.

6.2 WORK PIAHS

A work plan or statement of work (SOW) will be prepared by the project leader. The

work plan will descn1_ethe work to be performed and all deliverables to the sponsor. The work

plan shall be approved by the project leader, the group leader, section head, and sponsor

representative. Changes to the work plan will be approved by the same personnel in accordance

with SOW No. TMG-SOW-H-91.
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6.3 RECORD IX)CUMEHTS

Record documents for activities associated with the project include appropriate data flies

and/or laboratory notebooks at the discretion of the project leader. Data files may be used for

data too bulky for inclusion in laboratory notebooks (e.g., computer printouts, mass spectra,

etc.). Data files will be clearly identified and labeled.

Project laboratory notebooks will be identified by number and assigned to specific project

personnel on a controlled basis by Laboratory Records for purposes of recording data and

results. These notebooks are bound and are identified by a specific number referenced to the

individual using each book. Each page shall be numbered, dated, and signed upon completion of

documentation on each page. The project leader or appropriate reviewer shall review, evaluate,

sign, and date his/her comments as deemed appropriate by writing in the notebook the pages

covered in the review and the general topic in these pages.

6.4 _C_.

The following ORNL QA procedure is referenced:

QA-L-5-100.

7. DOCIJMENT CONTROL

This section descn'bes the methods and policies for issuance and dism'bution control of

the PQAP, PPs, record documents, and work plan associated with this project.

A copy of the most current revisions to each of the above documents shall be maintained

by the project leader in an appropriate document file. A master index listing for each category

of controlled document should be maintained current with the latest revision number for each

document at the same location. Obsolete copies of documents shall be removed by the project

leader when inserting the most current revision, lt is the responsibility of each individual

u_g a document to check for the most current revision against the master index list before

utili_ng the document to ensure the use of the most up-to-date version.

Review and approval requirements for these documents have been assigned under

Seas. 2 and 6 of this plan.
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7.1 RIgFER.I_CE

The following ORNL QA procedure is referenced:

QA-L,-6-100.

8. CONTROL OF PURCHASED MA'IERIAL, EQUIPMENT, AND SERVICES

This section describes methods and policies designed to ensure that items are procured

from approved sources and conform to specified purchase order requirements.

8.1 APPROVED VENDORS

As stated in Sect. 5 of this document, "Procurement Document Control," most items will

be categorized as standard. Ali requisitions involving standard items shall have a recommended

vendor by the requisitioner for cost reference. As a standard item, there will be significant

historical evidence available to the requisitioner as to the quality of the product and the vendor.

Based on his/her experience with purchasing similar items, the purchasing agent may utilize

another vendor to meet schedule and cost constraints. When another vendor is used, the

purchasing agent will notify the requestor by telephone and receive his/her approval prior to

purchasing the item. The requestor will note his/her approval and date it either by notation on

the original purchase requisition or a memo to file.

Items classified as special in Sect. 5 are typically purchased on a competitive bid basis. In

this instance, bids will be solicited by the purchasing agent from his/her approved vendor list and

vendors supplied by the requisitioner. The bids received will be evaluated by the requisitioner

against the technical and quality criteria as specified in the purchase request. The results of the

evaluation will be approved by the line organization personnel that approved the original

purchase requisition. The section head may appoint a team to evaluate the bids.

8.2 RECEIPT INSP_ON

Upon receipt of the items, Receiving will inspect the items in order to verify that the

number of items received corresponds to the number ordered. Verification will be in the form

of a receiving report, which is a record of inspection, and will accompany the item as it is

distributed to the requestor. The receiving report will contain the date of inspection and the

name of the inspector. Upon receipt of the item, the requestor will verify the accuracy of the

information in the receiving report and the items received with the purchase requisition. If
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either is in error, corrective action will be taken by the requestor. In most cases, this will

require returning the item in question to Receiving, which will, in turn, return the item to the

vendor for replacement, lt is the responsibility of the requestor to verify within 30 d after

receipt that the items function as specified on the purchase requisition. The requestor will sign

and date the receiving report, signifying his/her acceptance of the item.

Special inspections of the item may be required and performed by groups designated on

the purchase requisition. Certificates of conformance or inspection reports will be issued to the

requestor by the il_pector(s). If the special hlspections involve the surveillance and inspection

of the vendor, the certificate of conformance may be in the form of a memo to file.

