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This standard is issued under the fixed designation E2548; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilon (¢) indicates an editorial change since the last revision or reapproval.

1. Scope

1.1 This guide covers minimum considerations for sampling
of seized drugs for qualitative and quantitative analysis.

2. Referenced Documents

2.1 ASTM Standards:?

E105 Practice for Probability Sampling of Materials

E122 Practice for Calculating Sample Size to Estimate,
With Specified Precision, the Average for a Characteristic
of a Lot or Process

E141 Practice for Acceptance of Evidence Based on the
Results of Probability Sampling

E1732 Terminology Relating to Forensic Science

E2329 Practice for Identification of Seized Drugs

E2334 Practice for Setting an Upper Confidence Bound For
a Fraction or Number of Non-Conforming items, or a Rate
of Occurrence for Non-conformities, Using Attribute Data,
When There is a Zero Response in the Sample

2.2 ISO Standards:?

ISO 3534-1 Statistics — Vocabulary and symbols — Part 1:
Probability and general statistical terms

ISO 3534-2 Statistics — Vocabulary and symbols — Part 2:
Statistical quality control

3. Significance and Use

3.1 This guide provides information for the sampling of
seized-drug submissions.

3.2 The principal purpose of sampling in the context of this
guide is to answer relevant questions about a population by
examination of a portion of the population. For example:

What is the net weight of the population?
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What portion of the units of a population can be said to contain a
given drug at a given level of confidence?

3.3 By developing a sampling strategy and implementing
appropriate sampling schemes, as illustrated in Fig. 1, a
laboratory will minimize the total number of required analyti-
cal determinations, while ensuring that all relevant legal and
scientific requirements are met.

4. Sampling Strategy

4.1 A sampling strategy is highly dependent on the purpose
of the investigation, the original question, and the ultimate use
of the results. Laws and legal practices form the foundation of
most strategies and shall be taken into account when designing
a sampling scheme. Therefore, specific sampling strategies are
not defined in this guide.

4.2 The laboratory has the responsibility to develop its own
strategies consistent with these recommendations. It is recom-
mended that the following key points be addressed:

4.2.1 Sampling may be statistical or non-statistical.

Note 1—For the purpose of this guide, the use of the term statistical is
meant to include the notion of an approach that is probability-based.

4.2.1.1 In many cases, a non-statistical approach may suf-
fice. The sampling plan shall provide an adequate basis for
answering questions of applicable law. For example,

Is there a drug present in the population?

Are statutory enhancement levels satisfied by the analysis of a
specified number of units?
4.2.1.2 If an inference about the whole population is to be
drawn from a sample, then the plan shall be statistically based
and limits of the inference shall be documented.
4.2.2 Statistically selected units shall be analyzed to meet
Practice E2329 if statistical inferences are to be made about the
whole population.

5. Sampling Scheme

5.1 The sampling scheme is an overall approach that in-
cludes population determination, selection of the sampling plan
and procedure and, when appropriate, sample reduction prior to
analysis (Fig. 2).

Copyright © ASTM International, 100 Barr Harbor Drive, PO Box C700, West Conshohocken, PA 19428-2959, United States.


http://dx.doi.org/10.1520/E0105
http://dx.doi.org/10.1520/E0122
http://dx.doi.org/10.1520/E0122
http://dx.doi.org/10.1520/E0122
http://dx.doi.org/10.1520/E0141
http://dx.doi.org/10.1520/E0141
http://dx.doi.org/10.1520/E1732
http://dx.doi.org/10.1520/E2329
http://dx.doi.org/10.1520/E2334
http://dx.doi.org/10.1520/E2334
http://dx.doi.org/10.1520/E2334
http://dx.doi.org/10.1520/E2334
http://www.astm.org/COMMIT/COMMITTEE/E30.htm
http://www.astm.org/COMMIT/SUBCOMMIT/E3001.htm
https://standards.iteh.ai/catalog/standards/sist/f72242b0-e3ef-4cbc-ae62-86faa5bd19c3/astm-e2548-07

Ay E2548 - 07

i’

Sampling Strategy — Based upon jurisdictional requirements

Population Determination

v

Sampling Plan

v

Sampling Procedure

Hypergeometric
Bayesian

Other probability-based
Approaches

Statistical

Square root N
Management Directive

Non-Statistical :
Judicial Requirements

Sampling Scheme

FIG. 1 Relationship of Various Levels Required in Sampling

Bulk Powders

Dretermine Toral

» win Fer wiliielt

or Bulk Multiple Dosage Bulk Powder Visually no ne
Units? (e.g. Multi-kg, o
Multiple tablets|
ves

.S'u'mph'ng Plan Wil
Applv (e g Total Weight)

Separare into Muliiple Sub-

Multi-Unit
rersps Based Upon Appearance

Determine Toral Popudation
rer wihich Sampling Plan
Will Apply e.g. Total Weight
Number of Units,
Number of Dosages

" ¥
e.g. Each Unit is Similar
Size and Color, Simila

no

Separate inte
Meuliiple Sub-groups
Baxed Upon
Appearance

y

Is the

eight or Volume
d Units App.

for Analysis?

Appriv Scmpling
Plan

w
I.-(nd.fyzv Selected Unl.rsl

Sample Size Redction
feg Cone & uariering.
Riffling)

I Analyze Selected Unmrl

| Anatyze all Unies

FIG. 2 Example of a Sampling Scheme—A Decision Flowchart

5.2 Population Determination:
5.2.1 The population determination shall take into account
all typical forms and quantities in which exhibits may appear.

units.

Insert A

5.2.2 A population can consist of a single unit or multiple
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