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1. Scope

1.1 This practice addresses the validation of qualitative and
quantitative seized-drug analytical methods. It discusses the
validation of analytical methods in terms of their part in
analytical schemes and in terms of performance characteristics
including brief mention of measurement uncertainty and qual-
ity control parameters.

1.2 This practice does not replace knowledge, skill, ability,
experience, education or training and should be used in
conjunction with professional judgment.

1.3 This standard does not purport to address all of the
safety concerns, if any, associated with its use. It is the
responsibility of the user of this standard to establish appro-
priate safety and health practices and determine the applica-
bility of regulatory limitations prior to use.

2. Referenced Documents

2.1 ASTM Standards:2

E2327 Practice for Quality Assurance of Laboratories Per-
forming Seized-Drug Analysis

E2764 Practice for Uncertainty Assessment in the Context of
Seized-Drug Analysis

3. Significance and Use

3.1 Validation is the confirmation by examination and the
provision of objective evidence that the particular requirements
for a specific intended use are fulfilled. There are numerous
documents that address the topic of validation but there are few
validation protocols for methods specific to seized drug analy-
sis. This practice makes recommendations for the validation of
both qualitative and quantitative methods used for the analysis
of seized drugs.

4. Analytical Scheme

4.1 An analytical scheme shall be comprised of validated
methods that are appropriate for the analyte.

4.2 The combinations of methods chosen for a particular
analytical scheme shall identify the specific drug of interest,
preclude a false positive and minimize false negatives.

4.3 For quantification the method should reliably determine
the amount of analyte present.

4.4 If validated methods are used from published literature
or another laboratory’s protocols, then the methods shall be
verified within each laboratory

4.5 If non-routine validated methods are used, then the
method shall be verified prior to use.

4.6 Verification should, at a minimum, demonstrate that a
representative set of reference materials has been carried
through the process and yielded the expected results.

5. Individual Laboratory Responsibility

5.1 Each laboratory should determine whether their current
standard operating procedures have been validated, verified, or
require further validation/verification.

6. Operational Environment

6.1 All methods shall be validated or verified to demonstrate
that they will perform in the normal operational environment
when used by individuals expected to utilize the methods on
casework.

7. Documentation

7.1 The entire validation/verification process shall be docu-
mented and the documentation shall be retained for a period in
accordance with laboratory policy. Documentation shall
include, but is not limited to the following:

7.1.1 Personnel involved;
7.1.2 Dates;
7.1.3 Observations from the process;
7.1.4 Analytical data;
7.1.5 A statement of conclusions or recommendations, or

both; and
7.1.6 Authorization approval signature.

1 This practice is under the jurisdiction of ASTM Committee E30 on Forensic
Sciences and is the direct responsibility of Subcommittee E30.01 on Criminalistics.
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