8.3 DOCUMENTATION

For standard items, a copy of the purchase order, receiving report, and ali related

certificates of conformance are to be retained by the project leader until the purchased item has

been put into successful use. For special items, these documents are to be kept for the lifetime

of the projec_

8.4 NONCONFDRMANCE

Upon verification of a nonconformance, the project leader is to be notified so that he/she

can investigate the nonconformance_ A nonconformance report (NCR) (see Sect. 16) can be

initiated by anyone who discovers a nonconformance, but the project leader is to be notified in

ali cases. It is the respons_ility of the project leader to make certain that the NCR is initiated,

if required. The NCR is processed by the QAR who sends it to the division QAS. The OAS

will enter the NCR into the Energy Systems Quality Information System (F.SQIS) and obtain an

appropriate identification number. The NCR will then be processed in accordance with OA-L-

15-100 and QA-L-16-102.

8.5 REFERENCES

The following ORNL QA procedures are referenced:

QA-L-7-100,

QA-L-7-101,

QA-L-7-102,

QA-L-15-100, and

QA-L-16-102.
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9. IDENTIFICATION AND CONTROL OF MATERIAI_S

This section describes the requirements designed to ensure that only correct and accepted

items are utilized. These requirements will apply to quality-related items, including test

specimens, materials, and samples used for R&D.

Stock materials and laboratory equipment that are adequately labeled or identified by the

supplier and stored such that item identity and status are maintained, do not require any

additional identification controls or markings.

Sample specimens to be used shall be clearly identified and labeled. Resulting sample

evaluation and analyti-':_'_data will be appropriately recorded. The person performing the activity

shall be responsible for ensuring the intended use of the sample and recording the sample

identification and evaluntion data. Samples generated that are submitted to Analytical Chemistry

will be accompanied by a chain-of-custody form (see Sect. 14.2). Any items to be shipped will

require the development of appropriate QA record control. In general, "Shipping"denotes any

QA record control related to shipment.

9.1 REFERENCE

The following ORNL QA procedure is referenced:

QA-L,-8-100.

10. CONTROL OF SPECIAL PROCESS

This QA program element is not applicable under the scope of work established for this

project. Only laboratory data and documentation of results will be routinely generated as a
deliverable.

1L INSP_ON

Process and product inspections., as normally defined for manufactured items, will not be

applicable under the scope of work established for this project. Only data and documentation

f_om technical analyses will be routinely generated.

Receiving inspectionswillbeperformedand documented as delineated in Sect. 8 ofthis

document.
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11.1 REFERENCE

The following ORNL QA procedure is referenced:

QA-L-10-100.

12. TEST CONTROL

This section describes the requirements for executing, documenting, and evaluating tests

that are performed during the acquisition of reportable data under this project.

12.1 PROGRAM RF_,OUIREMEIqTS

Test programs, including specific work plans and/or project procedures, if necessary, shall

be prepared in accordance with Sect. 6 of this document. Instrument calibration shall be defined

and performed in accordance with Sect. 13 of this document. Personnel training will be

performed in accordance with Sect. 3 of this document.

12.2 RF_,CORDEg30.IMEHT

Tests required to verify or evaluate conformance of an item to specified requirements will

be documented in a records document (e.g., laboratory notebook) in accordance with Sect. 5 of

this document. Although document entries are not rigid, entries will supply sul_ficient

information to permit the project leader to document the following: items tested, date of test,

characteristics to be tested, test method employed, person performing test or recording data,

observations, test results, and acceptability.

123 INDEPENDENT TE£21tNICALREVIEW

The requirements addressed _n this section, including characteristics tested, test methods

employed, and evaluation of test results against acceptance criteria, will be documented in a draft

report to the sponsor. Preparation of this report is the responsibility of the project leader.

The report may also be issued as an external publication (e.g., TlM,journal article). The

external report is to be approved by the section head with approval documented by initials or

signature on the document clearance form. Prior to publication, it is required that each report

receive at least two technical reviews by personnel who are independent of the work performed

and qualified to judge its technical merits, lt is the respons_ility of the section head to identify
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reviewers and document the review comments on a technical review form (Fig. 6). These reviews

are to be treated as QA records until publication of the document and will be maintained by the

section head. It is the responsibility of the project leader to resolve ali technical comments

received. The section head or designee shall resolve any disputed comments.

12.4 REFERENCE

The following ORNL QA proce:lure is referenced:

QA-L-11-100.

13. CONTROL OF MEASURING AND TEST EOUIPMENT

This section describes the methods and policies designed to ensure that instruments, and

other measuring and test equipment (M&TE) used for activities affecting quality, are calibrated

and adjusted at specified intervals to maintain accuracywithin n_ limits. M&TE used to

obtain reportable data shall be cah'bratedin accorchmcewith stand_d practices. M&TE incit._les

devices or systems used to cah'brate,measure, gauge, and test in order to acquire research,

developmental, or operational data.

