INTERNATIONAL
WORKSHOP
AGREEMENT

cannabis facilities and opera

Part 3:
Good production.practices ((C

IWA
37-3

First edition
2022-10

Safety, security and sustainaIility of

tions —

PP)

Reference number
IWA 37-3:2022(E)

© IS0 2022


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2022

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401  Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

ii © 1S0 2022 - All rights reserved


https://www.iso.org
https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

Contents

IWA 37-3:2022(E)

Page
FOT@WOT ... \%
I OUICTION . ... vi
1 SCOPI@ ... 1
2 Normative references
3 Terms and definitions
4 General
41 Understanding the organization and its conteXt ...
4.2 Understanding the needs and expectations of interested parties
4.3 Establishing the CQP ... b
S T8 N 71 V=) 7 ) SO P
4.3.2 Control of externally provided processes, products or services
4.4 LECOIICES e e
4.3 POLICY ot N
4.5.1 Establishing the CQP POliCY ... o
4.5.2 Communicating the CQP policy ... 80
4.4 Organizational roles, responsibilities and authorities ...
ST S ©71 =) o U OSSR €1 DO
4.6.2 Quality and safety team leader............pmiCorsen
4.6.3  Product SECUTTLY ..o DN
4.7 Planning of Changes ... St
5 Support......n,
5.1 Resources.............
5.1.1 General
5.1.2 People
5.1.3  INfrasStlUCTUTE. .ot e
5.14 Work environment
5.7 Documented INfOrmMAatioN . ...
5.2 1 GENETAL .o st
5.2.2 Creating and updating.......cccocree
5.2.3 Controkofdocumented information
5.2.4 Datalntegrity and backup ...
6 Designing and implementing GPP within the operation...........cfi . 15
6.1 DeVelOPMENT Of PIOCESSES ... 15
6.7 Establishing criteria for ProCESSES ...t 16
6:2.1 Characteristics of raw materials, ingredients and product contaqt materials...... 16
6:2.2 Characteristics of end products (finished products)........cccccon
6213 Intended use
6.2.4 Flow diagrams and description of processes ...
6.3  Riskassessment/Hazard analySis ...
0.3. 1 GEIETAL .o
6.3.2 Hazard identification and determination of acceptable levels
6.3.3  HAZATA @SSESSIMEIIT . ..ooo oo
6.3.4 Selection and categorization of control MeaSUIesS ...
6.4 Implementing process CONtrols ...
6.4.1 Good production practices (GPP) ..........cc.......
6.4.2 Control measures for significant hazards
6.4.3 Validation of control measures for significant hazards ...
6.4.4 Control of monitoring and measuring methods
6.5 Process control dOCUMENTATION ...
6.5.1 Master manufacturing records (MMRS) ...
6.5.2 Batch manufacturing records...........
6.6  Verification related to GPP and the hazard control plan

© 1S0 2022 - All rights reserved iii


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

6.7

6.8

6.9
6.10
6.11

6.6.1 Verification ...
6.6.2  Verification results. ...
6.6.3 Analysis of results of verification activities ..
Laboratory system/Product teSTING ...
6.7.1  Testing for phytocannabinOids ...
6.7.2  Testing for contaminants
6.7.3  TeStING fOI PESTICIARS ..ot
6.7.4  SAMPIE TETEIMTION ..ooiooieeie st
6.7.5 Durable life/Durable life date...........cccco...e
Control of product and process nonconformities...
6.8.1  GENETAL ..o
6.8.2  COTT@CTIOMS ..otk
6.8.3 Corrective actions
6.8]4 Handling of potentially unsafe products ... @y
Complaint MANAZEMENIT ... o e
Id¢ntification and traceability...................
Pagkaging system
6.11.1  General ...
6.11.2 Packaging: Sustainability, safety and quality...
6.11.3 Packaging: Containers and wrappers...............
6.11.4 Packaging labelling: Product identifiers ...
6.11.5 Packaging labelling: AdVertiSing ... ) e

Annex A (normative) GPP for cannabis and cannabis product quality and safety..........fo..... 34

Annex B (informptive) Guidance on applying GPP to cannabis edibles ... 54

BIDHIOZTAPIY ... ] oo e et 66

© IS0 2022 - All rights reserved


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of

electrotec

hnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
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Introduction

While cannabis has been fully legalized in Canada and in many states in the US4, itis a new and emerging
industry that is moving at a very fast pace in many other parts of the world. While legalization is being
deliberated by governments and legislative bodies, companies are creating their own infrastructure
in anticipation of legal approval. Meanwhile, government regulators and the societies they serve are
grappling with the lack of consistent rules and guidance to deliver safety, security and sustainability
of cannabis facilities and operations, while growers and producers use their own judgment on how to
establish and operate facilities.

It has become very clear that the global cannabis market is opening up very rapidly. The cannabis
product and the industry will become more and more ubiquitous as the global barriers start to lower
and come down. Hthe-earrenttrend-continvesitispredicted-that-weH-over-one-third-eftheglobe will

accommodate cannabis by 2024.

What is unique gbout this new and emerging industry is that it is coming from an.fllicit status into
decriminalizatioh and evolving into a legitimate burgeoning business. Due to its pioneering stjlatus, very
little exists in terms of research, studies, historical experience and best practices. Standardization is
likewise very sloy on the uptake and the cannabis industry remains severely underserved.

There are therefgre distinct challenges for the safety, security and sustainability of cannabif facilities
and operations, which the IWA 37 series seeks to address as follows:

— Part 1: Requirements for the safety of cannabis buildings, equipment and oil extraction operations;
— Part 2: Requirements for the secure handling of cannabis.ahd cannabis products;
— Part 3 (this document): Good production practices (GPP.

The good production practices (GPP) specified in this;document are intended to ensure prodyct quality
by mitigating threats of mislabelling or adulterating'cannabis products. These practices are compatible
with the requirements for safety, product security and facility safety specified in IWA 37-1 arjd IWA 37-
2.

To align with international best practices)'this document builds upon the internationally rgcognized
framework and principles used in good manufacturing practices (GMP) and GPP, which|comprise
a system of processes, procedures-and documentation that help to ensure products are consistently
produced and controlled in accordance with quality standards. These practices are typically required
to conform to guidelines andiregulations recommended by agencies that control authorizZation and
licensing for the manufactupe and sale of food, drug products and active pharmaceutical proglucts. The
application of thgse guid€élines require that manufacturers, processors and packagers of drugs, medical
devices and food [takeproactive steps to ensure that their products are safe, pure and effectiye.

The production df‘earinabis products presents unique and challenging hazards and requires pdditional
control measures and prerequisite programmes, from the perspectives of safety, product quality and
safety, product security and facility safety, as well as from the perspective of compliance with statutory
or regulatory requirements, which in most jurisdictions are in addition to those governing conventional
product manufacturing.

The production and sale of cannabis products encompasses the full supply chain from the cultivation
and harvesting of the cannabis plant, through the processing of the plants and the extraction of
concentrated oils to the manufacturing of cannabis products using conventional methods, and it
includes the storage, handling, distribution and retailing of these products.

Given the unique aspects associated with cannabis edibles, this sub-set of cannabis products is
considered separately. It is felt that the most effective approach for the development of future ISO
standards for cannabis edibles is to build upon the strong foundation for food safety management
systems set out in ISO 22000 and in ISO/TS 22002-1 together with the technical guidance contained
in the main body of this document, rather than to develop a new set of GPP exclusively for cannabis
edibles. Annex B outlines this approach in more detail.
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Supporting material to accompany the IWA 37 series is available at the following website:
IWA 37 — Safety, security and sustainability of cannabis facilities and operations.

A list of workshop participants is available from the Standards Council of Canada (SCC).
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Safety, security and sustainability of cannabis facilities and
operations —

Part 3

Good production practices (GPP)

1 Scope

This doculment specifies requirements and recommendations for organizations.dirée

involved i

plan,
prody

demo
evalu

effect]
partig

demo
safety

suppd
or sel

All requir
cannabis §
involved i
of cannab
providers
suppliers

This doc
organizat

NOTE 1

h the cannabis supply chain, to enable them to:

ctly or indirectly

mplement, operate, maintain and update a good production practicé progranpme for providin
p p p g p p prog p g

cts that are safe, according to their intended use;

hstrate compliance with applicable statutory and regulatery requirements;

ively communicate with interested parties and demonstrate conformity to re
S;

hstrate conformity to stated policies in @,cannabis quality programme (
, product quality, product security andfacility safety;

rtthe evaluation of quality programimes by external organizations or to perm
[-declaration of adherence to some‘or all of the guidance contained in this da

bments in this document are!generic and intended to be applicable to all org
upply chain, regardless,efsize and /or complexity. Organizations that are dir¢
nclude (but are notlimited to) growers/cultivators, harvesters, primary proc
s, manufacturers of cannabis derivatives, cannabis edibles and/or cannabis

retailers and ofganizations providing transportation, storage and dist
bf equipment, packaging materials and other contact materials.

iment infénded to enable any organization, including small and/or
ons, to.implement externally developed elements in its CQP.

Opganizations in the cannabis supply chain are diverse in nature and not all
h this document apply to each establishment or process. Justifications for exclus

hte and assess mutually agreed customer requirements.and demonstrate copformity to them;

levantinterested

CQP) for product

tself-assessment
cument.

anizations in the
ectly or indirectly
pssors, producers
products, testing
ibution services,

less developed

the requirements
ions or the use of

specified i

alternative measures can be documented by a risk assessment/hazard analysis or other appropriate means.

