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1.0 MANAGEMENT COMMITMENT AND ORGANIZATION 

1.1 Statement of Management 
Position on Quality 

IT Corporation (IT) · is committed to 

providing quality services for environmental 

management; services which meet the needs 

of our clients, satisfy regulatory 

requirements, and are commeDS11,l'atc with 

the current state of the art. To satisfy our 

clients' quality objectives, to meet 

regulatory requirements, and to comply 

with IT corporate-wide requirements, IT 

Analytical Services (IT AS) Division has 

adopted a comprehensive Quality Assurance 

(QA) Program. The principles and practices 

of the Program apply to every associate at 

every level within IT AS; they are 

fundamental to the way we do business and 

to the services we provide. 

This Quality Assurance Management Plan 

(QAMP) is an overall statement of Program 

policy. It provides guidance to IT AS 

associates in fulfilling their responsibilities, 

and serves as a statement to external parties 

of ITAS' commitment to quality. 

Implementation of the QA Program is the 

responsibility of all IT AS associates. 

Management at every level has the 

commitment, duty and authority to lead the 

development _and implementation of a 

structured management system that provides 

the framework to support the QA Program. 

Management will assure the principles and 

practices of the QA Program are followed 

and implemented. 

Quality Assurance/Quality Contro l 

Coordinators (QA/QCC) are assigned in all 

ITAS operations to verify that the QA 

Program is implemented as intended by the 

associates performing the work on a daily 

basis. Each QA/QCC has the authority and 

duty to stop work if and when necessary to 

satisfy QA Program requirements. 

' To verify that the QA Program is 

successfully . implemented, independent 

assessments are directed or conducted by 

the Division Director, QA/QC. In addition, 

the operations are subject to assessments by 

the Vice President, Quality and Health 

Services and by vanous regulatory 

authorities and other outside agencies. 

1.2 IT Analytical Services Division 
Organizati~nal Structure 

The organi7.ational structure for the IT AS 

Division is displayed in Figure 1.2-1. The 

roles of the members of that organi7.ation 

are outlined in Section 1.3. 
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1.3 Quality Organization 

The achievement of the necessary quality in 

all activities is the responsibility of each 

IT AS associate led by management 

Quality related responsibilities within the 

operational unit provide for the 

implementation of the QA Program and 

completion of Quality Control (QC) 

activities. The following sections describe 

these activities for key IT and IT AS 

positions . The quality related 

responsibilities may be reassigned by 

dividing the activities among different 

individuals or enhanc.ed by adding 

activities, but they may not be eliminated. 

1.3.1 Vice President, Quality and 

Health Services, IT Corporation 

• Reports directly to the Chief Executive 
Officer (CEO)~ IT Corporation 

• Approves the IT AS QAMP and the 
ITAS Operation-Specific QAMP 

• Provides independent QA review by 
participating in or conducting 
assessments of IT AS operations 

• Participates in finding solutions to 
quality problems not readily resolved 
within IT AS. 

1.3.2 Vice President, IT Analytical 
Services, IT Corporation 

• Reports dj.rectly to the CEO, IT 

Corporation 

ITAS QAMP 
Section No.: 1.0 
0. IMmd: Decanbcr 20. 1984 
Rnision No.: 2 
Dare Revised: July I, 1993 
Page 2 of 5 

• Approves the ITAS QAMP, the ITAS 
Operation-Specific QAMP, and ITAS 
Manuals of Practice (MOP) 

• Assumes the ultimate responsibility for 
the QA Program within the ITAS 
operations 

• Assigns specific quality-related 
responsibilities within the operating 
Ulllts to the IT AS Laboratory and Field 
Analytical Services (FAS) Directors 

• Periodically determines the effectiveness 
of the QA Program, recommending 
changes to the Division Director, 
QA/QC 

1.3.3 Division ·Technical Director, IT 

Analytical Services 

• Reports directly to the Vice President, 
. IT Analytical Services 

• Maintains current information on 
regulations and approved methodologies 
performed by IT AS laboratories 

• Acts as a technical consultant, 
interfacing with the Division Director, 
QA/QC for quality related issues to 
assure tmiform technical excellence 
across IT AS operations 

• Provides guidance and training to all 
Laboratory Technical Directors 

• Approves the ITAS QAMP, the ITAS 
Operation-Specific QAMP, and ITAS 
MOPs. Also reviews other quality and 
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technical documents produced by IT AS 
for accuracy, completeness, and 
applicability to relevant technical goals, 
regulations and methodologies. 

• Guides implementation of the QA 
Program through training programs 

1.3.4 Division Director, Quality 

Assurance/Quality Control, IT 

Analytical Services 

• Reports directly to the Division 
Technical Director with a . Quality 
Assurance "dotted line" responsibility to 
both the Vice President, IT Analytical 
Services and the Vice President, Quality 
and Health Services, IT Corporation 

• Reviews and approves ITAS QA 
documents 

• Approves the ITAS QAMP, the IT AS · 
Operation-Specific QAMP, and ITAS 
MOPs 

• Provides guidance and training to all 
laboratory QA/QCCs 

• Oversees independent assessments 
(audits) of IT AS laboratories to identify 
areas where improvement is needed to 
comply with the QA Program 

• Verifies completion of corrective actions 
required to --ooffCCt .. -nonconformances 
identified during assessments 

• Acts as the focal point for improvements 
and changes to the QA Program, 
approves and initiates these changes 
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• Discusses unresolved nonconformances 
identified during assessments or brought 
to the Director' s attention by the QA 
staff for resolution with the IT AS 
Operational Directors, Vice President. IT 
Analytical Services and/or IT Vice 
President, Quality and Health Services 

• Suspends further processing in 
operational units out-of-control until the 
nonconformance is corrected 

1.3.5 Division Operations Director, IT 

Analytical Services 

• Reports directly to the Vice President, 
IT Analytical Services 

• Approves the IT AS Operation-Specific 
QAMP 

• Assumes responsibility and provides 
resources for implementation of the QA 
Program within the operational units 

• Assigns specific quality-related 
responsibilities within the operational 
units to resolve problems 

• Periodically determines the 
effectiveness of the QA program 

1.3.6 Laboratory or Field Analytical 

Services Director · 

• Reports directly to the Vice President, 
IT Analytical Services with operational 
responsibility to the Division Operations 
Director 

• Implements the QA/QC Program within 
the operation '" . _) 
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• Oversees QA/QC training of staff 

• Approves quality related documents 

• Approves the ITAS Operation-Specific 
QAMP 

• Periodically determines the effectiveness 
of the QA/QC Program within the 
operation 

• Responsible for the issuance of analysis 
reports for the operation 

• Maintains adequate staffing as 
documented on organiz.ation charts 

1.3. 7 Laboratory Staff 
The quality related responsibilities for the 

remaining key positions, listed below are 

detailed in the IT AS Operation-Specific 

QAMP. 

• Laboratory Systems Manager 

• Laboratory Project Manager 

• Laboratory Operations Manager 

• Laboratory Quality Assurance/Quality 
Control Coordinator 

· • Laboratory Technical Director 

• Laboratory Group/ream Leader 

• Laboratory Analyst 

• Laboratory Sample Custodian 

ITAS QAMP 
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• Laboratory Document Control 
Coordinator 

• Laboratory Data Reporting Staff 
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2.0 QUALITY ASSURANCE PROGRAM DESCRIPTION 

2.1 Introduction 
IT has defined Quality as "meeting the 

requirements of our clients, both internal 

and external". To achieve Quality, a Total 

Quality Management (TQM) process has 

been established and is being implemented 

throughout the company. Part of this 

implementation is through Division QA 

Programs. 

It is the purpose of the IT AS QA Program, 

as expressed in this QAMP, to provide data 

which are of known and acceptable quality. 