Under the scope of work for this project, oaly insmmlents that have documented

cah'brationby the manufacturer and/or instruments subject to internal calibration may,be utilized

for reportable data. Where poss_le, M&TE cah'brationwill be performed by instrumentation/.

control specialists utilizing industry standards. Where industry standards are not available,

standardswil.]be prepared by EDS personnel for use in verifying that the iums and

instrumentation affecting quality will yield the known data for each stanc!ard utilized. The

standard to be used, calibration frequency, and acceptadce criteria will be stated in a rczord

document (e.g., laboratory notebook), providing directions for analyAng the sumdard. Results
are to be recorded in a record document.

All M&TE subject to calibration, es determined by project management, shall be labeled

to indicate the M&TE status and uni_ae serial number. M&TE used for nondata purposes are

not required to be cah'brated. Where possible, the reference standards utilized shall be traceable

to the National Institute of Standardsand Technology or to other nationally recognized

standarck. At a minimum, M&TE labels shall s_ate cah_ration date, due date, identification

number, and cah'brator's iniS. When the performance of M&TE ts suspect, it shall be
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File No.

EDS DOCI._CENT REVIEW

TO:

FROM:

SUBJECT:

NATURE OF REPORT:

Please review the attached document for clarity, technical accura_, general knowledge, and
objectMty. Feel free to comment on the makeup and mode of presentation, but you need n.-': be
concerned ',,,lth minor grammatical errors (and the like) since the document ",,,illbe submi:te3 for
editorial re,,-iew.

I would appreciate it greatly if you would complete ,,'our review within t-v,,oweeks if,possible and
return the completed form to me. Thank you.

REVIEWER'S RECOM]M_NDATIONS:

IF YOU t-L.-kVEALSO blADE NOTES ON THE MANUSCRIPT, PLEASE CHECK HERE

Comments (use additional pages if necessary): Please indicate if comments are optional sugges:ians
versus mandatory..

Comment# Page#, Line# Suggestions: Optional or Mandate,-y

Fig. 6. EDS document review form.
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REVIEWER_S RECO_IMENDATIONS: (CONT.)

Comments (use additional pages if nece_aD'): Please indicate if comments are optional suggestions
versus mandato_'.

Comment# Page#, Line# Su_estions: Optional or Mandatory

This report should be submitted for publication

__ Unchanged

__ After minor revision (as indicated on returned document)

__ .After major revision (see comments)

Date

Fig. 6. EDS document review form (continued).
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RESPONSE TO REVIEWERS

Please indicale your response 1oeach of lhc mandatory re,Aewcr's comments. Use additional shecl.s
if necessary.

REVIEWER I

Comment .k'dSPage Response
No. No.

REVIEWER 2

Comment _/S Page Response
No. No.

Fig. 6. EDS document review form (continued).
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removed immediately from service, repaired, and/or recalibrated. Inspection of suspect

equipment shall include documentation of "as found" conditions so that the degree of error can

be assessed. When M&TE is found to be out of calibration, it shall be documented; and, where

applicable, an immediate investigation shall be performed by the project leader and section head

or his/her designee to determine the validity of measurements taken since the previous

acceptable standardization was completed. Data obtained during this time interval shall be

accepted or rejected by the project leader based on the investigation. The project leader shall

issue a quality event report described under Sect. 16 of this document ff the validity of

measurements taken since the previous acceptable standardization was completed cannot be

established as acceptable.

13.1 REFERENCE

The following ORNL QA procedure is referenced:

OA-L-12-100.

14. HANDI2qG STORAGE AND SHIPPING

This section describes the methods and policies designed to ensure proper physical care

of materials, test samples, and samples used for R&D whose loss or damage could compromise

program quality objectives.

14.1 HANDIJNG AlqD STORAGE

Shelf-life requirements for standard laboratory items will be adhered to in accordance

with the manufacturer's printed instructions, as applicable. Shelf-life and environmental storage

controls,such as temperature and humidity, as well as safety considerations for standards and

internally prepared samples to be analyzed, will be established by the project leadeL

Samples that present a poss_le radioactive and/or chemical hazard to personnel or the

environment will be identified in the project safety summary for special handling and storage. A

description of the project safety summary and the approvals required is described in Sect. 4.3.