This document provides guidance related to the following categories of cannabis, cannabis derivatives
and cannabis products:

fresh
dried
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cannabis plants;

cannabis;

cannabis;

cannabis derivatives;

cannabis topicals;
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— inhalable cannabis.

NOTE 2 Annex B provides additional guidance on applying GPP to cannabis edibles with respect to
requirements and recommendations in existing food safety standards.

Where buildings or premises combine cultivation and processing of cannabis plants, including ancillary
activities, along with other operational activities, the requirements and recommendations in this
document apply only to that portion of the facility.

NOTE 3  Where joint use activities are present in a common building, specific statutory and regulatory
requirements can apply for each category.

This document does not address the following:

. ) . 1 1 11 1 o e s L okl LI, 1 1 b
— requlrement TTCIateU tO TesStdl CIT dITd Ue VEITOPIIITIIC aCIVITIES 10T [TITsIied Pproaucts;

— general fire [prevention or building construction features that are normally a functign of local
building and|fire codes where applicable;

— premises us¢d exclusively for operational activities, such as office space,€all centres pnd retail
outlets, used|for the distribution, marketing, or sale of cannabis;

NOTE4  Shipping and receiving of products from the production facilityfor further distributjon are not
considered asfa retail outlet.

— the safe confumption or use of the cannabis or cannabis pfoducts produced by organizations
applying these good production practices;

— occupational health and safety requirements governing ¢annabis workers and personnel except as
identified in A.8.4 and A.8.6;

— the protectign of the environment;

— security of the supply chain monitoring system, including cybersecurity and notification};
NOTES5  Sequrity and monitoring of the.supply chain are dealt with specifically in IWA 37-2.

— outdoor cultivation of cannabis and industrial hemp;

— growing of cannabis intended/for personal use;

— the use of cannabinoids asiingredients that are derived from plants other than cannabis, pr derived
from other ofganisms,Or'created synthetically.

2 Normativd references

There are no normative relferences in this document.

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.
ISO and IEC maintain terminology databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org/

2 © IS0 2022 - All rights reserved
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acceptable level
level of a safety hazard (3.38) not to be exceeded in the end product (3.18) provided by the organization

(3.27)
[SOURCE:

3.2
audit

[SO 22000:2018, 3.1]

systematic, independent and documented process (3.32) for obtaining audit evidence and evaluating it
objectively to determine the extent to which the audit criteria are fulfilled

Note 1 to entry: An audit can be an internal audit (first party) or an external audit (second party or third party),

and it can he a combined audit (combining two or more disciplines)

Note 2 to gntry: An internal audit is conducted by the organization (3.27) itself, or by an) exfernal party on its
behalf.

Note 3 to eptry: “Audit evidence” and “audit criteria” are defined in ISO 19011.

Note 4 to|entry: Relevant disciplines are, for example, food safety mamagement, qualily management or
environmental management.

[SOURCE:ISO 22000:2018, 3.3]

3.3

cannabis

genus of flowering plants made up of many different phjtocannabinoids and chemicallcompounds

Note 1 to ¢ntry: Research into cannabis by governing bodies and organizations is ongoing|around the world,
and drug dlassifications are constantly under review. Regulation of cannabis legalization frameworks can vary
between jurisdictions, based on the levels of tetrahydrocannabinol (THC) available in the plajt.

3.4

cannabis|derivative

secondary product (3.33) that can be'extracted or obtained from a cannabis (3.3) bionlass

Note 1 to eptry: Classification of synthetically derived cannabinoids can vary between jurisdigtions.

3.5

cannabis|edible

food (3.19) which incltides cannabis (3.3) or cannabis derivative (3.4) as an ingredient

Note 1 to gntry: Dried cannabis, fresh cannabis, cannabis plants or cannabis plant seeds arg not in themselves
considered food.

3.6

cannabis product

packaged goods containing cannabis (3.3) or cannabis derivative (3.4), available in multiple formats for

commerci

3.7
cannabis

al and/or retail distribution

waste

solid, liquid or gaseous material that is a cannabis product (3.6), contains cannabis (3.3) or has come
into contact with cannabis, destined for disposal and not intended for sale or for use in any way other
than for agronomic purposes such as compost

Note 1 to entry: Definitions of cannabis waste can vary between jurisdictions. For example, in a jurisdiction that
sets a specific tetrahydrocannabinol (THC) threshold to define cannabis waste at a specific concentration of THC
(e.g. 10 png/g), waste that has a concentration below that threshold is not considered to be cannabis waste.

© IS0 2022 - All rights reserved


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

3.8
competence

ability to apply knowledge and skills to achieve intended results

[SOURCE: ISO 22000:2018, 3.4]

3.9
conformity

fulfilment of a requirement (3.35)

[SOURCE: ISO 22000:2018, 3.5]

3.10
contamination

introduction or ¢ccurrence of a contaminant including a safety hazard (3.38) in a product

processing envir
[SOURCE: ISO 22

3.11
continual imprag
recurring activit

[SOURCE: ISO 22
3.12

control measure¢

nment

00:2018, 3.6]

vement
 to enhance performance (3.29)

00:2018, 3.7]

action or activit)
(3.39) or reduce

Note 1 to entry: C

 that is essential to prevent a safety hazdrd’(3.38) and/or significant safe
t to an acceptable level (3.1)

trol measure(s) is (are) identified by risk\assessment/hazard analysis.

[SOURCE: ISO 22000:2018, 3.8, modified — The Words “a significant food safety hazard”
replaced with “alsafety hazard and/or significant safety hazard” in the definition; the origii
to entry has been deleted and the words “risk'assessment” have been added to the remainit

entry.]

3.13
corrective actio
action to elimina

Note 1 to entry: Th

Note 2 to entry: Co

h
fe the cause of anonconformity (3.25) and to prevent recurrence

ere can be‘meore than one cause for a nonconformity.

rrective-action includes cause analysis.

(3.33) or

ty hazard

have been
hal Note 1
1g Note to

[SOURCE: ISO 22

00:2018, 3.10]

3.14

documented information
information required to be controlled and maintained by an organization (3.27) and the medium on
which it is contained

Note 1 to entry: Documented information can be in any format and media, and from any source.

Note 2 to entry: Documented information can refer to:

the management system (3.22), including related processes (3.32);
information created in order for the organization to operate (documentation);

evidence of results achieved (records).

[SOURCE: ISO 22000:2018, 3.13]
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durable life
period, commencing on the day on which a cannabis product (3.6) is packaged as an end product (3.18),
during which the product, when it is stored under conditions appropriate to that product, will retain,
without any appreciable deterioration, normal palatability and any other qualities claimed for it

3.16

durable life date
date on which the durable life (3.15) of a cannabis product (3.6) ends

3.17

effectiveness
extent to which planned activities are realized and planned results achieved

[SOURCE:

3.18
end prod
product (3

Note 1 to {
end produ
the second

[SOURCE:

3.19
food
substance
and inclu
preparati
used only

[SOURCE:

3.20

intereste
person or
or activity

[SOURCE:

3.21
lot

[SO 22000:2018, 3.14]

ict
.33) that will undergo no further processing or transformation-by the organ

ntry: A product that undergoes further processing or transforhation by another
tin the context of the first organization and a raw material, aninput, or an ingredid
organization.

[S0 22000:2018, 3.15, modified — The words “an input” have been added in

(ingredient), whether processed, semi-priecessed or raw, which is intended
Hes drink, chewing gum and any substance which has been used in t
n or treatment of “food” but does notinclude cosmetics or tobacco or substar
as drugs

[SO 22000:2018, 3.18, modified— The original Note to entry has been delet

d party
organization (3.27)that can affect, be affected by, or perceive itself to be affe

1SO 22000:2018, 3.23, modified — The admitted term “stakeholder” has begd

defined qfantity of a product (3.33) produced and/or processed and/or packaged ess¢

ization (3.27)
organization is an

nt in the context of

he Note to entry.]

for consumption,
he manufacture,
ces (ingredients)

ed.]

rted by a decision

n deleted.]

ntially under the

same condcittons

Note 1 to entry: The lot is determined by parameters established beforehand by the organization (3.27) and may
be described by other terms, e.g. batch.

Note 2 to entry: The lot may be reduced to a single unit of product.

[SOURCE:
3.22

[SO 22000:2018, 3.24]

management system
set of interrelated or interacting elements of an organization (3.27) to establish policies (3.30) and

objectives

(3.26) and processes (3.32) to achieve those objectives

Note 1 to entry: A management system can address a single discipline or several disciplines.

Note 2 to entry: The system elements include the organization's structure, roles and responsibilities, planning

and operat

© 1S0 2022
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Note 3 to entry: The scope of a management system may include the whole of the organization, specific and
identified functions of the organization, specific and identified sections of the organization, or one or more

functions across a

group of organizations.

Note 4 to entry: Relevant disciplines are, for example, a quality management system or an environmental

management syste

m.

[SOURCE: ISO 22000:2018, 3.25]

3.23
measurement
process (3.32) to

determine a value

[SOURCE: ISO 22000:2018, 3.26]

3.24
monitoring
determining the

Note 1 to entry: To|

Note 2 to entry:
observations or m4

Note 3 to entry: Diistinctions are made in this document between the terts validation (3.44), mon

verification (3.45):

results;
monitoring is

verification is

[SOURCE: ISO 22
safety” in Note 2

3.25
nonconformity
non-fulfilment of]

[SOURCE: ISO 22

3.26
objective
result to be achie

validation is gpplied prior to an activity and provides information about the capability to delivg

btatus of a system, a process (3.32) or an activity
determine the status, there may be a need to check, supervise or critically observe

n the context of cannabis safety (3.37), monitoring is conducting a planned s
asurements to assess whether a process is operating as intended.

bpplied during an activity and provides infermation for action within a specified ti
applied after an activity and provides iinformation for confirmation of conformity (

000:2018, 3.27, modified — The@Words “food safety” have been replaced with
to entry.]

a requirement (3.35)
00:2018, 3.28]

ved

bquence of

toring and

r intended

me frame;
8.9).