To achieve this, a system is described 

which controls: 

• Preservation of samples 

• Receipt and handling of samples 

• Processing and analysis of samples 

• Analytical equipment 

• Data verification 

• Data reporting 

• Records management 

• Management review 

IT AS recognizes that all laboratory and 

field associates affect data quality. This 

QAMP has been prepared so that all IT 

associates will be cogniz.ant of the policies 

adopted by IT AS for the production of 

analytical data, and will be aware of their 

responsibilities. This QAMP is 

supplemented by an Operation-:Specific 

QAMP which describes in greater detail the 

· QA Program in each ITAS operating unit. 

Specific implementation instructions for 

quality practices are documented m 

operation-specific Standard Operating 

Procedures (SOPs). SOPs are further 

described in Section 7 .1. 

As cross referenced in Table 2.1-1, the 

IT AS QA Program m~ the intent of the 

basic requirements of: 

• Interim Guidelines and Specifications 
for Preparing Quality Assurance Project 
Plans. QAMS-005/80, Office of 
Monitoring Systems and Quality 
Assurance, Office of Research and 
Development, United States 
Environmental Protection Agency, EPA 
600/4-83-004, February 1983. 

• Quality Assurance Program 
Requirements for Environmental 
Programs, American Society for Quality 
Control, Energy Division, Environmental 
Waste Management Committee, 
ANSI/ASQC-E4-19xx (Formerly EQA-
1 ), July 1992. 
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• Quality Assurance Program 
Requirements for Nuclear Facilities, The 
American Society of Mechanical 
Engineers. ANSI/ ASME NQA-1-1989 
edition. 

• Ouality Assurance, Office of Nuclear 
Energy & Office of Environmental 
Safety and Health, United States 
Department of Energy, DOE ORDER 
5700.6C, August 1991. 

• Performance Criteria for Radiobioassay, 
ANSI N 13.30, September 1989. 

• Measurement Ouality Assurance for 
Radioassay Laboratories, ANSI N 42.2, 
Revised May 21, 1992, Revision 1 0A. 

• Quality Systems-Model for Quality 
Assurance in Design/Development. . 
Production, Installation, and Servicing. 
ISO 9001 (ANSI/ASQC Q91-1987). 

For the purposes of this QAMP, the ITAS 

Quality System is composed of quality 

assurance and quality control activities. 

These terms are defined and used as 

follows: 

• Quality System - "The collective plans, 
activities, and events that. are provided 
to ensure a product, process, or device 
will satisfy given needs." ANSUASQC 
Standard AJ 

• Quality Assurance - "All those planned 
or systematic actions necessary to 
provide confidence that a product or 
service will satisfy given 
needs." ANs_UASQC Standard AJ 
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• Quality Control - "A process which 
measures actual quality performance, 
compares with standards, and acts on the 
difference!" Juran, 1974 

2.2 Objectives of the Quality 

Assurance Program 
The overall objective of the QA Program 

for IT AS operations is to provide data of 

known quality that meet client 

requirements. In general, to accomplish 

this, each operating unit .must: 

• Maintain an effective, ongoing Quality 
Control (QC) Program to measure and 
verify laboratory performance. 

• . Meet data requirements for accuracy, 
precision, and completeness through the 
use of proven methodologies. 

• Provide sufficient flexibility to allow 
controlled changes in routine 
methodology to meet specific data 
requirements. 

• Monitor operational performance of the 
laboratory on a routine basis and 
provide corrective action as needed. 

• Recognize and promptly correct for any 
factors which adversely affect quality. 

• Maintain complete records from sample 
submittal through laboratory analysis, 
data verification, reporting, and sample 
disposal. 

In order to meet these objectives, two levels 

of management controls are required. 
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Controls at the organizational level include 

all ~vities that support common or 

standardized· functions such as associate 

qualifications and training, document 

control, and material procurement. Controls 

at a project level consist of the project­

specific QA program activities necessary t6 

produce the desired · type and quality of 

product. 

TTAS QAMP 
Section No. 2.0 
0. lniliad: Dea:rnber 20. 1984 
Revision No. 2 
Dm Revised: July I, I 993 
Page 3 of 7 

I 
· .,_,./ 



ITASQAMP 
(ReY.1) Ii OS 

QAMP(Red) 

I Mana1e~nt 
Commilnicnt 
and 
Or1anizalion 

2 Quility 
. Assurance 

Proaram 
Descriplion 

l Auoclale 
Tralnlna and 
Qualificllion 

4 Procurement of 
licms and 
Services 

TABLE 2.1-1 

011.11.709 n 1u9 · 
1 H :J, .. dr ..... u n l 

.. 

ITAS QUALITY ASSURANCE MANAGEMENT PLAN REQUIREMENTS MATRIX 

ITASQAM ANSIIASQC 
(REV I) E4-19u 

2 Laboralory Al Mana1emcn1 
Oraanlzalion Committncn& and 

Or1aniu1ion 

I ln11oduclion A2 Quali1y 
Assurance 
Pro1ram 
Description 

l Standard 
LaboralOry Praclicc 

16 Trainina Al Personnel 
Trainin1 and 
Qualification 

4 Material AS Procuremelll of 
Procurement and liems and 
Control Services 

L~J 'L:'.~ L .. J 

QAMS005/II NQA·l 

5 .04 Projecl I Or1anizalion 
Oraaniu1lon and 
Responsibility 

5.0J Projecl 
Descriplion 

NIA 

NIA 

l. .. j 

2 Quality A11urancc 
Pro1ram 

2 Qualily Auurance 
Proaram 

4 Procurement 
Documelll Control 

1 Control of 
Purchased lu:ms 
and Services 

Table 2. 1-1 
Page I of 4 

5700.6C ANSI NU.30 

NIA I . I ln&roducllon 

1.2 Purpose 

l .l Scope 

I Pro1ram 2.1 Special Word Usa1e 

2.2 Specific Terms 

u Qualily Assurance 

5.2 Quality Control 

2 Penonnel Tralnlna l .2 Personnel 
and Qualillcatlon Preparation 

1 Procurcmelll NIA 

. l l 

• 

ANSI/ASQC 
QH-1917 

(1S0-9001) 

4.1 Managemcnl 
Rcsponsibilily 

4.2 Qualily Syslem 

4.18 Training 

4.6 Purchasing 



i _ 

ITASQAMP 
(Rn.Z) Ii OS 

QA.MP(Rn.0) 

s Document 
Control and 
Records 

6 Use or 
Computer 
Hardware and 
Software 

1 Work Processes 
and Operations 

TABLE 2.1-1 ·-

ITAS QUALITY ASSURANCE MANAGEMENT PLAN REQUIREMENTS MATRIX 

FrASQAM ANSI/ASQC 
(REV I) M-1911 

I lnlroductlon A6 Document 
Control and 
Records 

12 Records 
Mana1ement 

IODall Verifkation A7 Use or Computer 
HardwaRand 
Sortware 

9 Analytical Al Work Processes 
Procedures and Opcra1ions 

14 QA/QC Audlh Bl Plannin1 and 
Scopin1 

Bl Desi1n ol Data 
Collection 
Opcra1ions 

QA.MS 005/10 NQA•I 

S.01 Tille Pase 6 Document Control 

S.02 Table or Contents 17 Quality Assurance 

NIA 

NIA 

Records 

3 Dcsi1n Control 

11 Test Control 

. . I Orsanlutlon 

s Instructions, 
Procedures, and 
Drawin,s 

IO Inspection 

14 Inspection, Test 
and Opcratin1 
Status 

Table 2. 1-1 
Page 2 of 4 

5700.6C ANSI Nll.30 

4 Documents and 3.6 Direc:t Bloassay-
Records Record Retention 

4.S Indirect Bioassay-
Record Retention 

NIA NIA 

s Work Processes 3.1 FacUky Criteria 

6 Dcsi1n 

I Inspection and 
Acceptance Testlns 

l l 

ANSI/A.SQC 
Q91-1917 

(1S0-9001) 

4.S Document 
Conlrol 

4.16 Quality Records 

ISO 9000-l ' 

4.9 Process Control 

~ 



I 

,---, 

FrASQAMP 
(Ru.l)A OS 
QillP (Ru.I) 