14.2 SAMPLE CHAIN-OF-CUSTODY AND ANALYTICAL SERVICES

As described in SecL 9, samples submitted to Analytical Chemistry for analysis shall be

accompanied by a chain-of-custody form (Figs. 7 and 8). Additional traveler documents,

prescribed by the personnel receiving the samples, will also accompany the samples. Analytical

services will be performed and documented by the personnel performing the analytical service.
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K-25 SITE CHAIN OF CUSTODY FORM

SAMPLER (signature) Dept. Building phone
SAMPLE

REMARKS
TYPE

CUSTOMER Total No.
SAMPLER Sampling Sampling SAMPLE of
NUMBER date time LOCATION cont_

UCN-15487A Signature required on back

Fig. 7. Front of chain-of-custody card.
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Relinquished by:. (Signature) Date/Tune Received by:. (Signature) Date/Time Phone
I I

Relinquished by:. (Signature) Date/Time Received by:. (Signature) Date_une Phone
I I

Relinquished by:. (Signature) Date/Tune Received by:. (Signature) Date/Time Phone
I I

Relinquished by:. (Signature) Date3Time Received by:. (Signature) Date/Tune Phone
I I

Relinquished by:. (Signature) Date_une Received by:. (Signature) Date_Uune Phone
I I

Relinquished by:. (Signature) Date/Tune Received by:. (Signature) Date/Tune Phone
I I

REMARKS:

RETURNTO (checkone):

I__1 ENVIRONMENTAL MANAGEMFJqT, K-1020, MS 402, 6-2510

{_ { SAMPLING MANAGEMENT, K-1004C, MS 440, 4-9609

Back UCIq-D4_A

Fig. 8. Back of chain-of-custody card.
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14.3 WASTE DISPOSAL

Samples will be prepared for shipment in accordance with guidelines from Shipping.

Samples and materials will be disposed of in accordance with the ORNL Environmental

Protection Manual.

14.4 REFERENCE

The following ORNL QA procedure is referenced:

QA-L-13-100.

15. INSPEC'HON, TEST, AND OPHRATING STATUS

There are no "manufacturingand installation" activities applicable to "structures,systems,

and components" being performed under the scope of this project. Thus, this QA program

element is not applicable to this project.

16. QUALITY

This section describes the methods and policies to be used to documen4 evaluate, and

perform corrective action and closeout activities when a quality event is detected. A quality

event is a real-time occurrence that may involve safety, health, quality, security, operational, or

environmental considerations. An occurrence is defined as any of the following:

1. reportable problems, concerns, and adverse conditions or events that have or could have

an adverse or negative impact on safety, environment, health, quality, security or

operations;

2. failure, malfunction, deficiency, deviation, defective item or nonconformance in material,

equipment, process, procedure, or program within Energy Systems;

3. deviations from standard requirements, procedures, or operations, including all safety,

quality, environmental, and operational activities; or

4. occurrences as defined in this section (do not include routine maintenance items,

personnel concerns, or other similar issues that are already covered by existing

administrative programs).
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Ali quality events will be investigated by the project leader and reported to the section

head. Ali events determined by the section head to be reportable as an event/occurrence will be

processed on either a NCR form (Fig. 9) or an Occurrence Reporting System (ORS) Report

form (Fig. 10).

16.1 NONCONFORMANCE REPORT

Events related to receipt of purchased items as described in Sects. 5 and 8 are reported

using an NCR. The corrective action will be the immediate return of the item to the

manufacturer for repair or replacement.

16.2 OCCURRENCE REPORTING SYSTEM REPORT

Ali events not reported using sn NCR will be reported by an ORS Report (Fig. 10). The

section head will make a preliminary determination as to the category (I, II, III, or IV) of the

occurrence. Occurrence reporting requirements and criteria for category designation are defined
below.

Cau:goff I - _. These are events that require an increased alert or activation

status of the plant and possible off-site agencies. Emergency occurrences include those that

could potentially impact the health and safety of employees or the public. Typically, emergencies

involve a release to the environment. These events require immediate (15 min) verbal

notification to the plant shift superintendent, and a written ORS notification report using items

1-14 of Fig. 10 shall follow as soon as practical, but no later than 24 h after categorization.

Catego_, 11- Unusual Ovmxrem_ An unusual occurrence is a non-emergency problem

that has impact or potential for impact on safety, quality, environment, health, security, or

operations. Unusual occurrences must be verbally reported to the plant shift superintendent as

soon as practical within 2 h after being categorized, and a written ORS notification report, using

items 1-14 of Fig. 113,shall follow within 24 h.

