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Flexible Scope Training
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Fixed Vs Flexible scopes

Fixed scope

A defined scope where the Conformity Assessment Body (CAB) does not make 
changes to the items, parameters, procedures, etc. identified

Flexible scope

A scope where the CAB may be reactive to client needs where there is flexibility 
regarding the method, the item under test, or analyte/measurand
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Flexible Scope Possibilities

A flexible scope can be established based on degrees of freedom for flexibility 
such as: 
• Introduction of the testing of a new item, material, matrix, or product for an 

accredited test method; 
• Introduction of a new version of an accredited standard method (with no 

modifications); 
• Introduction of a new parameter/component/analyte to an accredited test 

method;
• Introduction of a new version or modifications of an accredited non-

standard method
• Introduction of a new method that is equivalent to an accredited method 

(using same technology or technique) 
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Flexible scopes not new

• Steffen, B. (2002). The flexible scope of accreditation. Accreditation
and Quality Assurance. 7. 25-28. 10.1007/s00769-001-0395-1

Abstract

The scope of accreditation for testing laboratories can inhibit, in 
certain cases, their quick response to customers needs, if the scope is 
too rigid with regard to the modification of test methods and the 
introduction of new ones using the same measurement principles. 
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Examples of flexibility 
found in current scopes
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Example 1

Introduction 
of the testing 
of a new item, 
material, 
matrix, or 
product for an 
accredited 
test method

Introduction of a new 
version or 
modifications of an 
accredited non-
standard method

No Revision ID
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Example 2

Introduction 
of a new 
version of an 
accredited 
standard 
method (with 
no 
modifications)

This was published as:

ASTM D7582-09
ASTM D7582-10
ASTM D7582-12
ASTM D7582-15

(No Revision Identifier)
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Example 3

Introduction 
of the testing 
of a new item, 
material, 
matrix, or 
product for an 
accredited 
test method

Introduction 
of a new 
parameter/
component/
analyte to an 
accredited 
test method

Introduction of a 
new version or 
modifications of 
an accredited 
non-standard 
method 

Note: Had to 
confirm CAB uses 
REV A,B,C format
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Example 4

Introduction of a 
new version or 
modifications of 
an accredited 
non-standard 
method

Introduction 
of the testing 
of a new item, 
material, 
matrix, or 
product for an 
accredited 
test method

Introduction 
of a new 
parameter/
component/
analyte to an 
accredited 
test method
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Example 5

Introduction of 
the testing of a 
new item, 
material, 
matrix, or 
product for an 
accredited test 
method

Introduction of a 
new parameter/
component/
analyte to an 
accredited test 
method

Introduction of a 
new method that is 
equivalent to an 
accredited method 
(using same 
technology or 
technique) 

CAB has ~50 SOPs 
for specific products
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Flex Codes

Flex
Code

Degree of Flexibility

F1 Introduction of the testing of a new item, material, matrix, or product for an accredited test 
method

F2 Introduction of a new version of an accredited standard method (with no modifications)

F3 Introduction of a new parameter/component/analyte to an accredited test method

F4 Introduction of a new version or modifications of an accredited non-standard method

F5 Introduction of a new method that is equivalent to an accredited method (using same technology 
or technique) 
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Scopes
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Example 1 Revisited
FROM TO
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Example 1 Revisited
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Example 2 Revisited
FROM TO
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Example 2 Revisited
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Example 3 Revisited
FROM TO
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Example 3 Revisited
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Process 

• RAs/SEs/ Non-assessment related updates
– TPM update draft scope based on perceived flexibility in 

current scope
– Assessor and CAB receive draft for assessment related 
– Assessor confirms flexibility (updates codes when applicable),
– Unless CAB requests fixed scope (assessor assists updates)
• Includes specifics including method revisions

– TPM and CAB will review for non-assessment related updates 
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Note

• Some programs may allow some flexibility
• Scope dependent
– DoD/TNI no revision numbers of methods on scope 
• Currently, will not be identified with Flex Codes

• If there is an equivalent ISO/IEC 17025 scope 
– Table will be added

• Note: As roll-out occurs, this is subject to change.
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Impact on CABs/Assessors
& Assessment Process
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CABs to establish

Management system controls for maintaining 

a flexible scope of accreditation
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Possible Customer Approach

Customer 
Need

• Contract review process indicates new 
use of scope flexibility: 
parameters/method/object 

• Analysis of the flexibility area/code 

Risk 
Assessment

• Assessment of laboratory competence
• Evaluation of  metrological traceability
• Estimate resources 
• Plan Method Development

Use of 
Management 

System

• Method Validation/Verification
• Ensuring validity of results
• Reporting/ Claims of accreditation 
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Considerations for Assessing

Does CAB maintain records for use of the flexible scope?

Can CAB provide this information to the assessor for assessment purposes?

Assessor must assess the CABs use of flexible scopes and should use CAB information in 
development of assessment plan  

PL-4

Plan

PL-4
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Considerations for Assessing

Contract review triggers process for CAB for use of flexible scope 

When review of contracts to determine that test falls within flexible scope of 
accreditation, what information given to  customer?

Risk/opportunity assessment (should include relevant process requirements such as 
resource review)

7.1

8.5

7.1
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Considerations for Assessing

Personnel and competence related to method validation/verification, testing

Evaluation that facilities/ environmental conditions do not impact change, especially 
if new material or product is tested 

Equipment is available and appropriate for intended use (prep and determinative)

6.3

6.4

6.2
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Considerations for Assessing

Metrological traceability can be met for flexibility change (CRMs available, if not, how is 
metrological traceability demonstrated)

Evaluation of validation/verification of use of flexibility.  

If addition of parameter/analyte no impact on other analytes?

Technical records available for use of flexibility

7.2

7.5

6.5
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Considerations for Assessing

Evaluation of mU for flexibility change 

How is validity of results ensured for flexibility change

Reporting of results/Claims of accreditation. Check to see that only reported as 
accredited only when CAB flexibility process is complete

7.7

7.8
SOP3

7.6
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755 West Big Beaver Road, Suite 1325
Troy, Michigan 48084
1-877-369-5227

Matthew Sica
Technical Program Manager 

msica@pjlabs.com

Thank you!

www.pjlabs.com
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