“cannabis

Note 1 to entry: Ar

h i 1 - o~ . o s 1 o 1
UUJELLIVE LAIT DT SUTALTEIL, LdULILdl, U UPTT dUIUTId].

Note 2 to entry: Objectives can relate to different disciplines (such as financial, health and safety (3.37), and
environmental goals) and can apply at different levels (such as strategic, organization-wide, project, product

(3.33), and process

(3.32).

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended outcome, a purpose, an
operational criterion, as a food safety management system (3.22) objective, or by the use of other words with

similar meaning (e

.g.aim, goal, or target).

Note 4 to entry: In the context of food safety management systems, objectives are set by the organization (3.27),
consistent with the food safety policy (3.30), to achieve specific results.

[SOURCE: ISO 22000:2018, 3.29]
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3.27

organization

person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.26)

Note 1 to entry: The concept of organization includes, but is not limited to sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.

[SOURCE: IS0 22000:2018, 3.31]

3.28

outsource
make an arrangement where an external organization (3.27) performs part of an organization’s
function dr process (3.32)

Note 1 to ¢ntry: An external organization is outside the scope of the management system (3.22), although the
outsourced function or process is within the scope.

[SOURCE:|ISO 22000:2018, 3.32]

3.29
performdnce
measurablle result

Note 1 to eptry: Performance can relate either to quantitative orqualitative findings.

Note 2 to |entry: Performance can relate to the managenient of activities, processes (3.32), products (3.33)
(including pervices), systems or organizations (3.27).

[SOURCE:|ISO 22000:2018, 3.33]

3.30
policy
intentiong and direction of an organizdtion (3.27) as formally expressed by its top management (3.41)

[SOURCE:[ISO 22000:2018, 3.34]

3.31

potency
amount per unit of the standardized component(s) which further characterizes the¢ quantity of the
ingredient

Note 1 to eptry: Eorfurther clarification of the calculation of potency, see 6.7.1.4.

Note 2 to eptty; The use of the term potency in this document is not intended to refer to product (3.33) efficacy.

3.32
process
set of interrelated or interacting activities which transforms inputs to outputs

[SOURCE: ISO 22000:2018, 3.36]

3.33
product
output that is a result of a process (3.32)

Note 1 to entry: A product can be a service.

[SOURCE: ISO 22000:2018, 3.37]
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3.34

purity

extent to which an ingredient or cannabis derivative (3.4) is free from undesirable or adulterating
chemical, biological or physical entities as defined by specifications

Note 1 to entry: Requirements can vary between jurisdictions.

3.35
requirement
need or expectation that is stated, generally implied or obligatory

Note 1 to entry: “Generally implied” means that it is custom or common practice for the organization (3.27) and
interested parties (3.20) that the need or expectation under consideration is implied.

Note 2 to entry: A gpecified requirement is one that is stated, for example in documented information (3.14).
[SOURCE: ISO 22(00:2018, 3.38]
3.36

risk
effect of uncertainty

Note 1 to entry: Ayl effect is a deviation from the expected - positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information related to, undergtanding or
knowledge of, an eyent, its consequence, or likelihood.

Note 3 to entry: Risk is often characterized by reference to potential\‘events” (as defined in ISO Guide 73:2009,
3.5.1.3) and “consgquences” as defined in ISO Guide 73:2009, 3.6,1.3), or a combination of these.

Note 4 to entry: Rjisk is often expressed in terms of a combination of the consequences of an event] (including
changes in circumgtances) and the associated “likelihood” {as'defined in ISO Guide 73:2009, 3.6.1.1) of qccurrence.

[SOURCE: ISO 22000:2018, 3.39, modified — The-original Note 5 to entry has been deleted.]

3.37

safety
assurance that the product (3.33) will not cause an adverse health effect for the consumer when it is
prepared and/or [used according to.itsiintended use

Note 1 to entry: S3fety is related to.the occurrence of safety hazards (3.38) in end products (3.18) ar}d does not
include other health aspects.

3.38
safety hazard
source or situatigndwrith the potential to cause an adverse health effect

Note 1 to entry: The term hazard is not to be confused with the term risk (3.36) which, in the context of safety
(3.37), means a function of the probability of an adverse health effect (e.g. becoming diseased) and the severity of
that effect (e.g. death, hospitalization) when exposed to a specified hazard.

Note 2 to entry: Safety hazards include allergens and radiological substances.

[SOURCE: ISO 22000:2018, 3.22, modified — The word “food” has been deleted from the term and from
Notes 1 and 2 to entry; the words “biological, chemical or physical agent in food” have been replaced
with “source or situation” in the definition; the original Notes 3 and 4 to entry have been deleted.]
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3.39

significant safety hazard

safety hazard (3.38), identified through the hazard assessment, which needs to be controlled by control
measures (3.12)

[SOURCE: ISO 22000:2018, 3.40, modified — The word “food” has been deleted from the term and the
definition.]

3.40

stability

period of time during which the cannabis product (3.6), after being packaged for sale as an end product
(3.18), will continue to comply with its specifications when it is stored under its recommended storage
conditions or, if it does not have recommended storage conditions, when itis stored at room temperature

3.41
top management
person or|group of people who directs and controls an organization (3.27) at the highgst level

Note 1 to|entry: Top management has the power to delegate authority and provide respurces within the
organizatign.

Note 2 to pntry: If the scope of the management system (3.22) covers-only part of an orggnization, then top
management refers to those who direct and control that part of the organization.

[SOURCE:[ISO 22000:2018, 3.41]

3.42
traceabiljty
ability to follow the history, application, movement.@nd location of an object through $pecified stage(s)
of production, processing and distribution

Note 1 to ¢ntry: Movement can relate to the origin of the materials, processing history or distribution of the
product (3.83).

Note 2 to eptry: An object can be a product,a material, a unit, equipment, a service, etc.

[SOURCE:|[ISO 22000:2018, 3.42, medified — The word “food” has been replaced with [product” in Note
1 to entry]]

3.43
update
immediatge and/or planned activity to ensure application of the most recent informatipn

Note 1 to eptry;Update is different from the terms maintain and retain:

— maintpinds'to keep something on-going/to keep in good condition;

— retain is to keep something that is retrievable.
[SOURCE: ISO 22000:2018, 3.43]

3.44

validation

obtaining evidence that a control measure (3.12) (or combination of control measures) will be capable of
effectively controlling the significant safety hazard (3.38)

Note 1 to entry: Validation is performed at the time a control measure combination is designed, or whenever
changes are made to the implemented control measures.

Note 2 to entry: Distinctions are made in this document between the terms validation, monitoring (3.24) and
verification (3.45):

— validation is applied prior to an activity and provides information about the capability to deliver intended
results;
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— monitoring is applied during an activity and provides information for action within a specified time frame;
— verification is applied after an activity and provides information for confirmation of conformity (3.9).
[SOURCE: ISO 22000:2018, 3.43, modified — The word “food” has been deleted from the definition.]

3.45

verification

confirmation, through the provision of objective evidence, that specified requirements (3.35) have been
fulfilled

Note 1 to entry: Distinctions are made in this document between the terms validation (3.41), monitoring (3.24)
and verification:

— validation is appHedpriortoarretviyand-previdesinformationrabouttheeapabibtyto-debvgr intended

results;

— monitoring is ppplied during an activity and provides information for action within a spec€ifjed time frame;
— verification isfapplied after an activity and provides information for confirmation of€onformity (8.9).

[SOURCE: ISO 22(000:2018, 3.45]

4 General

4.1 Understanding the organization and its context

4.1.1 The organization should determine external and internal issues that are relevant to ifls purpose
and that affect itg ability to achieve the intended result($).of its cannabis quality programme [CQP).

4.1.2 The orgahization should identify, review and update information related to these external and
internal issues.

NOTE1 Issues dan include positive and negative factors or conditions for consideration.

NOTE 2  Understanding the context can be facilitated by considering external and internal issues inqluding, but
not limited to, legdl, technological, conipetitive, market, cultural, social, economic environments, cylersecurity
and fraud, defenc¢ and intentional 'contamination or product sabotage, knowledge and performgnce of the
organization, whether international,-national, regional or local.

NOTE 3  For an|organizatien-that manufactures cannabis products, understanding can be fadilitated by
considering external and-«internal issues including: product quality and safety, security issues related to the
production, storage, handing and distribution of cannabis, cannabis derivatives and cannabis pr¢ducts and
safety issues for pgrsonnel and for facilities.

4.2 Understanding the needs and expectations of interested parties

4.2.1 To ensure that the organization is able to consistently provide products and services that meet
applicable statutory, regulatory and customer requirements with regard to product quality and safety,
the organization should determine:

a) theinterested parties that are relevant to the CQP;

b) the relevant requirements of the interested parties of the CQP.

4.2.2 The organization should identify, review and update information related to the interested
parties and their requirements. When taking decisions, the organization should take into consideration
the best interest of all interested parties.
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4.3 Establishing the CQP

4.3.1 General

4.3.1.1 The organization should establish, implement, maintain, update and continually improve its
CQP, including the processes needed and their interactions, in accordance with the requirements of this
document.