Category H1 - Off-Normal Oa:eneaae, Off-normal occurrences are abnormal or

unplanned events or conditions that adversely affect, potentially affect, or are indicative of

degradation in the safety, security, quality, environmental, health protection, or operation of a

facility. A written ORS notification report, using items 1-14 of Fig. 10, shall be made to the

plant shift superintendent no later than 24 h after categorization.



29

(_ NONCONFORMANCEREPORT ir,;t,-.,:..,.--,_,'-.,-- _.--:- sn..t oi(NCR) _- I,- ,,,.,a,,,.o,,,,..,,., ,,..,o,., ,,o.

T0_0e tO_,m ewq_0ag Oo ¢Om4_l_me wa_eR _ o* m,o*o aJ_lo_qrl em, uoo0to _ m,nmouramae g_oom'lm •r cn,_oc_tm'N!*cau J iU/,,b eso_ lm ,_ i a,_o_w •e• o_ ad0t_o4,o _ go a_oaIo_0 oa,m to al_v memm _qn_o0 •oa _,r e_,_ n

"'--I- ......... ,.I.....*'--- I'°'- , ,J"'°°'""
1lA. l[Pl[¢ileli[O WI[OLIINI[MI[NT|I[) ISLE. NONCONIrONMANCI[|I[)

I

1GA, NONCONFORMANCE DIIP(_;ITION 1E8, REMEDIAL ACTIONIS) AND JUSTIFICATION

E:] Im_, i_m,m

r_ -nm_ emm_.)
O a_,. (m .l.,..._)
_l _ImM tm vlaomlO m

D

17. OISPOI[ITtON APPROVAL_

18. CORRECTIVE ACTIONIS) TO PREVENT RECURRENCE

t e D J_:NII_IDWLE O

, 8 A 1 A _ ' 8 "' O"TI[CMNICAL.I[YI[TI[M 18¢. IIIr.ilhQNIIIIILiT*IF ¢a)_OAP_;,O ,

t|. COItlIII[¢TtVI[ _ _.TION AIqDIIOVAI.S

I I i I
20. COST/SCHEDULE DELAY SUMMARY

COST ITEM TOTAL.

• COI[T OI r III[PAIPt III[WORK * the COSt 01 ¢ol'reCtorig fllNlO trio 0elective itims to maki them fit fOr Iritenoeo use.

• COST OF RIrpLACI[M[NT - the COSt oi DroCurnrig IritS instilling I fit stJDstllute tor feile(J iriG ¢lotectlVe items.

• COI[T OI r DI[t.AY . the cost occurririg Ii I FeSult oi aellyS r._luseo DV the rioriconformirice.

• COI[T OI r NEOEISIGN . trig COSt of revising, 0trolling. ehmlriatlrig Or lPDfOvirig the Olsiglrt Of items auO tO noncontormarice.

• COI[T OF CONIii[OUIrNTIAL, OAMAG[ . the COSt Of actual, rioenlrill, tinglDM, 04' iritartgiDJe ¢llmlgl OlreCtiy fillteO

Ii riOnC Orif ofmlriCl.

5'OA TOTA L ¢OlIT iMPACT

WAS I[Ctei[DUL.I[ IMPACTS[iT _ YES -- NO 2DIE. I_HIrDpjL[ IDI[L.AY |OAYI}

ENERGY SYSTEMS QUALITY INFORMATION SYSTEM ATTRIBUTES

21 NI[P. QEIE INO. 5,2. O*t"INfR AII, p_|CAILI[

I lP' AII91_I¢AIL l ii ellM_ iJol_lr_ ON NC_II

!

21. OIJAL,5'_r_ |INI_ICAI"_I_ CAI"mOOmY I 17. PNOJI[CT IqlO. Iii r APPLICADL.I[I
I

28. _ _ r'-' _ PAtitc.A11[_l _ I _ alP' _ INOIntOliqWllOl_TlJOl_

wm._W_mmmvc_u r.mm_'m_u_, m.

NOTS I _4i_ il_mi_r_iE E_ill lildlTA i_m_ I UCN't 14S7 12 3"87)

Fig. 9. Nonconformance Report (NCR).
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ATTACHMENT 2. G$.13.1 :_.Nour
• NOhli:dlltor_ _epl: Pl

@CCURRENCE REPORTING SYSTEM (CF.S) _.;. ".at .-
REPORT FORM

FC_h'.AT .-'._aca.'_2 of t..emsi_ r_e f_i_wsn; e:arr_le _ly ._ei,',l'e¢ is -,¢,-essiry Io _rcvi.ce
a:e¢- _;'e ,.:.J:e /or P#I/ex,._csr,,_r,of r.e,-n.$).