Dall Collection 
and Production 
Operations 

I,'. .:. }, 
L.:__:.;;.:., 

TABLE 2.1-1 
ITAS QUALITY ASSURANCE MANAGEMENT PLAN REQUIREMENTS MATRIX 

FrASQAM 
(REY I) 

' Sample Receipt and 
Initiation of Testina 

6 Calibntion 
Practices 

7 Prevenrlve 
Mailllcnancc 

I Analysis of Quality 
Control Samples 

9 Analytical 
Procedures 

10 Dall Yerirtcatlon 

I ' '. I 
~ t._. .. ' j 

---

ANSI/ASQC 
M-lflll 

Bl Plannina and 
Scopina 

B2 Dcsian of Data 
Collection 
Opentions 

B3 Implementation 
of Planned 
Operations 

QAMS005lll NQA-1 

S.0S QA Objectives 2 Qualicy Auunnce 
for Measurement Proanm 
Dall 

5.06 Samplina 3 Dcsi1n Conrrol 
Procedures 

5.07 Sample Custody ' ln11n1edons, 
Procedures, and 
Drawlnas 

S.OI Calibration I ldentirtcadon and 
Procedures and Conlrol of Items 
frequency 

S.09 Analytical 9 Conrrol of 
Procedures Processes 

5.11 Internal Qualily 11 Test Conrrol 
Control Checks 

5.13 Preventive 12 Conlrol of 
Maintenance · Measurina and Test 

Equipmcnr 

13 Handlin&, Storaae. 
and Sbippina 

Table 2.1-1 
Page 3 of 4 

.. -• 
. ' 

5700.~ ANSI NIJ.ll 

I Program 3.1 Facillcy Criteria 

6 Design 3.4 Direct Bioassay-
Perfomgnce 
Criteria for Scrvke 
Labontorics 

I Inspection and 3.S Direct Bloassay-
Accepllnce Testina Reportlna Re111lt1 

4.1 Indirect Bloassay-
Responsibilities of 
the Scrvke 
Labonlory 
Customer 

4.2 Indirect Bloassay-
Analytical 
Melhodolo1Y 

4.3 Indirect Bloassay-
Perfomgnce 
Criteria ror Scrvke 
Laboratories 

u Quality Control 

ANSI/ASQC 
Q91 -IH7 

(1S0-9001) 

4.8 Product 
ldenlification 
and Traceability 

4.11 Inspection, 
Measuring, and 
Test Equipmcnl 



i . 

TABLE 2.1-1 .. 

ITAS QUALITY ASSURANCE MANAGEMENT PLAN REQUIREMENTS MATRIX 

ITAS QAMP ITASQ.ut ANSI/ASQC 
(ReY.l)A OS 

(REY I) M-lflll 
QAMS005/H NQA-1 s100.,c ANSI Nll.31 

QAMP(Rn.t) 

9 Quality 13 Nonconformancc A4 Ma1111emen1 5.10 Dall Reduc:1lon, 2 Quality Assurance 3 Quality 3.3 Direc1 Bloassay-
Assessmcill and andComcdn Assessmenl Validallon, and Pro1ram Improvement lnterprelltlon of 
Response Action Reponln1 Measurements 

14 Quality A9 Quality 5.12 Performance and 13 Handlin•, Stora1e, 9 Mana1ement 3.5 Direct Bioassay-
Assurance/Quality Improvement System Audits and Shippin1 Assessmelll Reponln1 Results 
Control AudiU 

U Quality Repons lo 84 Assessment of 5.14 Speciric Routine U Control of 10 lndependelll 4.4 Indirect Bloassay-
M11111eme111 Dall Usability Procedures Used Nonconfonnlna Assessmelll Reponlna Results 

lo Assess Dall Items 
Precision, 
Accuracy, and 
Completeness 

BS Quality 5.U Correcdve Action 16 Corrective Action 6.1 Dirccl Bioassay 
Assessment and Measurements 
Response 

5.16 Quality II AudilS 6.2 lndirccl Bloassay 
Assurance Measurements 
Reports lo 
M1nageme111 

'Quality Mana1emen1 and Quality Assurance S11ndard1, ISO 9000, Pan 3, "Guidelines for the application of ISO 9001 lo the development, supply and rnainlenance of software•. 

Table 2. 1-1 
Page 4 or 4 

J ~-- ·1 

ANSI/ASQC 
Q9l -1917 

(1S0-9001) 

4.10 lnspc:clion and 
Tesling 

4.13 Conlrol of 
Nonconfonnin1 
Products 

4.14 Corrccllve 
Ac1ion 

4.17 ln1cmal Quality 
AudilS 

4.20 S111ls1ic1I 
Techniques 



l . 
'---

This page was intentionally left blank. 

I 

·..:.J 

~l 
• , j ,_, 

:7 
~ 

7 
.- ·\ ..... 

8 
_..., 
:.·1 . ' 

,._ 

7 
' I -



c::J 
11, 

C"-1 
Q5 
if"-...! 
~7 
"'= 

i . 

r.· 

,--

:;r-_ 
C'.!'~ 

ITAS QAMP 
Section No.: 3.0 
0.: lniliacd: Dcccmbcr 20. 1934 
Revision No.: 2 
Dare Revised: July I. 1993 
Page I of2 

3.0 ASSOC/A TE TRAINING AND QUALIFICATION 
• 

All quality related activities performed by 

ITAS shall be accomplished by associates 

qualified on the basis of education, 

experience, and training. The following 

definitions are relevant to the discussion of 

training in this section: · 

• Training - In-depth instruction to 
develop proficiency in the application of 
requirements, methods, and procedures. 
Such instruction may be internal or 
external classroom sessions, courses, or 
on-the-job assignments. 

• Indoctrination To instruct m 
fundamentals so as to provide 
understanding of principles involved. 

• Qualification (Personnel) The 
characteristics or abilities gained through 
~g or experience or both, that 
enable an individual to perform a 
required function. 

• Certification The action of 
determining, verifying, and attesting, in 
wntmg, to the qualifications of 
personnel (associates) or material. 

• Orientation - The act or process of 
acquainting . individuals with the existing 
situation, environment, or condition. 

3.1 Associate Qualifications 

Each laboratory shall have job descriptions 

for all positions. These job descriptions 

must specify the minimum qualifications in 

terms of education and experience, 

knowledge, and skills necessary for an 

associate to carry out work. The 

operational supervisors shall compare each 

associate' s performance with the 

· qualifications established in hiSlher job 

description at least annually. This should be 

done in conjunction with the associate' s Job 

.Performance Review (JPR). 

IT AS normally expects necessary 

knowledge and fundamental chemical 

laboratory skills to have been demonstrated 

by formal academic training to include 

course work in general chemistry, 

qualitative analysis, quantitative analysis, 

and instrumental analysis. Qualifications of 

all professional associates shall be 

documented by resumes which include 

academic credentials, employment history, 

experience, and professional registrations. 

3.2 Orientation and Training of 
Laboratory Staff 

Training is performed to maintain 

proficiency and promote improvement It 

should stimulate professional development. 

IT AS operational staffs include professional 

associates who are scientists. Su<:h 

associates shall be assigned duties within 

the capabilities of • their education and 

. ...;_,/. 
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experience by the appropriate supervisor 

and shall be qualified to perform and train 

others on specified procedures based on this 

experience. 

IT AS associates are qualified through 

indoctrination and experience which will be 

documented in their resumes arid training 

files. Each new associate shall be 

supervised in their activities by experienced 

associates until, in the opinion of the 

supervisor, they are capable of 

independently performing their duties. This 

authoriz.ation to perform independently shall 

be documented in the training files. In 

addition, training . for management 

associates shall include:_ professional, 

managerial, communication, and 

interpersonal skills. On-going or periodic 

assessments will be performed to determine 

training needs and effectiveness of 

instruction. 

