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Objectives

il

Introduce ASTM Committee D37
International




Who is ASTM International? ‘ul

Operating Globally

— One of the world’s largest Standards
Developing Organizations

— Established in 1898
— 30,000 members over 150 countries
— 148 technical committees

ithout Mixing!, Genepp
« Sets hardin 20 to 4(/

“Exceeds the compresiXestrength requirements of ASTM C 381

12,800+
8’7OO+ ASTM standards

citations of operate globally

ASTM
Standards in 75
nations



ASTM International Recognition

uli

2021 OECD Report

@) OECD

International Regulatory Co-operation and
International Organisations
The Case of ASTM International

-’
| )/, WORLD TRADE
2 / ORGANIZATION

WTO/TBT Principles

Transparency
Openness

Impartiality and Consensus
Effectiveness and Relevance

Coherence

ASTM International is “Quick to
react to emerging areas in need of
standardisation action, notably
around key new production
technologies.” — OECD

elopment Dimension
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Many types of ASTM Standards

TEST METHOD

A procedure that
produces a test result

[ ]
CLASSIFICATIOIN

Arrangement or division of
materlals, products, systems, or
services Into groups based on
characteristics such as origin,
composltion, propertles, or use

TERMINOLOGY

Definltlons of terms;
explanations of symbols,
abbreviations, or acronyms

Veau
Ve

SPECIFICATION

Requirements to be
satisfied by a materlal,
product, system, or service

B
.,.
=\ PRACTICE
GUIDE

Instructlons for performing
specific operations that do
not produce a test result

A compendium of Information
or serles of options that does
not recommend a speclfic
course of actlon




The birth of an ASTM standard
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IDENTIFY A CREATE AWORK DRAFT SUBCOMMITTEE
NEED ITEM STANDARD BALLOT

—
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BALLOT PUBLISH




A standards journey through the Committee Aﬂ}y

v Voting Main

Committee

|
v' Voting l Subcommittee | l Subcommittee |

| I | |
o Work items
o Standards drafted or Task Group 1 Task Group 2 Task Group 3
revised




Voting: A Balance of Interest Aﬂﬂtf

il
User &
ASTM General
Producer ‘ [z s
I

Technical Committees are balanced
No excess influence by any interest group

ASTM Committee D37 Standards Development Process



Committee D37 on Cannabis Aﬂ}?

Represented by

: Academia
Formed in 2017  Laboratories
i « Farms and
1200+ members, 30+ countries Agriculture
10 technical subcommittees * Government
« Extractors
* Packagin
48 approved standards as of Compagr:ie%
December 2022 « Accreditation bodies

e ...and more

Meet twice a year in person — January
and June

Next — San Antonio, TX, USA
Jan 23-25, 2023



ﬁgl») Designation: D8197 - 21

1“_"

INTERNATIONAL  gtandard Specification for

Maintaining Acceptable Water Activity (a,) Range (0.55 to

0.65) for Dry Cannabis Flower Intended for Human/Animal
Use’

NLT 0.55

NMT 0.65

« D37’s first standard specification
« Safety and quality

» Referenced by USP expert panel




Examples of useful Cannabis standards AEDW

url’
(ﬂ% Designation: D8309 - 21
ull

‘
INTERNATIONAL Standard Guide for

Stability Testing of Cannabis-Based Products’

2.2 ICH Documents:’

QTA(R2) Harmonised Tripartite Guideline — Stability Test-
ing of New Drug Substances and Products

Q1B Harmonised Tripartite Guideline — Stability Testing:
Photostability Testing of New Drug Substances and Prod-
ucts

3. Terminology

Designation: D8250 - 19

Standard Practice for
Applying a Hazard Analysis Critical Control Points (HACCP)
System for Cannabis Consumable Products’

11



Designation: D8439 - 22
url’ Standard Specification for AEDW

INTERNATIONAL . . . ,
Medicinal-use Cannabis Inflorescence

TABLE X1.1 Quality Attributes for Medicinal-Use Cannabis Inflorescence

Pesticides

Quality Attribute Elemental Impurities

Macroscopic &
Identity Microscopic Analysis
Cannabinoids

Contaminants . .
Microorganisms and

Mycotoxins

Cannabinoid Profile
Phytochemical Profile

Water Activity (a,) |

Terpene Profile

Foreign Organic

Other Quality Matter

Attributes

Total Ash

Total Insoluble Ash




Designation: D8450 - 22

ull’ '
rrEAnont Standard Specification for

Environmental Conditions While Packaging Cannabis/Hemp
Flower’

€h peaso-22

. Bpeeboathan Tor Enviesamontal Coatitism While
Fuckinging Cistrshbu g F

o chaging




Problem: Cannabis plant is not
homogenous! un’

4Hly D833a/D8I3AM - 20

ar of Morphologically, it is 4.2 Harvest batch size for batches of inflorescence shall
the mndrﬁed part of the shoot of seed plants where flowers are have a maximum weight of 6.8 kg [15 Ib], unless local
formed. jurisdiction has alternative requirements for maximum batch
size.
4. Summary of Practice 4.3 The sampling protocols in this standard:
H H . 4.1 This standard provides best practice procedures and 4.3.1 Apply to harvest batches of cannabis grown indoor or
es I gnatlon n — protocols for sampling cannabis harvest batches to collect  outdoor;

representative samples used for laboratory testing that are 4.3.2 Attempt to minimize harvest lot variation;