(N,;rne of Faz.Ji/:y)

(Name of Lc.'._:a1._'ySr..eor C,r;ar,.:a',;_)
qlt

';i,.'_e: Tr,le: -e:..,=_=_e ',;o.:

Facii,.'ytd,lr,a;er

(Ori;inar_r)

I. OCCURR-NC-'_ :-=_._T ._U.V,._=..R

2. STATL:S R=_.PC_,T:A.-_,(Che"..kOne) _ 3. OCCURR-NCE CATEGCRY

[ ] Nc,:_,:;:_n [ ] =_mer;en.-"y
[ ]_.-:zy [ ] Un;st;aJO:---,_en:e
[ ]Rr,aJ ...... [ ] O_-Normal

4. _IV;S_ONO,_ ..... t-r-.,,=.,T (=.he_or..e) [ ]CE [ ]DP

I ] F-: [ ] _w
[ ] mz

5. FACILITY. $Y$I'___1,3L_3., $. PIJ,.'_T 7. _AT" AN_ Ti)_¢..OCCURRSNCE
CR ,=OUIPI_ENT: ARC.A: D:SC_VE._-'-'_: "

8. DATE A.N._Ti}:'-- 9. DATE AND TIME OF D_E _0. _ATE AN'_ Tit.'.= OF OT:-Ir-R
OCCURR_.NC_...'AT-GCR:Z_=D: PRO3RIJ,4 NOTIFICA_ON: NOTIFICATIONS

_I. $U=_,j._CTOR -.".=_ CF OCCURRENCE:

"3. OP=,.._A,Ti_3 CC',_;T_._P;$ CF FACILITY AT ,"lt/.E CF OCCURRENCE:

•4. IP_P,;=,._;AT"ACT,._';$ TAKEN AN._ _E_;LJLTS;

Fig. 10. Occurrence Reporting System (ORS) report form.



31

ATTACHMEJ_T 2. GS-13.1 (c_ntlnue_) Occur_n_ I_epon
OCCURRENCE REPORTING SYSTEM (ORS) =a;, _ D,.__

REPORT FORM

OCCURRENCE
R_.PORT NUM_F.R:

Re;:>OrlDale:

".5. CAU$-_:

_'._,_'_C_,__.__-_:(r-..a,-kon;y o_e)

Design tJ.aler'.aJ Pe.'$Dnnll Proce:lure O:her l.

E_PLA:N:

Co_r_,_,,_.__-C_,,_._,_-'_,_:._esi;n l,'a:er;aJ Pe.-sonnel ......

-_XPLAiN:

-_o_' C_u,,_: Prcce,3_e Traini._ Management Fe:s=nnel

Desert _____._ t_a:er_a] ,,
EXPLAIN:

6. D._SCRI_TiON OF CAUSe.:

• S. :S FURTHSR ¢"%'ALUATI_NR= 3 U:R_ 71 Y_ _o

IF YES. 3-'..FOREFUR_-.15.=ICP-.=.ATI._N: Yes _ No

IF YES.._Y Wi-IOM?

WH = _ ?

Fig. 10. OCCUrrence Reporting System (ORS) report form (cominucd).
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ATTACHMENT 2. GS..13.1 (contlnued) _:.-ur-o,_=. _,p=a
OCCURRENCE REPORTING SYSTEM (ORS) _a;* :"=_

REPORT FORM

OCCU._RENCE
REPORT NUMBER:

Rein Dlle:

_.9. C_RR-3C,'IVE ACTION:

T_ken: .... Re-:ommenS.,,,cf: To F.e Su.;:,%:_".._.....__

29. IMPACT ON ENVIRONMF_NT.SAF=i-'TY, AJ_._NEALTr.i:

21. PROG.=,/JJMA,"IC IMPACT:

2.2. IMPACT UPON CODES AND STANDARDS:

23. FINAL =-'VALUATION/_ND LESSONS LEARNED:

;.4. $1MILt..ROCCURRENCE REPORT NUM3ER$-

25. SI-_;ATURES:

Ap;_mv.--'Jby: --

Fa.-iiP.¥I.'a.',a;er (Name. F,-$#;on) Date:

Rev;ewe¢.._/: _ _ale:
D3E Fa:ii;.,yRep;esemalive (Name. ,:c=,'.;on)