3.2~ 1 Quality Assurance Orientation 
Each newly hired IT AS associate is 

required to go through QA orientation. The 

QA/QCC shall conduct this orientation in 

accordance with SOPs within two weeks of 

the associate' s repon;.to-work date. The 

QA/QCC shall review the following topics 

(at a minimum) with the new associate: 

• IT AS Philosophy on data integrity and 
meeting Client requirements 

ITAS QAMP 
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• IT AS QA documents 

• Pertinent regulatory QA requirements 

• Data recording practices 

• Nonconformance and Corrective Action 

3.2.2 Quality Assurance Training 

Training in the nature and goals of the QA 

Program shall be provided at least once a . 

year to all laboratory associates. Formal 

training sessions will be conducted and 

documented by the QA/QCC. The training 

program shall address regulatory 

requirements as appropriate, basic quality 

control practices, responsibilities of the 

technical staff, responsibilities of . the 

QA/QCC, the reporting of 

nonconformances, · and the performance of 

audits. In addition, each IT AS associate 

shall become familiar with the operating 

unit QA Program by reading QC 

procedures and pertinent sections of the 

IT AS QAMP and the Operation-Specific 

QAMP appropriate to his/her position. 
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4.0 PROCUREMENT OF ITEMS AND SERVICES 

This chapter defines the IT AS requirements 

for the procurement of items and services. 

This program will provide for: 

• Assurance that purchased items and 
services meet established requirements 
and perform as expected 

• Evaluation and selection of vendors 

• Inclusion of applicable technical and 
administrative requirements in 
procurement documents 

4.1 Selection of Vendors 
Prospective vendors will be evaluated and 

selected based on the following criteria as . 

appropriate: 

• Evaluation of the vendor's history of 
providing an identical or similar product 
which performs satisfactorily in actual 
use 

• Objective evaluation of the vendor's 
current quality records supported by 
documentation 

• Direct audit of the vendor' s technical 
and quality capability 

The QA/QCC .sbalL determine the needed 
level of qualification based on the 

importance of the item or service being 

purchased. Vendors which provide test and 

measuring equipment, standards, quality 

related service· contracts, or subcontracted 

laboratory services (quality related items) 

shall be subject to the more rigorous 

controls below. 

For the procurement of test and measuring 

equipment, it is recognized that the 

environment in which the measurement 

system is placed may have a bearing on its 

performance. Therefore the QA/QCC may 

substitute an acceptance testing plan to 

assure that the measurement system is able 

to meet specifications in the laboratory 

environment, in lieu of other supplier 

qualification activities. 

4.2 . Procurement of Quality Related 

Items 
The quality of instruments, equipment, 

standards, reagents, solvents, other 

chemicals, gases, water, and laboratory 

containers used in analyses must be known 

so that their effect upon analytical results 

can be defined. Items purchased by an 

IT AS operating unit shall meet the 

requirements and specifications of client 

contracts or analytical methods as detailed 

in SOPs. 

Quality specifications shall be included or 

referenced in the purchasing documents for 

the procurement of applicable items. The 
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QA/QCC shall approve vendors or items 

purchased. This approval will be maintained 

by Purchasing as a "QA Approved" list of 

vendors and items. If items which may 

affect laboratory quality are reqµested from 

non-preapproved vendors, QA approval 

must be obtained prior to placing the, order. 

When ordering such items, a system shall 

be put in place in each laboratory to assure 
the quality of the item received. Each 

laboratory shall assign individuals 

responsible for purchasing materials and 

controlling them in the laboratory. This 

person can be the QA/QCC or other as 

assigned by the responsible manager. 

Responsibility for this work . shall be 

defined in the Operation-Specific QAMP. 

Duties include: 

• Specifying in purchase orders or 
requisitions, suitable grades of materials 
(grade shall be defined by the QA/QCC 
or responsible manager) 

• Verifying upon receipt that materials 
meet requirements and that, as 
applicable, material certificates are 
provided and maintained in the 
laboratory Quality/Operations records 
system 

• Identifying and storing materials 

• Verifying that material storage is 
properly maintained, and removing 
materials from use when shelf life has 
expired 
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4.2. 1 Role of IT Purchasing 

IT Purchasing supports the laboratory by: 

• Maintaining contractual requirements of 
materials contracts 

• Negotiating new contracts 

• Identifying potential vendors and 
subcontractors 

• Identifying vendors for unique or scarce 
materials 

In order to enhance standardization of the 

product within the laboratory network, IT 

Purchasing shall pursue National Contracts 

for: 

• Laboratory supplies of known quality 
and proven reliability 

• Instrumentation 

• Standards from traceable, certified 
sources 

4.2.2 Procurement Procedures 
The specifications for standards, chemical 

reagents, solvents, gases, water, and other 

items specified in approved analytical 

methods shall be met by the laboratory and 

written in method SOPs. In addition, each 

laboratory must have SOPs that cover: 

• Checking the purity of standards, 
reagents, water, solvents, and other 
chemicals versus intended use 

p. 
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• Storage and expiration of standards, 
reagents, solvents and other chemicals 

• Requirements for laboratory containers 
( e.g. volumetric glassware, sample 
containers) 

• Cleaning of glassware prior to use 

Corrective action for failure of an item to 

meet required specifications are: 

• Review current supplies and eliminate 
from use 

• Return to vendor 

• Evaluate a new lot or alternate supplier 

The Division Technicai Director or the 

Division Director, QA/QC shall be notified 

immediately of any quality problems with 

national vendors. 

4.3 Procuring Services 

Subcontract Laboratory Services - A 

subcontract laboratory is defined. for the 

purposes of this QAMP, as a laboratory 

external to the IT AS laboratory network. A 

subcontract laboratory will be used only in 

the event that ( a) IT AS laboratories do not 

have the capability or capacity to perform 

the requested testing, or (b) the customer so 

directs (in which case the customer then 

assumes responsibility for subcontractor 

performance). A subcontract laboratory 

will be used only after approval is obtained 
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from the client and the quality of the 

laboratory is determined to be acceptable by 

ITAS QA/QC staff. 

Once it is determined that a subcontract 

laboratory is required and approval is 

obtained from the client to use a laboratory 

external to the ITAS network, the QA/QCC 

must perform a quality systems audit of the 

selected subcontract laboratory. This audit 

must be approved by the Division Director, 

QA/QC and documented m the 

Quality/Operations records at the laboratory 

and in Division subcontract laboratory files. 

The procedure for the approval to use a 

subcontract laboratory is detailed in IT AS 

Division SOP No. IT-QC-0002. 
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IT AS has designed and implemented a 

system to control, distribute, and revise 

documents affecting quality. These 

documents arc approved by the appropriate 

positions as described in the Operation­

Specific QAMP. Controlled documents arc 

required to be reviewed and revised if 

necessary on a _ scheduled basis. The 

frequency of this review is dependent on 

regulations and client requirements, but 

should occur at least annually. Controlled 

documents include but arc not limited to 

this QAMP, the Operation-Specific QAMP, 

Quality Assurance Project Plans (QAPjPs), 

and SOPs. 

5.1. n"AS QAMP 
The QAMP provides ITAS QA policy. It is 

applicable to and provides direction for all 

IT AS operations. The QAMP discusses all 

aspects of QA and QC, both administrative 

arid technical. It is not however, intended 

that the Plan provide in-depth technical 

discussion. The Operation-Specific QAMP 

and SOPs supplement the QAMP to provide 

the details of implementation. The QAMP 

has precedence in policy matters over all 

other IT AS quality-related documents. 

5.2 Operation-Specific QAMP 
The Operation~Specific QAMP is designed 

to supplement the IT AS QAMP and provide 

additional information both co~on and 

specific to each IT AS operating unit. The 

Operation-Specific QAMP along with SOPs 

describe the implementation of the QAMP 

within the laboratory. This document 

enhances and provides further detail to the 

QA/QC policies laid out in the IT AS 

QAMP. The Operation-Specific QAMP 

provides specific QC criteria for IT AS 

standard procedures and may detail contract 

specific QC criteria for long term. ongoing 

projects ( e.g. those that last a minimum of 

1 year). 