4.3.1.2 If the organization establishes, maintains, updates and continually improves its CQP by using
externally developed elements of a CQP, including GPP, the organization’s risk assessment/hazard
analysis and the hazard control plan should ensure that the elements provided externally are:

a) devel
b) applid
c) specif

team;
d) imple
e) retaiy

pped il cConformance with requirements of this doCUIment,
able to the sites, processes and products of the organization;

ically adapted to the processes and products of the organization, by the q

mented, maintained and updated as required by this document;

ed as documented information.

4.3.2 Control of externally provided processes, products or services

The organ

a) estab
evalu

b) ensur

c) ensur
orgarn

d) retair
evalu

4.4 Lice

Organizat]
requiremg
or cannabj

ization should:

htion of external providers of processes, products and/or services;
e adequate communication of requirements to the external provider(s);

e that externally provided/processes, products or services do not adv|
ization's ability to consistently meet the requirements of the CQP;

htions and re-evaluations.

ences

ions can be required to obtain licences in order to meet applicable statut
ents related to their activities, including licences needed for the production
isproducts.

pality and safety

ish and apply criteria for the evaluation, selection, monitoring of perfqrmance, and re-

ersely affect the

documented information of these activities and any necessary actions gs a result of the

ry or regulatory
of cannabis and/

4.5 Policy

4.5.1 Establishing the CQP policy

The organization should establish, implement and maintain a CQP policy that:

a) isappropriate to the purpose and context of the organization;

b) provides a framework for setting and reviewing the objectives of the CQP;

c) includes a commitment to satisfy applicable product quality and safety requirements, including
statutory and regulatory requirements, and mutually agreed customer requirements related to
cannabis product quality and safety;

d) addressesinternal and external communication;
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e)
f)

includes a commitment to continual improvement of the CQP;

addresses the need to ensure competencies related to product quality and safety.

4.5.2 Communicating the CQP policy

The CQP policy should:

a) be available and maintained as documented information;

b) be communicated, understood, and applied at all levels within the organization;

c) beavailable to relevant interested parties, as appropriate.

4.6 Organizat

4.6.1 General

The organization
and responsibilit

4.6.2 Quality 3

4.6.2.1 The prd

a)
b)

‘)
d)

e)

f)

g)

h)
i)

ensuring the
managing an|
ensuring relq
reporting to

investigating
products, an

conducting 4
any risk, on 1

used as an injgredient presents a risk of injury to human health not being met;

cannabis an
packaged, la
prior to thei
team leader;

ional roles, responsibilities and authorities

, as part of its CQP, should document the organizational stru¢ture and spe
es with respect to the management of the CQP throughout the-organization

nd safety team leader

duct quality and safety team leader should be responsible for:
CQP is established, implemented, maintained and updated;

d organizing the work of the product quality and safety team;
vant training and competencies forithe quality and safety team;

fop management on the effectiviéness and suitability of the CQP;

cific roles

every quality complaint received in respect of the quality of the cannabis and cannabis

1 if necessary, immediately taking measures to mitigate risk;

n immediate investigation and, if necessary, immediately take measures t

b mitigate

easonable grounds, that the cannabis and cannabis products or anything that will be

1 cannabis. products or anything that will be used as an ingredient is

produced,

belled, distributed, stored, sampled and tested using methods and procedures that,

r imiplementation, have been approved by the identified product quality &

nd safety

approving th

e control measures prior to their implementation;

approving every lot or batch of cannabis and cannabis product before it is made available for sale.

4.6.2.2 All persons should have the responsibility to report problem(s) with regards to the CQP to
identified person(s).

4.6.2.3 The product quality and safety team leader should have the training, experience and technical
knowledge related to the scope of the organization’s operations, including control measures and GPP
that are applicable to the cannabis products and activities of the organization.
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4.6.3 Product security

4.6.3.1 The organization should ensure that the responsibilities and authorities relevant to the
security of the production of cannabis products are assigned, communicated and understood within
the organization.

4.6.3.2 The organization should assign the responsibility and authority for:
a) ensuring that the security systems conform to the requirements of this document;
b) reporting on the performance of the security systems to the appropriate individual responsible;

c) appointing the security team leader;

d) desighating persons with defined responsibility and authority to initiate and doc1|1ment action(s).

4.6.3.3 The security team leader should be responsible for:
a) ensurfing the security systems are established, implemented, maintained and updpted;
b) manapging and organizing the work of the security team;

c) ensurjing relevant training and competencies for the secuyitjzteam;

d) reporfting to the appropriate individual responsibleon’ the effectiveness and puitability of the
securfty systems.

4.6.3.4 All persons should have the responsibility“to report problem(s) with regards to the security
systems t¢ identified person(s).

4.7 Plapning of changes

4.71 Whhen the organization detérmines the need for changes to the CQP, including personnel
changes, the changes should be carried out and communicated in a planned manner.

4.7.2 The organization should consider the:
a) purpase of the changes and their potential consequences;
b) continued intégrity of the CQP;

c) availgbility of resources to effectively implement the changes;

d) allocatiomorreatiocationof Tespornsibitities amdauthorities:

5 Support
5.1 Resources

5.1.1 General

The organization should determine and provide the resources needed for the establishment,
implementation, maintenance and continual improvement of the CQP.
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5.1.2 People

5.1.2.1 The organization should ensure that persons necessary to operate and maintain an effective
CQP are competent.

5.1.2.2 Where the assistance of external experts is used for the development, implementation,
operation or assessment of the CQP, evidence of agreement or contracts defining the competency,
responsibility and authority of external experts should be retained as documented information.

5.1.3 Infrastructure

The organization should provide the resources for the determination, establishment and maintenance

of the infrastrucUre IECessary to acieve Conformity Wit the TequiTenments of the CQP— ]
NOTE Infrastifucture can include:

a) land, vessels, buildings and associated utilities;

b) equipment, influding hardware and software;

c) transportatiof;

d) information apd communication technology.

5.1.4 Work en]"/ironment

The organizatiop should determine, provide and maintaiiz’"the resources for the establishment,
management and maintenance of the work environment‘decessary to achieve conformity with the
requirements of the CQP.

NOTE A suitajle environment can be a combination'éf human and physical factors such as:
a) social (e.g. nopp-discriminatory, calm, non-confrentational);
b) psychological|(e.g. stress-reducing, burneutprevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity, light, air flow, hygiene, noise).

These factors car| differ substantially depending on the products and services provided.
5.2 Documented information

5.2.1 General

The organizationls-€QR-shewld-ineclude:

a) documented information required by this document;

b) documented information determined by the organization as being necessary for the effectiveness
of the CQP.

NOTE The extent of documented information for a CQP can differ from one organization to another due to:
— the size of organization and its type of activities, processes, products and services;
— the complexity of processes and their interactions;

— the competence of persons.
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5.2.2 Creating and updating

When creating and updating documented information the organization should ensure appropriate:
a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g.language, software version, graphics) and media (e.g. paper, electronic);

c) review and approval for suitability and adequacy.
5.2.3 Control of documented information

5.2.3.1 Documented information required by the CQP and by this document should be controlled to
ensure:

a) itisayailable and suitable for use, where and when it is needed;

b) itis aglequately protected (e.g. from loss of confidentiality, improper use, or'loss of integrity).

5.2.3.2 For the control of documented information, the organizatign-should address the following
activities,|as applicable:

a) distripution, access, retrieval and use;
b) storage and preservation, including preservation of legibility;
c) contrpl of changes (e.g. version control);

d) retention and disposition.

5.2.3.3 DPocumented information of exterhal origin determined by the organization to be necessary
for the plgnning and operation of the CQP-should be identified, as appropriate, and corjtrolled.

NOTE Access can imply a decision regarding the permission to view the documented irjfformation only, or
the permisgion and authority to viewand change the documented information.

5.2.4 Dpta integrity and backup

5.2.4.1 (omputer software programs used in good production/processing practiced are to be backed
up on a regular basis-to ensure loss of information is avoided. Computer programs| that are custom
made or nhodified'should be validated.

5.2.4.2 DPdtasecurity and integrity should be adopted and implemented.

6 Designing and implementing GPP within the operation
6.1 Development of processes

6.1.1 The organization should plan, implement and control the processes needed to implement its
CQP, including:

a) establishing criteria for the processes;
b) implementing control of the processes in accordance with the criteria;

c) keeping documented information to the extent necessary to have confidence that the processes
have been carried out as planned.

© IS0 2022 - All rights reserved 15


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022

(E)

6.1.2 The organization should control planned changes and review the consequences of unintended
changes to processes, taking action to mitigate any adverse effects, as necessary.

6.1.3 The organization should ensure that outsourced processes are controlled.

6.2 Establishing criteria for processes

6.2.1 Characteristics of raw materials, ingredients and product contact materials

6.2.1.1 The organization shall ensure that all applicable statutory and regulatory product quality and
safety requirements are identified for all raw materials, ingredients and product contact materials.