-- Ca:e:
_,,,.: .:r:>;-a_. Ma.'.a;er , '_'a..-.e..-'cs,'.,=,':/

Fig. 10. Occurrence Reporting System (ORS) report form (condnucd).
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ATTACHMF..NT 2. GS-13.1 (continued) o:=ur,_,:, _epo_
OCCURRENCE REPORTING SYSTEJJ! (ORS) _a;e, D:__

REPORT FORM

OCCURRENCE
REPORT NUh/.BER:

Reporl Date:

DOE FACIU,"qlPREPRESEN'i'A_V_ INPUT

•.=. '_C=..FAClUTY Rr.Pm=S=N, ATI_,= I_PUT:

_.7. En'ePe.cfby: i_a:e:

P_ameo; DOE Fa:ii_ Re._resen:.ative

Rg. 10. Occurrence Reporting System(ORS) report form (continued).
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Ctte_ry IV - Non-Routine Occatreac_ If an occurrence does not meet the criteria of

any of the previous categories but meets the definition of an occurrence, then it is considered a

Non-Routine Occurrence, category IV. Non-Routine Occurrences typically do not require a

detailed evaluation, and the corrective action, if required, is apparent without further

investigations. A written ORS notification report, using items 1-14 of Fig. 10, shall be made to

the division QAS as soon as practical.

16.3 INVES'HGATION REPORT

A follow-up investigation report shall be submitted to the facility representative within 7 d

of reporting the occurrence for ali category I, II and HI occurrences. This report shall include

completed items 1-24 of Fig. 10. This report will be completed by the responsible line

organization as determined by the plant shift superintendent. Where CTD is determined to be

the respons_le line organization, the report is to be p_epared by the section head or his/her

designee and the project leader.

16.4 REFERENCES

The following ORNL QA procedures are referenced:

QA-L-15-100,

QA-L-16-100, and

QA-L-16-10Z

17. CORRECTIVE ACHON

This section descn'bes the methods and policies for documentation and implementation of

corrective actions for conditions adverse to quality. These conditions shall be those documented

on a QA form. The process for initiating a QA form, processing the form, and performing the

inv_tigation necessary to determine the appropriate corrective action, if any, is descnl_! in Sect.

16 of this document.

17.1 QA FORM REVIEW

The division QAS and/or ORNL QA periodically reviews NCRs and ORS reports (at least

annually) to analyze for quality trends and root causes of deficiencies. The trend analyses are

reported to the division director and ORNL management for review and assessment.
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17.2CORRECTIVE ACTION REPORT AND STATUS (CARS)

"lhcsectionheadshallevaluateeachreportednonconformanceandcategoryI,II,orIII

qualityeventrelevanttothisprojectandmake a documentedappraisalforimpacton cost,

schedule,safety,health,environment,orreliability/credibilityofdata.'lhcre.sultsofthesection

head's evaluation shall be documented in a letter, transmitted with a copy of each quality event

report to the sponsor's representative within 14 d of the quality event occurrence. Verbal

notification shall be made to that representative within 48 h of the event's occurrence if the

section head determines that the results are significant. The CARS form (Fig. 11) will be used

for reporting evaluations, corrective actions, and corrective action status.

A CARS form is required for ali reported quality events requiring corrective action. The

_on head or his/her designee shah initiate the CARS form and transmit it to the division

QAS, who is responsible for logging and tracking the form until successful resolution of the

event. The section head or his/her designee will verify that satisfactory corrective action has

been completed, sign, and date the form. Final distribution shah only be made after the final

acceptance lines are signed and dated by the division QAS and project sponsor's representative,

as necessary. A copy of the approved and signed reports will be maintained by the project
leader.

17.3 REFERENCES

The following ORNL OA procedures are referenced:

QA-L-16-100, Rev. 2 and

QA-L-16-102.

18, OA RECORDS

This section descn'bes the methods and policies used for identification and maintenance of

QA records, lt applies to completed records required to furnish objective evidence of the quality

of data and documentation to be furnished under this project.

l&l RECORDS INDEX

The project leader shall issue and maintain a master QA records/file list identifying each

category of records to be maintained as a QA r_,_ordfor this project. The section head or

designee will approve the list. Each category of records on this list will be assigned a unique

index file number that will be cross-referenced to the QA record category. An example of this

list and the appropriate form is shown in Fig. 12.
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W.f4ES/ORNLICTD

CORRECTIVE ACTION REPORT AND STATUS

CORRECTIVE ACTION SOURCE Initiatioa Date:

(spcciry):
(^ucl_c #, NCR #, S_Lm:illu_ #, _ Rcport #, or O_h_)

FINDING AND/OR RECOMMENDATION:

SoakmHind OAS
CORRECTIVE ACTION OR ACTION TO P_ RECURRENCJD

RESPONSIBLE PI_SON(S):

SCHED. COMTLETION DATE: REVISED COM_LE'rION DATE;

CommittoCo_ Ag=ion: Dbtn'bution:

Accept and UnderstandTask:

Concurrcocc:

Divi,kmA'mlpt=OAS _ Dm.=_ _ IF.=a=t=l Tn,ck_ Numtx=-

. STATUS:_ ........ • ........