5.3 Manuals of Practice (MOP) 
Manuals of Practice arc developed to 

provide in-depth technical discussions of 

specific topics. For example, a MOP for 

the field collection, preservation, and 

shipment of samples to IT AS laboratories 

provides specific uniform direction to IT 

associates. The ITAS Chemical Hygiene 

Plan (CHP) and Safety Manual arc also 

considered MOPs. MOPs arc usable across 

IT AS operations. 

5.4 . Standard Operating 

Procedures (SOP) 
SOPs arc the backbone of the documented 

QA Program within ITAS. There are two 
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levels of SOPs, Division and Operation­

Specific. Division SOPs specify methods 

that are common to all operations and are 

standard across the · network. Operation­

specific SOPs detail procedures that pertain 

to that operation only. All SOPs are written, 

detailed instructions describing specific 

laboratory operations and performance of 

routine laboratory tasks. They specify what 

is done, whose responsibility it is to 

perform tasks and whose responsibility it is 

to verify their correctness. They are 

sufficiently detailed to provide data of 

acceptable quality and integrity with a 

minimum loss of data due to out-of-control 

situations. They also provide for 

documentation to record the performance of 

all tasks and their results, and demonstrate 

the verification of the data each time the 

data are recorded, calculated, or transcribed. 

SOPs are written to address the major 

elements upon which analytical quality 

depends. IT AS has adopted a standard SOP 

format for use within the Division. 

5.5 Quality Assurance Project 

Plans (QAPJP) 
Frequently, contractual and regulatory 

demands, or mriqueness··ofa project's scope 

of work, require the preparation and 

implementation ofaproject0 specific QAPjP. 

If a specific project requires a unique QA 

Program, that program with full 
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documentation must be provided to the 

IT AS operation for implementation. The 

requirements of the project will take 

precedence over .conventional ITAS QA 

practices for that work. The requirements 

of the project may not be less stringent than 

minimum ITAS QA/QC requirements 

unless requested by the client in writing or 

approved by the Division Director, QA/QC. 

Typical project requirements are as follows: 

• The development and/or use of new or 
modified testing methods 

• Special requirements for equipment 
calibration and maintenance 

• · Specific contract required detection 
limits (CRDLs) 

• Defined data quality objectives (DQOs) 
such as accuracy and precision limits or 
the statistical treatment of data 

• Additional or unique documentation or 
records management requirements. 

5. 6 Records Management 
The ITAS QA Program has been developed 

, to provide analytical results of known 

quality that meet client requirements. To 

demonstrate that quality has been achieved, 

each IT AS laboratory maintains a records 

management system that includes 

documents which demonstrate the analytical 

performance of the laboratory. 
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Laboratory records are maintained in two 

broad categories: 

• Project Records: Documents which are 
specific to a project or a group of 
samples within an ongoing project, such 
as chain-of-custody and raw analytical 
data. 

• Quality/Operations Records: Documents 
which demonstrate overall laboratory 
operation, such as instrument log books, 
calibration data, and control charts. 
These records will directly affect the 
data for a specific project, but in general 
their applicability is not limited to one 
project. 

All operating unit record$, from time of 

sample receipt through reporting and 

disposal, shall be available and stored in a 

manner that safeguards their integrity from 

tampering or physical damage and loss. For 

IT AS, this will be separate files in a file 

cabinet in a 24-hour per day secure area at 

a minimum. Any documentation that bears 

on the reported results must be available if 

requested by the client or if production is 

compelled by an authorized regulatory 

agency or court of law. This includes 

operational and project-specific data. Data 

may be stored in "real-time" as it is 

produced, or filed in a manner to allow 

prompt retrieval and assembly into a 

complete project file. Operation-specific 

SOPs shall describe how . the complete set 

of documentati~n is compiled, including the 

ITAS QAMP 
Section No. 5.0 
De lniliad: Deamber 20, 1984 
Revision No. 2 
DIie Revised: July I, 1993 
Page 3 of 3 

flow of data forms , lo 'cations , 

responsibilities, and checks on the records 

management system implemented. 
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I 6.0 USE OF COMPUTER HARDWARE AND SOFTWARE L 
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The purpose of defining controls for 

computer hardware and software is to 

protect the integrity of computer-resident 

data in the laboratory. SOPs shall be put in 

place in each location so that computer 

resident data are accurate and defensible. 

The following references shall be used as 

guidance for implementation of this system 

of controls: 

• Good Automated Laboratory Practices. 
US Environmental Protection Agency, 
(draft), December 28, 1990 

• Quality · Management and Quality 
Assurance Standards ISO 9000, Part 3: 
"Guidelines for _ the Application of ISO 
9001 to the Development, Supply and 
Maintenance of Software" 

• ASTM Method E3140-1 <draft} "New 
Standard Guide for Laboratory 
Information Management Systems 
(LIMS)" 

• ANSI N413 "Guidelines for the 
Documentation of Digital Computer 
Programs" 

6.1 Use of Hardware 
Computer equipment-used ·in-the-generation, 

measurement, or assessment of client data 

shall be of appropriate design and of 

adequate capacity to function according to 

specifications. It shall be suitably located 

for operation,· inspection, cleaning and 

maintenance. There shall be a written 

description of the computer system( s) 

hardware. The computer shall be installed 

in accordance with manufacturer' s 

recommendations and undergo validation 

which demonstrates that the computer 

equipment correctly performs its stated 

capabilities and functions. Changes to 

compµter hardware shall be made only after 

review and approval of the Laboratory 

Information Management System (LIMS) 

Manager and Laboratory Director. 

Computer hardware shall be inspected, 

cleaned, and maintained on a regular basis 

at a minimum of annually. Each laboratory 

shall: 

• Have SOPs for validation, maintenance, 
and security of hardware 

• Designate an associate (usually the 
LIMS Manager) to be responsible for 
system performance 

• Maintain written records of all hardware 
validations 

• Maintain written records of all 
maintenance 

6.2 Security 

Each operating unit shall have procedures 

in place which secure computer hardware 

and software systems if that system: 
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• Contains confidential information that 
requires protection from unauthorized 
disclosmc 

• Contains data in which the integrity 
must be protected against unintentional 
error or intentional fraud 

• Is used to acquire, process, or report 
data 

When the computer system( s) contain data 

that must be secured, each laboratory shall 

ensure the system is physically secured, 

physical and functional access to the system 

is limited to authorized associates, and 

introduction of unauthorized external 
programs or software is prohibited. 

6.3 Use of Software 
If computer software is used to acquire, 

process, or report client data, it is necessary 

to demonstrate the software correctly 

performs its intended function. The 

following definitions are important to the 

this discussion: 

• Validation - establishing documented 
evidence which provides a high degree 
of assurance that a specific process will 
consistently produce a product meeting 
its predetermined specifications and 
quality attributes. This process 
demonstrates that the mathematical or 
statistical model embodied in the 
computer program is an acceptable 
representation of the process or system 
for which it is intended and meets all 
specified requirements. 
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• Verification - the process of checking 
the accuracy of manually or 
automatically (electronically) entered 
information. 

· In general, software is verified by 

comparing its performance against known 

results. Verification may be done in 

~veral ways (see Sections 6.3.1 and 6.3.2). 

Each laboratory shall have a software 

SOP(s) describing the following: 

• Software verification 

• Data entry and verification 

• Changing data 

• Data analysis, processing, storage and 
retrieval 

• Backup and recovery of data and 
software 

• Electronic reporting of data 

• Definition and storage times for data 
and software 

6.3.1 Industry Standard Software 
Industry standard programs are defmed as 

those which are widely used throughout the 

profession. brought into IT AS, and used 

without modification. If the program has 

been prepared external to IT, independent 

validation is not required. However, the 

program should be verified prior to use on 

an IT AS system. To verify the software, 

example problems should be processed to 
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demonstrate that the program is fully 

operational. Example problems must fully 

test the utilized capabilities of the software. 