6.2.1.2 The organization shall maintain documented information, including specifications,c
all raw materialg, ingredients and product contact materials to the extent needed td. cond
assessment/hazdrd analysis, including the following, as appropriate:

a) biological, chemical and physical characteristics;

b) composition

c) source (e.g. Iimal, mineral or vegetable);

d) place of origi

e) method of prjoduction;

f) packaging arld delivery methods;

g) storage cond
h) preparation

i) product qual

ingredients gppropriate to their intended use.
6.2.2 Charactdristics of end products (finished products)

6.2.2.1 The organization shall ensure that all applicable statutory and regulatory safet

quality and safet

6.2.2.2 The organization shall maintain documented information concerning the charact
hé.éxtent needed to conduct a risk assessment/hazard analysis, including inlformation

end products to t
on the following,

a) productnam

b) composition;

of formulated ingredients, including additives and processing aids;

(provenance);

itions and durable [shelf] life;
ind /or handling before use or processing;

ity and safety related acceptance criteria or specifications of purchased matj

y requirenients are identified for all the end products intended to be produc

pncerning
uct a risk

erials and

y, product
pd.

eristics of

ds appToprIate:

e or similar identification;

c) biological, chemical and physical characteristics relevant for product quality and safety;

d) intended durable life (shelf life) and storage conditions;

e) packaging;

f) labelling relating to product quality and safety and/or instructions for handling, preparation and

intended use

g) method(s) of

16

)

distribution and delivery.
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6.2.3 Intended use

6.2.3.1 The intended use, including reasonably expected handling of the end product, and any
unintended use but reasonably expected mishandling and misuse of the end product, shall be considered
and shall be maintained as documented information to the extent needed to conduct a risk assessment/
hazard analysis.

6.2.3.2 Where appropriate, groups of consumers/users shall be identified for each product.

6.2.3.3 Groups of consumers/users known to be especially vulnerable to specific product quality and
safety hazards shall be identified.

6.2.4 Flow diagrams and description of processes
6.2.4.1 Preparation of the flow diagrams

6.2.4.1.1 | The product quality and safety team shall establish, maintainiand update flow diagrams as
documented information for the products or product categories and the processes covered by the CQP.

6.2.4.1.2 | The flow diagrams shall be used when conducting a‘sisk assessment/hazard analysis as a
basis for gvaluating the possible occurrence, increase, decrease or introduction of prgduct quality and
safety hazards.

6.2.4.1.3 | Flow diagrams shall be clear, accurate ahd sufficiently detailed to the g¢xtent needed to
conduct ajrisk assessment/hazard analysis. Flow didgrams shall, as appropriate, include the following:

a) the sgquence and interaction of the stepsin‘the operation;
b) any ofitsourced processes;

c¢) wher¢ raw materials, ingredients, processing aids, packaging materials, utilities pnd intermediate
prodycts enter the flow;

d) wher¢ reworking and reeyeling take place;

e) wher¢ end products,intermediate products, by-products and waste are released ¢r removed.

6.2.4.2 Pn-site eofifirmation of flow diagrams

The prodyct quality and safety team shall confirm on-site the accuracy of the flow diagrams, update the
flow diagtam’where appropriate and retain as documented information.

6.2.4.3 Description of processes and process environment

6.2.4.3.1 The product quality and safety team shall describe, to the extent needed to conduct a risk
assessment/hazard analysis, the following:

a) layout of premises, including product and non-product handling areas;
b) processing equipment and contact materials, processing aids and flow of materials;

c) existing GPP, process parameters, control measures if any and/or the strictness with which they
are applied, or procedures that can influence product quality and safety;

d) external requirements (e.g. from statutory and regulatory authorities or customers) that can
impact the choice and the strictness of the control measures.
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6.2.4.3.2 Any variations resulting from expected seasonal changes or shift patterns shall be included
as appropriate.

6.2.4.3.3 The descriptions shall be updated as appropriate and maintained as documented
information.

6.3 Risk assessment/Hazard analysis

6.3.1 General

The product quality and safety team shall conduct a risk assessment/hazard analysis, based on the
preliminary information to determine the hazards that need to be controlled within the CQP. The
degree of controf shall ensure product quality and salety and, where appropriate, a compination of
control measureq shall be used.

6.3.2 Hazard identification and determination of acceptable levels

6.3.2.1 The organization shall, as part of its CQP development process, identify and doqument all
product quality and safety hazards that are reasonably expected to occutin relation to the type of
product, type of process and process environment.

NOTE1 Cannabjs product quality and safety hazards include the management of microbiologicall, chemical
and physical hazards, allergen management and management of cannabineids and phytocannabinoidg.

NOTE 2  With rgspect to cannabis products, the event, likelihogdand consequence of hazards arq still being
investigated, and there remains uncertainty as to the probability-of'adverse effects.

6.3.2.2 The hajard identification shall be based on;
a) preliminary Information and data collected;
b) experience;

NOTE1 Experience can include information from staff and external experts who are familigr with the
product and/dr processes in other fagilities.

c) internal and|external information including, to the extent possible, epidemiological, scigntific and
other historifal data;

d) information from thecannabis supply chain on product quality and safety hazards that qould be of
relevance for] the safety of the intermediate products and the cannabis products at consumption;

e) customer requirements.

NOTE 2  Statutory and regulatory requirements can apply.

6.3.2.3 Hazards should be considered in sufficient detail to enable hazard assessment and the
selection of appropriate control measures as part of the CQP.

6.3.2.4 The organization shall identify step(s) (e.g. receiving raw materials, processing, distribution
and delivery) at which each product quality and safety hazard can be present, be introduced, increase
or persist.

6.3.2.5 When identifying hazards, the organization shall consider:
a) the stages preceding and following in the cannabis supply chain;

b) all stepsin the process flow as defined in the process in the flow diagram;
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c) the process equipment, utilities/services, process environment and persons.

6.3.2.6 The organization shall determine the acceptable level in the end product of each product
quality and safety hazard identified, whenever possible.

6.3.2.7 When determining acceptable levels, the organization shall:
a) ensure that applicable statutory, regulatory and customer requirements are identified;
b) consider the intended use of end products;

c) consider any other relevant information.

6.3.2.8 The organization shall maintain documented information concerning the determination of
acceptabl¢ levels and the justification for the acceptable levels.

6.3.3 Hhpzard assessment

6.3.3.1 The organization shall conduct, for each identified product quality and safety hazard, a hazard
assessment to determine whether its prevention or reduction to aniacceptable level is|essential.

6.3.3.2 The organization shall evaluate each product qualitj¥and safety hazard withiregard to:
a) the likelihood of its occurrence in the end product prior to application of control measures;

b) the sqgverity of its adverse health effects in relation to the intended use.
6.3.3.3 The organization shall identify any sighificant product quality and safety hagards.

6.3.3.4 The methodology used shall be“described, and the result of the hazard asqessment shall be
maintaingdd as documented informatien,

NOTE Methodologies for product quality and safety hazard assessment used in the [cannabis industry
include, byt are not limited to, Failure Mode Effects Analysis (FMEA), Failure Mode, Effects and Criticality
Analysis (FMECA), Fault Tree Analysis (FTA), Risk Assessment/Hazard Analysis and Critical Control Points
(HACCP) apd Hazard Operability Analysis (HAZOP).

6.3.4 Se¢lection and categorization of control measures

6.3.4.1 Based pn the hazard assessment, the organization shall select an appropriatg control measure
or combinjatien of control measures that will be capable of preventing or reducing the iflentified product
quality and-safety-hazardsto-definedacceptabledevels:

SUTCTy rraZor o TV

6.3.4.2 The organization shall categorize the selected identified control measure(s) to be managed as
GPP or as control measures for significant hazards.

6.3.4.3 The categorization shall be carried out using a systematic approach. For each of the control
measures for significant hazards selected, there shall be an assessment of the following:

a) the likelihood of failure of its functioning;

b) the severity of the consequence in the case of failure of its functioning; this assessment shall
include:

1) the effect on identified significant product quality and safety hazards;

2) thelocation in relation to other control measure(s);
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3) whether itis specifically established and applied to reduce the hazards to an acceptable level;

4) whether itis a single measure or is part of combination of control measure(s).

6.3.4.4 In addition, for each control measure for a significant hazard, the systematic approach shall
include an assessment of the feasibility of:

a) establishing measurable critical limits and/or measurable/observable action criteria;

b) monitoring to detect any failure to remain within critical limit and/or measurable/observable
action criteria;

c) applying timely corrections in case of failure.

6.3.4.5 The deg¢ision-making process and results of the selection and categorization of the control
measures (GPP and those for significant hazards) shall be maintained as documented jdformation.

6.3.4.6 Externgl requirements (e.g. statutory, regulatory and customer requirements)| that can
impact the choic¢ and the strictness of the control measures shall also be maintained as documented
information.

6.4 Implementing process controls
6.4.1 Good production practices (GPP)
6.4.1.1 Generdl

6.4.1.1.1 The drganization shall establish, implement, maintain and update GPP to facjlitate the
prevention and/qr reduction of hazards (including\contaminants) in the products, product processing
and work envirofment.

6.4.1.1.2 The GPP shall be:
a) appropriate fo the organization dnd‘its context with regard to product quality and safety;

b) appropriate fo the size and type’of the operation and the nature of the products being manufactured
and/or handled;

c) implemented across the entire production system, either as programmes applicable in general or
as programnjes appheable to a particular product or process;

d) approved by [thé.product quality and safety team.

6.4.1.2 Selection/Establishment of GPP

6.4.1.2.1 When selecting and/or establishing GPP, the organization shall ensure that applicable
statutory, regulatory and mutually agreed customer requirements are identified.

6.4.1.2.2 When establishing GPP for the safety, security and sustainability of cannabis facilities and
operations, the organization shall respect the GPP for cannabis and cannabis product quality and safety
specified in Annex A.

6.4.1.2.3 Documented information shall specify the selection, establishment, applicable monitoring
and verification of the GPP.
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6.4.2 Control measures for significant hazards
6.4.2.1 General

6.4.2.1.1 Based on the results of the risk assessment/hazard analysis (see 6.3), the organization shall
establish, implement, maintain and update hazard control plan for control measures for significant
product quality and safety hazards to facilitate the prevention and/or reduction of these hazards in the
products, product processing and work environment.