Dism'butioa:
COP,REcrTvE ACTION COMPLETED:

Rmpoma_ r=rm= Dm=

vcri_od_ Admowk=dgod_._
•" OAS Dsa=

C_rcd i=¢

DamBm¢,Dme ByWlmm

Fig. 11. C_rrective Action Report and Status (CARS) form.
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18.2 RECORDS CONTROL

The project leader shall provide a copy of the designated records on the list within 30 d

after record completion to the division QAS for controlled access, maintenance, and storage in a

separate building. A sign-out log shall be maintained by the QAS for records released from

his/her area.

18.3 FINAL DISPOSITION OF RECORI_

The records on the master QA records/file list will be stored for a period of 90 d after

project completion. For this project, project completion is defined by the delivery of Milestone

9.3, "LetterReport Describing Preliminary Identification of Dry-Solie .Blend Components

Which Merit Additional Study"(TMG-91-017, Appendage to TMG-SOW-H-91, Rev. No. 0 for

FY 1991).

Upon completion of the project, the project leader will transmit a letter to the project

sponsor concerning retention of the QA Records. The sponsor representative will respond to

this letter within 30 d. If the sponsor requires longer record retention, the project leader will

transmit copies of the records to the sponsor for storage. The sponsor's representative will

transmit documentation verifying receipt of these records to the project leader within 30 d after

receipt of the records. This documentation is to be placed in the laboratory notebook assigned

to the project. After receipt of these records has been documented (or the 90-d period expires),

copies tr_intained by ORNL staff will be discarded.

18.4 LABORATORY NOTEBOOKS

It is the responsibility of the project leader to ensure the safe, temporary storage of

laboratory notebooks assigned to this project, while they are in use. While in use, laboratory

notebooks are working documents; when no longer in active use, they become completed QA

records. At that time, these notebooks will be returned to Laboratory Records to be stored for a

period of 25 years. Prior to the transfer of the notebooks to Laboratory Records, the project

leader will transmit a letter to the sponsor representative indicating the notebook numbers. The

sponsor will provide documentation verifying receipt of this letter, within 30 d, to the project

leader. This documentation is to be placed in the laboratory notebook and the notebook(s)

transferred to Laboratory Records.

18.5 REFERENCE

The following ORNL QA procedure is referenced:

QA-L-17-100.
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19. AUDITS AND SURVEILLANCE

This section describes the methods and policies designed for planning, performing, and

reporting audits and surveillance activities to verify compliance with all aspects of the QA

program and to determine programeffectiveness. The requirements of this section apply to

internal audits and surveillance activities initiated by the CTD. Audits and surveillances will be

required when deemed necessary by line management or by the OAS.

19.1 IN'TFJtNAL &UDITS

Audits shall be performed as needed by using project/programdcu=amentsand highlighting

the items to be verified and/or compiling checklist questions. Audit results shall be documented

in a report that will be issued on a timely basis by the QAS. This report will provide the status

of items that were verified during the audits. Copies to the audit reports shall be distributed "

the project leader, group leader, section head, associate division director, division director, and

sponsor representative.

19.2 SURVHKJ..ANCE

The section head is respons_le for establishing a surveillance program for this project in

consultation with the OAS, OAR, and project leader. Surveillances will be conducted by the

section head or individuals designated by the section head.

The project leader shall provide a technical progress summary of this project on a

monthly basis. The section head shall review the progress report and document the results in

the EDS monthly progress report. At a minimum, quarterlysurveillance of work activities shall

be conducted by the group leader or his/her designee and documented in a laboratory notebook.

The group leader or his/her designee shall sign and date the documented results. The group

leader or his/her designee shall supply documentation of the surveillance to the section head in

the form of a memo.

19.3 REFERENCES

The following ORNL QA procedures are referenced:

QA-L-18-100,

QA-L-18-101, and

QA-L-18-102.
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