6.3.2 rr AS Developed Software 
For programs developed within IT AS, and 

externally prepared programs which are 

modified by IT AS, complete validation and 

verification must be performed. Validation 

must be performed in accordance with an 

approved reference (Section 6.0) and IT 

Standard Quality Practice, ITC00IO -

"Software Development and Usage". The 

verification process is dependent upon the 

function of the software as follows: 

• For software which only performs 
numerical manipulatjon, sample sets of 
numbers for which results are known 
should be processed and compared. In 
this case, known results are usually 
generated by performing hand 
calculations using the same equations 
and procedures as the software. 
Verification of the software must test 
the software production of the intended 
results. Problems must test both the 
theory, or basis for computation, and the 
ability of the software to store and 
manage data. 

• Software which performs as part of 
instrument operation should be verified 
by processing reference materials 
through the instrument system. 
Processed instrument response should be 
compared against the standards used. 
Verification shall be performed 
annually, at a minimum. 
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6.3.3 Control of Software Changes 

Changes to software shall be controlled. 

Detailed software control procedures must 

be available in each IT AS laboratory. 

Standard forms are used to document and 

track changes. An IT AS associate in each 

laboratory must be assigned to maintain 

software control, usually the LIMS 

Manager or programmer. Whenever a 

program is changed, reverification is 

necessary. If the software has had features 

added, previous test problems should be 

rerun to demonstrate their function has not 

been affected. New test problems should 

be processed as discussed above to verify 

added performance. If software revision 

changes the basic operation of the program, 

complete reverification of the program is 

required. All changes must be completely 

documented. 

6.3.4 Software Review and 

Reverification 
Spreadsheets and unprotected software shall 

be reverified on an annual basis at a 

minimum. The test problems used to 

provide initial verification shall be 

reprocessed and the results compared to 

demonstrate that · -performance of the 

software is unchanged. If software 

performance has changed, the effect of the 

change upon intended function and usage 

since last verification shall be assessed. 

/ 
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"Effect" must be determined on a case-by­

case basis for the scope and impact of 

incorrectly reported results. If necessary, 

the data shall be reprocessed and recipients 

of affected data reports notified. All other 

software programs must be validated upon 

creation or change and verified annually. 

6.3.S Software Verification 

Documentation 

Software verification shall be documented 

by the associate performing the work, by 

signing and dating in ink the computer 

output, and supporting calculations. If test 

problems are ~ the input shall be 

marked to indicate correct usage and the 

output checked to indicate acceptable 

comparison. If reference materials are used 

as the basis for verifying instrument 

software, the "true" values or certificates for 

the materials shall be included with the 

output to demonstrate performance. The 

verification documentation must be 

reviewed and approved by the associate's 

immediate supervisor, the LIMS Manager 

or computer programmer, and QA/QCC. 

All software verifications, whether for 

initial or subsequent -reverification, shall be 

maintained in the Quality/Operations 

records management system. A historical 

file shall be maintained for each program. 

The file shall include the basis for the 
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verification, such as the test problems or 

hand calculations, results of the software 

performance, the results of subsequent 

reverifications, applicable . program code, 

user manuals, technical documentation, and 

a copy of the program. 
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Much of the environmental project activity 

is planned and designed external to the 

laboratory or field operation and presented 

in the form of a contract, work plan, or 

QAPjP. Laboratory and field activities are 

in tum planned, implemented, and assessed 

to meet client requirements according to 

approved procedures and methodologies. 

Many QA systems have been put in place 

to document the implementation of planned 

activities. The planning and design of 

operational systems to accomplish 

documented implementation are detailed in_ 

operation-specific SOPs. The entire~ 

is assessed on a . regular basis for 

conformance to prescribed requirements. 

7.1 Standard Operating Procedures 

SOPs are required to be written in all ITAS 

operating units for all analytical and 

administrative procedures from the receipt 

of samples in the laboratory through 

analysis, reporting, and subsequent sample 

disposal. This includes auxiliary functions 

as well, such as training, QA/QC and health 

and safety procedures. Standard IT AS SOP 

formats are discussed in the Operation­

Specific QAMP. 

IT AS operations shall prepare and maintain, 

in addition . -to the Operation-Specific 

• 

QAMP, a Standard Operating Procedure 

Manual. The requirements of this QAMP 

for activities such as calibration, field 

procedures, material procurement and 

control, preventive maintenance, training, 

and QC sample analysis shall be 

incorporated into the SOPs as appropriate. 

7.2 Analytical Methods 

Whenever possible, IT AS operations utilize 

industry and regulatory agency recognized 

analytical methods from source documents 

published by agencies such as the U.S. 

Environmental Protection Agency 

(USEPA), American Society for Testing 

and Materials (ASTM), and the National 

Institute for Occupational Safety and Health 

(NIOSH). 

7.3 Detection Limits 
All · analytical methodologies have an 

associated detection limit below which an 

analyte present in the sample cannot be 

accurately determined. The detection limit 

is the quantity of analyte measured within 

a stated confidence level above the 

background. A detection limit value may 

be reported in one of three ways: 

• as a less than ( <) value 
• as not detected (ND) 
• as an undetected (U) value .J 
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In all cases, the detection limit will also be 

reported for reference. For USEP A Contract 

Laboratory Program (CLP) methods, values 

that are below the contract required 

detection limit (CRDL), but can still be 
quantified, are reported using data qualifiers 

specified in the protocol. 

Detection limits indicated in methods are 

highly matrix dependent and are provided 

for guidance. Depending upon the exact 

sample compositio~ stated detection limits 

may not always be achievable. 

For radiochemistry, whether the net result is 

negative, zero, or . positive, the actual 

calculated result is reported with its 

associated propagated uncertainty. The 

detection limit is affected by many factors, 

such as the length of count, chemical yield, 

half-life, background of the instrument, 

· counting efficiency, and the matrix 

interference. The minimum detection limit 

for radiochemical analyses is defined as the 

smallest concentration of material that 

yields a net count above background with a 

95% probability (a true signal is reported 

95% of the time) and no greater than a 5% 

probability of calling ·a blank a 1rUe signal. 

Detection limit calculations, the frequency 

for performing detection limit studies, and 

procedures for specific analytical methods 

shall be documented in operation-specific 

SOPs. 
II, 
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7.4 Variance from Stated Analytical 

Methods 
Work processes ,, will be performed in 

accordance with SOPs derived from the 

methods referenced unless specific project 

requirements or needs dictate adoption of 

an alternate method or modification of the 

cited methods. For example, GC/MS 

procedures may be "CLP-modified", as 

specified by the USEPA' s CLP. 

ITAS has developed in-house SOPs for 

some matrices and analytes that are based 

on regulatory methods but . which may 

include modifications to improve 

reproducibility and/or accuracy. If an 

operation is performed in an alternate 

manner, the method shall be documented in 

the project records. 

7.5 Assessment of Work 
Processes 

All work processes or operations are subject 

to assessment as described in Section 9 .2. 
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Laboratory analyses are designed to 

produce data representative of conditions 

when the sample was obtained. The data 

collection design includes field sampling 

events, sample handling and custody, 

analytical operations, data verification, . 

techniques to assess limitations on data use, 

and data reporting requirements. 

To provide representative samples for 

analysis, both field and laboratory personnel 

must satisfactorily perform their activities. 

Although at times the sampling may be 

performed by non-IT AS associates, the 

importance of sampling and transportation 

is understood and must be considered in 

data validation. Figure 8.0-1 shows the 

sample · collection, ·transportation, and 

holding process used by IT AS. The steps 

presented are described in detail in the 

Operation-Specific QAMP and SOPs. 

To provide services in conformance with 

client requirements, IT AS employs a multi­

level review of all work. This review 

consists of: 

• Self review by double checking ones 
own work 

• A thorough second level review by a 
peer or supervisor 

• A systematic review by a project 
manager to verify compliance to the 
client's needs 

• Selective QC review by the QA/QCC 

These reviews are further defined in the 

Operation-Specific QAMP. 
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Each IT AS operating unit shall establish, 

implement, and document procedures to 

detect, prevent, and correct quality 

problems and to ensure quality 

improvement. Items and processes that do 

not meet established requirements must be 

investigated to determine their cause. 