6.4.2.1.2 The hazard control plan shall include for each control measure for a significant hazard the
following information:

a) prodyctsafetyor quatity tazard to be comtroiied;

b) critical limits or action criteria for the control measure;

c) moniforing procedure(s);

d) correftion(s) to be taken if critical limits or action criteria are not.met;
e) responsibilities and authorities;

f) docurmpented information of monitoring.
6.4.2.2 Belection/establishment of control measures for significant hazards

6.4.2.2.1| When selecting and/or establishing (control measures for significapt hazards, the
organizatjon shall ensure that the applicable statutory, regulatory and mutually pgreed customer
requiremg¢nts are identified.

6.4.2.2.2 | External requirements (e.gxStatutory, regulatory and customer requir¢ments) that can
impact the choice and the strictness of-the control measures shall also be maintained as documented
informatipn.

6.4.2.2.3 | Documented information shall specify the selection, establishment, appli¢able monitoring,
verificatign and validation'of'the control measures for significant hazards.

6.4.3 Validation of control measures for significant hazards

6.4.3.1 The product quality and safety team shall validate that the selected contfol measures are
achieving the intended control of the significant hazards(s) prior to imhplementation of
control meastre{siand-combination{sjofcontretmeastres{siHte-beinchdedinthe-hazard control plan
and after any change therein,

6.4.3.2 When the result of validation shows that the control measures(s) is (are) not capable of
achieving the intended control, the product quality and safety team shall modify and re-assess the
control measure(s) and/or combination(s) of control measure(s).

6.4.3.3 The product quality and safety team shall maintain the validation methodology and evidence
of capability of the control measure(s) to achieve the intended control as documented information.

NOTE Modification can include changes in control measure(s) (i.e. process parameters, rigour and/or their

combination) and/or change(s) in the manufacturing technologies for raw materials, end product characteristics,
methods of distribution and intended use of the end products.
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6.4.4 Control of monitoring and measuring methods

6.4.4.1 The organization shall provide evidence that the specified monitoring and measuring
methods and equipment in use is adequate for the monitoring and measuring activities related to the
GPP and the hazard control plan.

6.4.4.2 Themo

nitoring and measuring equipment used shall be:
verified at specified intervals prior to use;
e-adjusted as necessary;

enable the calibration status to be determined;

a) calibrated or
b) adjustedorr
c) identified to
d) safeguarded
e) protected frq

6.4.4.3 Theres
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6.5 Process control documentation

6.5.1 Master manufacturing records (MMRs)

6.5.1.1 Procedures for creating master manufacturing records (MMRs) shall be established to ensure
that the product and quality team leader reviews and approves MMRs.

6.5.1.2 The site master manufacturing record shall contain the following information:

a) The name of the cannabis product to be manufactured;

b) The strength, concentration, weight, or measure of each ingredient with the unique number for

each batch si

22
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c) A complete list of cannabis derivatives to be used;

d) The identity and weight or measure of each cannabis derivative that will be declared on the label;

e) The identity of each ingredient that will be declared on the ingredient list;

f) A statement of theoretical yield expected at each point, step or stage where control is needed to
ensure quality;

g) The expected yield when manufacturing is completed, including the maximum and minimum
percentages of theoretical yield beyond on which a deviation investigation of a batch is necessary
and a material review and disposition decision is made;

h) A description of packaging;

i) The identity of equipment and processing lines used;

j)  The date and time of the maintenance, cleaning and sanitizing of the equipment and processing
lines yised or a cross- reference to documented information where this,inférmation is stored;

k) The results of any testing or examination performed during the batch produftion or a cross-
refergnce to the such results;

1) Docuimentation that the finished cannabis product meets specifications.

NOTE Additional details can be required by the regulatory fequirements of the country pf production and/

or country|of sale.

6.5.2 Batch manufacturing records

6.5.2.1 Procedures for issuance of batch records shall be documented and implemented.

6.5.2.2 Batch records are created for efery batch of cannabis product processed.

6.5.2.3 Batch records shall include the following items:

a)
b)

‘)
d)

e)
)

g)

h)

j)

The npme of the cannabis product to be manufactured;

The sftrength, concefitration, weight, or measure of each ingredient with the unique number for
each batch size;

A conjplete list of cannabis derivative to be used;

The identity and weight or measure of each cannabis derivative that will be declared on the label;

The i entity of each ingredient that will be declared on the ingredient [1st;

A statement of theoretical yield expected at each point, step or stage where control is needed to
ensure quality;

The expected yield when manufacturing is completed, including the maximum and minimum
percentages of theoretical yield beyond on which a deviation investigation of a batch is necessary
and a material review and disposition decision is made;

A description of packaging;
The identity of equipment and processing lines used;

The date and time of the maintenance, cleaning and sanitizing of the equipment and processing
lines used or a cross-reference to documented information where this information is stored;
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k) The results of any testing or examination performed during the batch production or a cross-
reference to the such results;

1) Documentation that the finished cannabis product meets specifications.

NOTE Additional details can be required by the regulatory requirements of the country of production and/
or country of sale.

6.5.2.4 Batch records shall contain the date on which the steps are performed and the initials of the
person performing the step.

6.5.2.5 There shall be a quality plan for monitoring in-process points, steps, or stages where control
is necessary to ensure the quality of the cannabis products.

6.5.2.6 Appropfiate documentation of material review and disposition decisions shalllbg available
supported by doqumented information.

6.5.2.7 Writter] procedures, i.e. standard operating procedures (SOPs), that ensuye effectivelmeasures
are used to protdct against the inclusion of metal or other foreign material inljeannabis derivatives, in-
process material$ shall be available.

6.5.2.8 Batch records shall be reviewed and approved by the quality and safety team or dedignee and
maintained electfonically.

6.6 Verificatipn related to GPP and the hazard control plan
6.6.1 Verificatjon

6.6.1.1 The organization shall establish, implement and maintain verification activjties. The
verification planiping shall define purpose, methoeds, frequencies and responsibilities for the verification
activities.

6.6.1.2 The verification activities shall confirm that:

a) the GPP are implemented and effective;

b) the hazard c¢ntrol plap-isimplemented and effective;
c) hazard levelq are within identified acceptable levels;

d) input to the fjisk’assessment/hazard analysis is updated;

e) other actions determined by the organization are implemented and effective.

6.6.1.3 The organization shall ensure that verification activities are not carried out by the person
responsible for monitoring the activities.

6.6.2 Verification results
6.6.2.1 \Verification results shall be retained as documented information and shall be communicated.

6.6.2.2 Where verification is based on testing of end product samples or direct process samples and
where such test samples show nonconformity with the acceptable level of the product safety or quality
hazard the organization shall handle the affected lot(s) of product as potentially unsafe and apply
corrective actions according to 6.8.3.
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6.6.3 Analysis of results of verification activities

The product quality and safety team shall conduct an analysis of the results of verification that shall be
used as an input to the CQP performance evaluation (see 4.3).

6.7 Laboratory system/Product testing
6.7.1 Testing for phytocannabinoids

6.71.1 Testing for the quantity (or concentration) of tetrahydrocannabinol (THC),
tetrahydrocannabinolic acid (THCA), cannabidiol (CBD) and cannabidiolic acid (CBDA) and any
additional cannabinoids of interest shall be conducted on each lot (or batch) of cannabis, cannabis
derivativgs, other than cannabis piants or cannabis plant seeds, that:

a) isor Will become a cannabis product; or

b) isor will be contained in a cannabis accessory that is or will become a canhabis product.

6.7.1.2 Testing shall provide an indication of the potency (see 6.74.4) of the cannabis, cannabis
product of cannabinoids that will become an ingredient of a consumer'product.

6.7.1.3 Testing can also measure cannabinol (CBN) as this i§a known oxidation progluct of THC.

6.7.1.4 Testing can also measure the THC potential (tetal THC) and the CBD potential (total CBD).
NOTE1 |Measurement of the THC potential and the CBD,potential can be required for regulatory purposes.

NOTE 2 |The THC potential is defined as a sum ofithe mass of THC plus the decarboxylation|equivalent mass of
THCA, takilng into account the loss of CO2 from the’acid form.

NOTE 3 |The CBD potential is defined as a;sum of the mass of CBD plus the decarboxylation|equivalent mass of
CBDA, takipg into account the loss of CO2from the acid form.

6.7.1.5 [fan end product includes product claims (such as notable biological effects)|testing shall also
measure gdditional cannabinoids if these are relevant to the product use, stability or|claims (i.e. delta-
8-THC, CB|G and others).

6.7.1.6 All test methods used should be properly validated and documented information of this
validation be made available when requested to ensure verification.

6.7.1.7 Wheira cannabis product claims to have a standardized composition, it shall be clearly stated
what phy ocannabinoids this statement refers to, and what the maximum range of ac epted Varlablhty

1S.

6.7.1.8 The organization shall maintain and make available for verification, test reports.
6.7.2 Testing for contaminants

6.7.2.1 Testing for microbial and chemical contaminants other than residues of a pest control product
or its components or derivatives shall be done on:

a) each lot or batch of cannabis other than cannabis plants, cannabis plant seeds or cannabis edibles
that is or will become a cannabis product, or is or will be contained in a cannabis accessory that is
or will become a cannabis product; or
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b) each lot or batch of cannabis other than cannabis plant seeds that is used to produce the cannabis
or is used to produce cannabis edibles that is or will become a cannabis product, or that is or will be
contained in a cannabis accessory that is or will become a cannabis product.