I representative of an entire harvest batch that is intended for 4.3.3 Requires that all material in a harvest batch comes

'"ffﬂmﬂm Standard Practice for
Sampling of Cannabis/Hemp Post-Harvest Batches for
Laboratory Analyses’

Builds off existing knowledge

DA/ P o’ D

Requires 3 x for collection

Batch size - 25 kg [55.1 b] 3 ;:2;955:':;5
10 containers holding 1.0 kg [2.2] each et

Repeat sampling from all containers untill you meet this mass
GOOD AGRICULTURAL AND COLLECTION AN N N Assuming 20.g [0.044 Ib] minimum for full panel test
PRACTICES AND GOOD MANUFACTURING N e ] | 320G [0.044 Ib] = 60 g [0.132 Ib] (Total weight collected)
PRACTICES FOR BOTANICAL MATERIALS L |

Collect sample specimens at random from checked containers

untill you meet the minimum Lab recommended weight for
testing.

CONTAINS NON-BINDING RECOMMENDATIONS

May 2021 (Revised)

SDA S ——— European

?ﬁ; HOp MAH PA Pharmacopoeia <- > j <.> > E :

Marketing and AMERICAN HERBAL PRODUCTS ASSOCIATION \ J B \ A N A - /\ /\,
Reguistory . ;
o Inspection

Agrcuitural

Worvating

Sample
container

@ = sample Specimen

=z Handbook

Washington, 0.C.

July 2022

FIG. 1 Sample Processing Examples
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ASTM D8441/8441M, Specification for an International Symbol for Ag]:b;
|dentifying Consumer Products Containing Intoxicating Cannabinoids L

— Scope ASTM International Intoxicating
. . . Cannabinoid Product Symbol (lICPS)
— Establishes international symbol for all

consumer products containing intoxicating
cannabinoids at a defined quantity

— Finished products intended for consumer use
including topical, ingestion, inhalation, or other
adsorption method on or in the body of a human Light Background
or animal.

— Significance & Use

— Uniformity in identifying health and safety
hazards of a substance that may cause mind
altering effects.

— Visual clarity and consistency — improve
recognition and comprehension for end user. Dark Background

15



Personnel and Credentialing —

Who is qualified to do what?

Designation: D8452 - 22

Standard Guide for
Requirements for Medical-related Professionals within the
Cannabis and Hemp Industries’

TABLE 2 Cannabis and Hemp Medical Professional Body of

Knowledge (BoK)
BoK Section”
Legal Landscape of Cannabis and Hemp A1
History of Cannabis and Hemp in the World A1.2
The Endocannabinoid System A1.3
Cannabinoids, Terpenes, and Opioids Al1.4
Delivery Systems for Medical Cannabis and Hemp A1.5
Patient-centered Dosing A1.6
Laboratory Testing A1.7
Clinical Practice and Broad Therapeutic Uses A1.8
Cannabis and Opioids A1.9

A Details for each BoK topic are provided in Annex A1.
December 8, 2022



(ﬂg:[p Designation: D8469 - 22

:_ﬁ"m!m Standard Test Method for
- . Analysis of Multiple Elements in Cannabis Matrices by
gy Inductively Coupled Plasma Mass Spectrometry (ICP-MS)

ﬁﬁm Designation: D8375 - 22
L]

INTERNATIONAL

Standard Test Method for

Determination of Cannabinoid Concentration in Dried
Cannabis and Hemp Raw Materials using Liquid
Chromatography Tandem Mass Spectrometry (LC-MS/MS)’

ASTM D8442-22 ®

Standard Test Method for Determination of
Cannabinoids in Cannabis Raw Materials and Resin
Cannabis Products by Gas Chromatography and Flame
lonization Detection



Much more in development Aﬂ}y

Test Methods

* 84190 - Test Method for Determination of THC Isomers in Hempseed Products
Intended for Animal Feed and Ingredients by Gas Chromatography and Flame
lonization Detection (84190)

Sampling and Process Methods

» Guide for The Sampling of Field and Bulk Harvest Lots of Cannabis and Hemp
for Laboratory Analyses (80447)

» Guide for Cleaning and Disinfecting Water and Fertigation Systems in
Cannabis Cultivation Facilities (82019)

» Guide for Indoor/Outdoor Cannabis Cultivation Space Entry Protocols (81375)
» Guide for Process Validation Requirements in the Cannabis Industry (73764)

* Practice for Decontamination of LP Cylinders used in Biomass Extraction
(81376)

» Specification for Restricted Substances used or contained in Materials to
manufacture Herbal Product Vaporizers (76669)






Converging for quality and safety AUy

Problems demand solutions

— We have a wide breadth of standards
— Leverage ASTMs robust process

— All with an interest in cannabis
standardization are invited to |
participate Y 8\

P »| o) o000/123

ASTM International Committee D37 on Cannabis

THANK YOU!

David Vaillencourt, M.Sc. For more information about ASTM

Vice-Chair ASTM Committee D37 Committee D37 and how to join, visit
CEO, The GMP Collective www.astmcannabis.org

david@agmpcollective.com
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mailto:david@gmpcollective.com
https://youtu.be/Zq69VcgQExY
http://www.astmcannabis.org/
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