Improvements must be implemented in the 

operations which will prevent a recurrence 

of these quality problems and provide 

overall quality performance. All phases of 

laboratory work should be designed with 

the objective of preventing problems and 

improving quality on a continuous basis. 

9.1 Nonconfonnance, Deficiency, 
and Corrective Action 

A nonconformance is a deviation or event 

beyond the limits and criteria ~lished 

for standard operations which may lead to 

a degradation of quality to an unacceptable 

or indeterminate level. Nonconfonnanccs 

over which the operating unit has control 

must have the root cause determined such 

that the possibility of the nonconformance 

recurring is minimized or eliminated. 

Nonconformanccs may include (but are not 

limited to) the following: 

• Sample hol_ding time exceeded 

• Incorrect sample collection, preparation 
or analysis techniques used 

• Calibration criteria not met 

• QC sample data (blank. spike, duplicate, 
surrogates, LCS, etc.) are outside 
acceptance criteria 

• Data recording errors, transcription 
errors, calculation errors 

• Data verification errors 

• Any situation that might adversely affect 
the final data quality 

A deficiency is a deviation from 

documented procedures, · practices, 

standards, or a defect in an item that is 

determined not to render the quality of an 

item or service unacceptable or 

indeterminate. The QA/QCC shall 

determine whether the deviation is . a 

nonconformance or a deficiency. 

As soon as deviation from accepted 

laboratory practice is discovered, it is 

required to be documented. There are two 

. types of documentation within the. IT AS 

system for nonconformances and 

deficiencies; the Nonconformance Memo 

(NCM) and the Condition Upon Receipt 

Variance Report (CUR). These forms are 

shown in the Operation-Specific QAMP. 
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All nonconformances shall have a 

corrective action. The process by which 

corrective action is performed requires a 

determination of root cause, immediate 

action, and actions taken to prevent 

l'CCUITCllce. The latter two may be the same 

action. Corrective actions may include (but 

are not limited to) the following: 

• Recalibration of instruments, using 
freshly prepared calibration standards 

• Reanalysis of samples 

• Replacement of solvent lots or other 
reagents that yield unacceptable blank 
values 

·• Additional training of laboratory 
associates in correct implementation of 
sample preparation and analytical 
techniques 

• Reassignment of associates 

• Communication with the client to 
· determine appropriate action ( e.g. 
resampling, processing the sample "as 
is", terminating analysis, etc.) 

Responsibilities - All IT AS associates 

are responsible for identifying and reporting 

any deviation from accepted laboratory 

practice that might affect the quality 01' the 

data. Once a possible nonconformance is 

identified. a NCM or a CUR is generated 

and routed to that person's supervisor for 

funher review and documentation. 
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QA/QC personnel are responsible for 

verifying corrective actions and for tracking 

NCMs until closure. 

9.2 Quality Assurance/Quality 

Control Audits 
Analytical laboratories are subject to 

numerous assessments in the form of audits, 

both internal (self assessment) and external 

(independent assessment). Laboratory audits 

within IT AS can be broken down into four 

major categories: 

• Performance Audits 

• Surveillances 

• Systems Audits 

• Project Audits 

Audits of laboratories are performed to 

determine the degree of adherence to 

policies, procedures, and standards which 

include: 

• IT and ITAS QA policy 

• IT and IT AS procedures 

• Contractual requirements 

. . • .. -Regulatory.. obligations 

Correctly performed, audits serve as a 

useful management tool to evaluate the 

appropriateness of QA policies. They 

identify areas for improvement with regard 
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to compliance with policies, procedures, 

and standards. They also provide a means 

for correction prior to system failure 

requiring shut down. In addition, they serve 

to strengthen the documentation trail 

assuring known data quality. 

9.2.1 Perfonnance Audits 
Performance audits are conducted on an 

ongoing basis within the laboratory by the 

QA/QCC. These audits are reported to the 

Laboratory Director and the Division 

Director, QA/QC. Performance audits vary 

with the needs of the laboratory and are 

described in greater detail in the Operation-

Specific QAMP. Performance audits 

include internal and external performance 

evaluation (PE) samples. These are 

discussed in the following sections. 

9.2.1.1 Internal Performance 
Evaluation 

The QA/QCC has the responsibility of 

monitoring the performance of the 

laboratory by inserting blind QC samples 

into the sample stream quarterly and 

analyzing the results. These samples 

demonstrate data quality through statistical 

analysis. The 1esuits ofthese-sampies may 

also be used to document the training level 

of the analyst(s) performing the work. 

These results are linked to the analyst( s) in 

the associate training files. 
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In addition, ITAS employs a "double blind" 

PE sample program invalving semiannual 

studies. This program applies to all IT AS 

laboratories. The results of the study are 

reported to the Vice President, IT 

Analytical Services, the Division Technical 

Director, and the Division Director, 

QA/QC. Recommendations for quality 

improvement are submitted to the 

Laboratory Directors, and corrective actions 

are implemented as necessary. 

9.2.1.2 External Performance 
Evaluation 

Each laboratory participates in a variety of 

external performance evaluation programs 

as described in the Operation-Specific 

QAMP. 

9.2.2 Surveillances 
Each month ( unless a systems audit or 

follow-up audit is performed) it is the 

responsibility of the QA/QCC in each 

laboratory to perform a surveillance. The 

scope of the surveillance is determined by 

the QA/QCC. This allows concentrated 

focus on areas of the laboratory that may be 

suspect or require additional monitoring to 

· - verify-compliance with policies, procedures, 

and standards. The QA/QCC may use the 

nonconformance/corrective action system to 

determine trends in a laboratory area that 

required further investigation. The purpose 

.. J 
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of a surveillance is to fmd and correct 

problems before they become out-of-control 

situations. 

Surveillances are detailed inspections of 

specific areas of a laboratory and its QA 

program. Surveillances do not require the 

extensive planning and preparation required 

of audits and are conducted on a more 

informal basis. The QA/QCC shall observe 

the activity of interest while it is in process 

and/or review objective evidence. A 

checklist for the applicable documents and 

criteria may be used for this review. 

Once the su,rveillance is complete, the 

QAJQCC · will issue · a report to the 

responsible manager and the Laboratory 

Director. The report will detail the results 

of the surveillance and request a corrective 

action plan complete with target dates and 

associate assignments. The QA/QCC must 

work with the surveyed group to 

recommend corrective action and must then 

follow-up after the proposed target date to 

verify that corrective action was indeed 

performed. The QA/QCC shall document 

by memorandum that corrective action was 

taken. 

9.2.3 Quality Systems Audits 
Four times per year, each laboratory 

undergoes an internal audit to identify the 
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level of compliance with established, 

documented quality assurance systems. Two 

of these audits are conducted by the 

QA/QCC. The remaining two are conducted 

by the Division Director, QA/QC or 

designee. The audits usually consist of a 2-

4 day comprehensive review of all quality 

systems in the laboratory. Six months later, · 

a second (follow-up) audit is conducted to 

assess compliance with the corrective action 

plan established by the audited laboratory 

after completion of the first audit. The 

follow-up audit can be performed in 1-2 

days. The Lead Auditor reserves the right 

to lengthen the audit or require a complete 

re-audit in 3 to 6 months depending upon 

the extent . of the problems discovered. 

Findings which have not been satisfactorily 

resolved between the two audits, shall be 

specifically reported to the Division 

Operations Director and Vice President, IT 

Analytical Services for resolution. 

Systems audits not conducted by the 

QA/QCC are lead by an IT AS certified 

Lead Auditor (see System Procedure 8907-

QAC-04, "Standard Operating Procedure 

for Auditors Certification at IT AS 

Laboratories") · under the direction of the 

Division Director, QA/QC. The Division 

Director, QA/QC will prepare a schedule of 

audits to be conducted during the fiscal 

· year and will select appropriate audit teams 
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depending upon the nature and depth of the 

audit. The source documents for systems 

audits are the ITAS QAMP, the ITAS 

Operation-Specific QAMP and SOPs. The 

scope of the audit takes into account the 

expectations of · external auditors, contracts 

and regulatory requirements. A quality 

systems audit checklist is prepared for the 

fiscal year and is used in all locations 

audited in order to provide for consistency 

and objectivity to the audit. 