6.7.2.2 Testreports shall be available for verification.

6.7.2.3 If a cannabis product is intended to be used in a device that heats the product so that the
resulting vapours are consumed by inhalation, both additives and final formulation shall be tested at
the recommended temperature of use or the highest recommended temperature of use, to verify that
the heated inhalants (HI) vapours do not contain chemical agents that would be harmful for health.

NOTE Consumed chemical agents are collectively referred to as Heated Inhalants (HI).

6.7.2.4 If a HI ¢gannabis product has been prescribed by a physician as a medicinal produlct, it shall
be tested using apn accepted test methodology to indicate the dose of cannabinoids, terpenes|and other
agents to be deliyered to the product user.

6.7.2.5 Consunjer cannabis products (e.g. cigarettes, related materials) that ‘are sold as |consumer
products intenddd to be used as a combustion product or to be smoked, shall be labelled in a similar
manner to tobacdo products with similar health hazards.

6.7.3 Testing for pesticides

6.7.3.1 Testlabhoratories shall document the pesticides that may be used by a processor at the time of
cultivation.

NOTE Statutofy and regulatory requirements with respect to cultivation can vary between jurisdlictions.

6.7.3.2 Testlaboratories shall test end products for known pesticides to ensure that only pgrmissible
pesticides are pr¢sent and that the level of pesticides does not exceed maximum allowed leve|s.

6.7.4 Sample retention

6.7.4.1 Procedyires shall be available for collecting cannabis raw materials and retaining samples
of finished prodycts. The quantity Collected should be at least twice the quantity required for testing
purposes.

6.7.4.2 Samplep shall be-retained for a period of 5 years past the expiration date of the product.

6.7.4.3 Docume¢nted information regarding the retention of samples shall be maintained. This
includes the exact amount (numbers, grams) and form of the cannabis products stored.

6.7.4.4 Retained samples shall be stored at a temperature and relative humidity that ensures
sufficient sample stability. Temperature of the storage space shall be monitored 24/7 and have an alarm
function.

6.7.4.5 Finished product retained samples shall be evaluated periodically, at least annually for any
product deterioration.

6.7.5 Durable life/Durable life date

6.7.5.1 Durable life or durable life dates shall be set for all end products, packaged, labelled cannabis
products and the organization shall have data to support the durable life or durable life date of the
products it produces.
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In certain circumstances, derogations from the above requirement are permissible, providing they
are documented and justified.

6.7.5.2 Durable life studies shall be conducted in accordance with International Conference on
Harmonization (ICH) methods, conducted with cannabis products in their final packaging.

6.7.5.3 Durable life studies shall be maintained as documented information.

6.7.5.4 At least one batch of cannabis product per type shall be subjected to durable life or durable
life date studies annually if no changes have been made to the product or its packaging.

6.7.5.5 Durable life dates shall be based on the time from the initial production, as opposed to the

time deliv
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c) determination of the consequences of that failure with respect to product quality and safety .

6.8.2.4 The organization should retain results of the evaluation as documented information.

6.8.2.5 Documented information should be retained to describe corrections taken on nonconforming
products and processes, including the:

a) natur
b) cause

c) conse
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6.8.3 Corrective actions

6.8.3.1 The need for corrective actions should be evaluated when critical limits and/or action criteria
are not met.

6.8.3.2 The organization should establish and maintain documented information that specify
appropriate actions to identify and eliminate the cause of detected nonconformities, to prevent
recurrence, and to return the process to control after a nonconformity is identified.

6.8.3.3 These actions should include:

a) reviewing nonconformities identified by customer and/or consumer complaints;

b) inspection rgports;

c) reviewing trends in monitoring results that can indicate loss of control;

d) determining|the cause(s) of nonconformities;

e) determiningjand implementing actions to ensure that nonconformities donot recur;
f) documenting the results of corrective actions taken;

g) verifying corfrective actions taken to ensure that they are effective.

6.8.3.4 The organization should retain documented information on all corrective actions.
6.8.4 Handling of potentially unsafe products
6.8.4.1 Generdl

6.8.4.1.1 The ofganization shall take actionfs) to prevent potentially unsafe products from entering
the cannabis supply chain unless it can demenstrate that the:

a) product qualfty and safety hazard(s) of concern is (are) reduced to the defined acceptablg levels;

b) product qualjty and safety hazard(s) of concern will be reduced to identified acceptable l¢vels prior
to entering the supply chain; or

c) product stilll meets the*defined acceptable level(s) of the product safety or quality hazard(s) of
concern despite the-nonconformity.

6.8.4.1.2 Theo gahization shall retain prndnr'rq that have heen identified as pntpnri;ﬂ]v unsafe under

its control until the products have been evaluated and the disposition has been determined.

6.8.4.1.3 If products that have left the control of the organization are subsequently determined to be
unsafe, the organization shall notify relevant interested parties and initiate a withdrawal/recall (see
6.8.4.4).

6.8.4.1.4 The controls and related responses from relevant interested parties and authorization for
dealing with potentially unsafe products shall be retained as documented information.

6.8.4.2 Evaluation for release

6.8.4.2.1 Each lot of products affected by the nonconformity shall be evaluated.
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6.8.4.2.2 Products affected by failure to remain within critical limits shall not be released but be
handled in accordance with 6.8.4.3;

6.8.4.2.3 Products affected by failure to meet action criterion shall only be released as safe when any
of the following conditions apply:

a) evidence other than the monitoring system demonstrates that the control measures have been
effective;

b) evidence shows that the combined effect of the control measures for that particular product
conforms with the performance intended (i.e. identified acceptable levels);

c) the results of sampling, analysis and/or other verification activities demonstrate that the affected
prodyctsconformrwithr theidemntified acceptabte tevets for the safety razard{sjtoncerned.

6.8.4.2.4 | Results of evaluation for release of products shall be retained as documented information.
6.8.4.3 PDisposition of nonconforming products

6.8.4.3.1 | Products that are not acceptable for release shall be:

a) reprofessed or further processed within or outside the organization to ensure|that the product
safety or quality hazard is reduced to acceptable levels;of

b) redirg¢cted for other use as long as product safety<er‘quality in the cannabis supply chain is not
affected; or

c) destrpyed and/or disposed of as waste.

6.8.4.3.2 | Documented information on the-disposition of nonconforming producfs, including the
identification of the person(s) with approving authority shall be retained.

6.8.4.4 Withdrawal/recall

6.8.4.4.1 | The organizationsshall be able to ensure the timely withdrawal/recall of ]ots or batches of
cannabis pr cannabis products sold or distributed that have been identified as potentially unsafe by
appointing competent person(s) having the authority to initiate and carry out the withdrawal/recall
effectively and rapidly’to minimize adverse public health impact.

6.8.4.4.2 | Thedrganization shall establish and maintain documented information fog:

a) notifying’relevant interested parties (e.g. statutory and regulatory authorities, qustomers and/or
consumers);

b) handling withdrawn/recalled products as well as products still in stock;

c) performing the sequence of actions to be taken.

6.8.4.4.3 Withdrawn/recalled products and end products still in stock shall be secured or held under
control of the organization until they are managed in accordance with A.12.

6.8.4.4.4 Withdrawn/recalled and returned or rejected cannabis products shall be secured or held
under the control of the organization until they are managed for warehousing (see A.12), waste disposal
(see A.9) and traceability and reconciliation (see 6.10).

NOTE Statutory and regulatory requirements can apply.
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6.8.4.4.5 The cause, extent and result of a withdrawal/recall shall be retained as documented
information and reported to the organization as input for the management review (see 6.3).

6.8.4.4.6 The organization shall verify the implementation and effectiveness of withdrawals/recalls
through the use of appropriate techniques (e.g. mock withdrawal/recall or practice withdrawal/recall)
and retain the results as documented information.

6.8.4.4.7 Recall procedures shall be periodically challenged at least annually.

Documented information regarding mock recalls are to be maintained at least for two years after the
completion of mock recall exercises.

6.9 ComplaintTmamagement

6.9.1 There shpll be a documented procedure for managing complaints to ensuré)that it includes
provision for corhplaint assessment and investigation, and quality assurance oversight and|approval,
including advers¢ event reporting.

6.9.2 Documented information shall be maintained of all complaints, including investigation, action
taken and reply tp the originator of complaints.

6.9.3 Complaints shall be periodically trended.
6.10 Identification and traceability

6.10.1 The organization shall document and implement a system to uniquely identify 4and trace:
incoming materials, components, in-process products;*and end products to ensure proper tijaceability
from the supplies to the first stage of the distribution of the end product.

6.10.2 When estlablishing and implementing'its traceability system, the organization shall epsure that
statutory, regulatory and customer requirements are identified.

6.10.3 When estjablishing and implementing the traceability system, the following shall be donsidered
as a minimum:

a) relation of lofs of received'materials, ingredients and intermediate products to the end pfoducts;
b) reworking off materials/products;

c) distribution pftheend product.

6.10.4 Documented information shall be maintained for a period of 5 years past the product durable
(shelf) life.

6.10.5 For cannabis, cannabis derivatives, the traceability system shall include the establishment of
a procedure to reconcile, at least annually, quantities in end products with the quantity of ingredients
(e.g. mass balance reconciliation).

6.10.6 Reconciliation will also be applied to rework, waste products, non-conforming product including
withdrawn or recalled products, rejected products and returned products containing cannabis or
cannabis derivatives.

6.10.7 The effectiveness of the reconciliation procedures shall be validated and challenged as required
or at any time.
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6.10.8 Systems of data should be interoperable to permit traceability across supply chains and
markets.