At the beginning of the audit, the audit 

team will meet with the Laboratory Director 

and the QA/QCC to discuss the goals of the 

audit The QA/QCC should be available to 

assist the audit team throughout the audit. 

At the close of the audit, the audit team 

will debrief the Laboratory Director, 

QA/QCC, Division Technical Director, 

Project Managers, and Group Leaders and 

will present the audit findings and 

observations. Additional laboratory staff · 

may be invited to the debriefmg as deemed 

necessary by the Lead Auditor. The Lead 

Auditor can close audit findings and 

observations during the debriefing if the 

laboratory surff -c-an · ·_--satisfactorily 

demonstrate that the finding/observation is 

inappropriate or has been corrected prior to 

the debriefing. Also during this meeting, 

recommendations for corrective actions will 
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be discussed. If corrective action is 

requested to be taken immediately after 

audit closure, the action must be taken. 

An aU:d.it report will be prepared by the 

Lead Auditor and will include the 

following: 

• Cover memo summanzmg the audit 
process, any findings and announcing 
the preliminary audit ranking 

• Finding Report(s) 

• Observation Report 

• Corrective Action Plan (to be completed 
by the la~oratory) 

The audit report shall be completed as soon 

as possible after completion of the audit, 

but shall take no longer than 45 days. The 

audit report will be addressed to the 

Laboratory Director, who is responsible for 

responding within the designated time 

frames established by the Lead Auditor. A 

complete copy of the systems audit report 

will be sent to the laboratory QA/QCC and 

the Division Director, QA/QC. 

Upon receipt • of the audit response, the 

Lead Auditor or the Division Director, 

QA/QC will evaluate the proposed 

corrective action plan and reply stating 

acceptance or rejection of the plan or its 

elements. Approximately six months later, 
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the Lead Auditor or designee will return to 

the audited laboratory to verify completion 

of the corrective action plan. The Lead 

Auditor will then issue a final audit report 

detailing the results of implementation and 

will assign a final audit ranking for the 

year. A positive change in ranking is 

indicative of improvement in 

implementation of the QA program. 

9.2.4 Project Audits 
Project or data quality audits are designed 

to address the DQOs (precision, accuracy, 

representativeness, and completeness) of all 

data associated with a particular project. 

These audits also review a project for 

compliance with contractual requirements 

set forth in a QAPjP or formal contract. 

Project audits may be conducted ·by IT, 

IT AS or Project QA staff. A project­

specific checklist is prepared using the 

QAPjP and/or contract as the source 

document(s). The audit report is addressed 

to the Laboratory Director who is required 

to respond within the designated time frame 

stipulated by the Lead Auditor. As with all 

other audits, a follow-up audit for 

verification of compliance with the 

corrective action plan· may-be performed. 

9.2.S Audit Ranking 
Internal ITAS QA Systems audits require a 

preliminary and final rank in order to be 
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assessed. Operations are ranked as 

excellent, acceptable, marginal, or 

unacceptable. These ranks are described as 

follows: 

• Excellent - Meets or exceeds established 
requirements for all areas audited. 

• Acceptable - Audited work meets all 
requirements of the IT AS QA Program 
with only a few minor deviations from 
established requirements. 

• Marginal - Audited work represents a 
basic QC practice with actions required 
by the laboratory to improve operations 
immediately. 

• Unacceptable - Audited work indicates 
that quality practice is not implemented 
on a regular basis and one or more areas 
will be shut down for correction. 

The Division Director, QA/QC will issue a 

memorandum to all QA/QCCs and 

Laboratory Directors annually describing 

the process of determining the audit rank. 

While audit ranking allows for comparison 

of laboratories across the network. caution 

is advised in using the ranking alone 

without a detailed review of the situations 

or..c:onditions observed that caused the Lead 

Auditor to arrive at that rank. 
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9.2.6 Findings, Observations, 

Comments, and 

Recommendations 
Findings represent areas in which the 

operating unit or section of the operating 

unit as a system is not in compliance with 

the requirements of the IT AS QA Program. 

Findings are situations that could directly 

affect the quality of resulting work. 

Findings require that a corrective action 

plan be developed by the Laboratory 

Director, identifying the root cause of the 

deficiency and scheduling action(s) to 

prevent recurrence. 

Observations represent isolated instances of 

noncompliance or questionable practice. 

They present situations that could become 

fmdings if left unresolved. As with 

findings, a corrective action plan is 

required. 

Comments or recommendations may be 

written by the Lead Auditor in an attempt 

to share information and provide 

constructive criticism in order to improve 

performance or documentation in an area. 

Comments might also indicate areas that are 

on the verg~ -of· being- noncompliant. If 

attention is not paid to the comment, it is 

likely to become an observation. Comments 

and recommendations do not require a 

formal response by the audited 
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organization, but it is strong ly 

recommended that they be reviewed for 

appropriate action. Included in the 

comments and observations are those which 

describe exemplary practices. Audit reports 

should not focus only on negative aspects 

of the program and should include 

observations of exemplary practice. 

9.2. 7 Client Satisfaction Surveys 
Each IT AS operating unit has the 

responsibility to understand client needs and 

whether IT AS services are meeting those 

needs and expectations. At least three 

client satisfaction surveys should be 

performed monthly within each laboratory 

to randomly selected clients by the 

QA/QCC or designee. The IT Corporation 

Client Satisfaction Survey form, Revision 0, 

April 1992 should be utilized with 

distribution to the ITAS Project Manager, 

Laboratory Director, Division Operations 

Director, Vice President, IT Analytical 

Services, Vice President, Quality and 

Health Services, and the Division Director, 

QA/QC. Any corrective or follow-up 

action must be documented on the form and 

implemented by the Project Manager or 

· Operating l:Jnit Director. 

9.3 Quality Reports to 
Management 

The QA/QCC and the Division Director, 
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QA/QC shall prepare reports to 

management ori a monthly basis indicating 

the effectiveness of the QA Program. 

9.4 Management Review of the 
Quality Assurance Program 

Management at all levels shall assess the 

QA Program and its performance. 

Management assessment shall identify 

barriers that hinder the organization from 

achieving its objectives in accordance with 

quality, safety, and environmental 

requirements. Results of management 

assessments shall be documented and acted 

upon. The effectiveness of the 

implementation of corrective actions shall 

be included in the next management 

assessment. 

An example of the management assessment 

approach is to conduct double blind studies 

on the appropriate laboratories. In such 

studies, a client contacts the laboratory and 

submits a sample of known parameters and 

values for analysis that is totally blind to 

the laboratory management and the 

analysts. These studies allow assessment of 

the total process from initial client contact 

through final reporting. 

Review of the appropriateness of the 

adequacy of the ITAS QA Program is 

ongoing. At any time, the Division 

Operations Director, a Laboratory or FAS 
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Director, or the Division Technical Director 

may present, in writing, recommended 

changes to the Division Director, QA/QC. 

During the QA systems audits, the QA 

Program is discussed with the management 

of the facility audited. This feedback is 

valuable and necessary to the progress of 

the QA Program to meet the constantly 

changing needs of the environmental 

industry. 

In addition to these ongoing reviews, the 

Vice President, IT Analytical Services shall 

conduct an annual review of the QA 

Program considering: 

• Results of the QA systems audits. Are 
undesirable trends occurring? 

• Status of QA Documents. Are the 
current documents adequate? Are new 
documents needed? 

• Is the auditing program fulfilling its 
purpose? 

The Vice President, IT Analytical Services 

will consult with the Division Operations 

Director, Laboratory Directors and the Vice 

President, Quality and Health Services as 

deemed necessary during the review. To 

document the review, the Vice President, IT 

Analytical Services will issue a memo to 

the Division Directer, QA/QC stating the 

extent of the review and will present 

recommendations. 
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