6.10.9 Documented information shall be retained.

NOTE Additional information on traceability system design and implementation can be found in ISO 22005.
6.11 Packaging system
6.11.1 General

6.11.1.1 The organization shall ensure it develops a packaging system.

6.11.1.2 The organization shall ensure that containers, packaging, wrappers and-Idbels on cannabis
products meet customer requirements in the country of production and/or the dountrjy of sale.

NOTE Statutory and regulatory requirements can apply.
6.11.2 Packaging: Sustainability, safety and quality

6.11.2.1 The organization should use sustainable wrapping and packaging materials pnd consider:

a) the pgssible impact on product safety or quality, cons@mer health and the conservation and durable
life (shelf life) of products;

b) the epvironmental impact of the materials;production sector, preferring (when possible and
when|a recovery procedure exists) the use ofinaterials that are biodegradable of from renewable
resoufrces;

c) prevention of waste and losses (product restitution rate);

d) reuse|and recycle in order to minimize the impacts of these materials on the envifonment.

6.11.2.2 The organization should put practices in place to reduce its wrapping and packaging and
should trgdin/educate operators in charge of packaging design about eco-design and, ifinecessary, about
product life-cycle assessmient.

6.11.2.3 Packagingcontainers shall include required safety mechanisms (e.g. child saffety caps, tamper
resistant mechanisms).

6.11.2.4 Packaging shall protect safety and efficacy of the product inside the contdiner (e.g. UV and
temperature exposure, and other environmental conditions that could degrade the product inside the
container).

6.11.3 Packaging: Containers and wrappers
6.11.3.1 Packaging fulfilment and operations
6.11.3.1.1 Packaging operations shall be documented.

6.11.3.1.2 The organization shall establish and maintain documented information to ensure
traceability of finished product in accordance with 6.10, such that customers, consumers, regulators, or
other relevant third parties can determine that required product safety, product quality, and consumer
protection systems have been followed.
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6.11.3.1.3 The organization shall follow its established SOPs/documented procedures related to filling,
assembling, packaging, labelling and other related operations for cannabis products to ensure product
quality and safety.

6.11.3.1.4 Packaging operations shall be controlled to ensure environmental conditions (i.e.
temperature, relative humidity, UV exposure, etc.) requirements are met based on the organization’s

stability studies.

6.11.3.2 Packaging type

6.11.3.2.1 All packaging shall be designed and selected to protect product safety, product quality, and

product efficacy.

6.11.3.2.2 Packaging should be adjusted for each product’s characteristics related to its-inte

of consumption

r use by consumers, including accessibility.

6.11.3.2.3 Packaging shall sufficiently protect its contents from environméntal degrad

unintended use.

6.11.3.2.4 Packdging containers shall generally be free of contaminants$.or characteristics

be harmful toac

bntainer’s contents or consumers.

6.11.3.2.5 Packdging containers shall indicate their proper method of opening and closing.

hded form

ation and

that could

6.11.3.2.6 Packdging containers shall indicate their prepér method of disposal, such as composting,

recycling, or reug

e.

6.11.3.2.7 Packdging labels may be integrated with a packaging container or applied to a

separately.

6.11.4 Packaging labelling: Product identifiers

6.11.4.1 Contain
label is applied.

6.11.4.2 Contain

a) the name, te¢
product insid

er labels shall ngotybe easily removed or separated from the container to

er labels-shall provide the following product-identifying information:

leplione number and email address of the manufacturer; a clear indicat
e’the container, that is not misleading to consumers;

container

which the

on of the

b) aclearindication of the intended method of consumption of the product inside the container;

c) thebrand name;

ll(L) ";
e) the packagin

» o« T

d) the lot number, preceded by one of the following designations: “Lot number”, “Lot no.

g date;

f) the durable life date or a statement that no durable life date has been determined;

g) warning messages including, but not limited to, the following:

1) healthw

2) allergen

32

arnings;

statements;

, “Lot”, or
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sale direct to consumers;

safety statements (such as “Keep out of reach of children”) or to distinguish product not for

h) in the case of a cannabis product that contains THC in specific regulated concentration, taking into
account the potential to convert THCA into THC;

i) the standardized cannabis symbol;
NOTE Requirements with respect to packaging labelling and product identifiers can vary between
jurisdictions.

j) the statement “Contains the equivalent of the quantity of dried cannabis, depending on the product
format;

k) a clea[mmmmmmWQMMmers;

1) acleayrindication of the intended method of consumption of the product inside ‘th¢ container;

m) storage/handling conditions optimal to the shelf stability of product whew not in yise;

n) alist ¢f cannabinoid or active and other ingredients (including potency’'and moistyre content where
apprdpriate).

6.11.5 Packaging labelling: Advertising

6.11.5.1
container

6.11.5.2
subject to

6.11.5.3
and withd
product’s

other reqliirements of this document.

6.11.5.4
to establi

children dr other vulnierable populations.

6.11.5.5
party, suc
that third

Advertising regarding any specific product shall be considered an extensi
and label, and therefore shall meet the requireiments set forth in this docum

Advertising, generally, regarding a brand'or the availability of any class of
the general requirement that it shouldibe truthful and not misleading in any

[he organization is responsible’for its advertising, including traditional me
ut limitation other forms offadvertising to consumers, and shall ensure th
supply chain advertise preducts in accord with principles of truthfulness,

[he organization(shall establish and maintain documented information rega
bh traceability 'of advertising, and to ensure products are not inappropriat

n thewevent a product is advertised by a third party, or advertisements are ¢
h third parties shall be bound to these same requirements by contract. Like
parties are involved in the advertising or labelling of any product, such t}

pn of a product’s
ent.

product shall be
way.

dia, social media,
ht all parties in a
hccuracy, and the

rding advertising
ely advertised to

reated by a third
wise, in the event

hird parties shall

enter into contracts such that clarity exists with respect to the party controlling and responsible for
packaging.

6.11.5.6 Secondary packaging, tertiary packaging, dunnage packaging, and other packaging not
intended for consumer purposes is outside the scope of these requirements.

6.11.5.7 Data related to the distribution or sale of cannabis products, including interactions with
a product or brand in digital forums such as websites or social media platforms, shall be treated as
personally-identifying information, entitled to relevant protections for sensitive and/or private data.
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Annex A
(normative)

GPP for cannabis and cannabis product quality and safety

A.1 Construction and layout of buildings

A.1.1 General
Buildings shall b

cannabis and car

operations, and t

requirements

e designed, constructed and maintained in a manner appropriate to the hat
nabis product operations to be carried out, the safety hazards associated ¥
he potential sources of contamination from the facility and its surréundings,

shall be of durable construction which presents no hazard to the product.

EXAMPLE An

A.1.2 Environ

A.1.2.1 Considd

A.1.2.2 Cannab
harmful substan

example of durable construction is self-draining roofs which do notleak.

Inent
ration shall be given to potential sources of contamination from the local env

iis and cannabis product operations should nétbe carried outin areas where 1
fes could enter the product.

A.1.2.3 The effectiveness of measures taken to.protect against potential contaminant

periodically revig

wed.

A.1.3 Locations of establishments

A.1.3.1 The sitd

A.1.3.2 Access

NOTE Additio
parts thereof, whi
IWA 37-1.

A.1.3.3 The site

boundaries shall be.clearly identified.

o the site shall'bé controlled.

hal informatien on the minimum level of protection and safety of occupants, and b

Lol

chall bao oot nd 1 oo rdaxr Ungatotio 21l bao +anda
- JIlIIdIl ULC 11T

adntaiana

ure of the
vith those
Buildings

ironment.

otentially

b shall be

uildings or

Ch are used for cannabis cultivation or the production of cannabis products can e found in

d o r n-ch d aoxr ranaor;
T U0t OTOCT vV O ST TatroTT SirarT ot tCTIaTo—UT T CTroVv

yards and parking areas shall be drained to prevent standing water and shall be maintained.

A.2 Layout of premises and workspace

A.2.1 General

requirements

ed. Roads,

Internal layouts shall be designed, constructed and maintained to facilitate good hygiene and production
practices. The movement patterns of materials, products and people, and the layout of equipment, shall
be designed to protect against potential contamination sources.

A.2.2 Internal design, layout and traffic patterns

A.2.2.1 The building shall provide adequate space, with a logical flow of materials, products and
personnel, and physical separation of raw from processed areas.

34
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NOTE Examples of physical separation include walls, barriers or partitions, or sufficient distance to
minimize risk.

A.2.2.2 Openings intended for transfer of materials shall be designed to minimize entry of foreign
matter and pests.

A.2.3 Internal structures and fittings

A.2.3.1 Process area walls and floors shall be washable or cleanable, as appropriate for the process or
product hazard. Materials of construction shall be resistant to the cleaning system applied.

A.2.3.2 Wall floor junctions and corners shall be designed to facilitate cleaning. Wall floor junctions
should be[rounded In processing areas.

A.2.3.3 Floors shall be designed to avoid standing water.
A.2.3.4 |nwetprocess areas, floors shall be sealed and drained. Drains'shall be trapped and covered.
A.2.3.5 C(eilingsand overhead fixtures shall be designed to minimize build-up of dirt gnd condensation.
A.2.3.6 External opening windows, roof vents or fan, where‘present, shall be insect $creened.

A.2.3.7 External opening doors shall be closed or screened when not in use.

A.2.4 Drains and drainage

A.2.4.1 Drains shall be designed, constructed and located so that the risk of ¢ontamination of
materialsjor products is avoided.

A.2.4.2 Drains shall have capacity sufficient to remove expected flow loads. Drains shall not pass over
processing lines.

A.2.4.3 Drainage directign'shall not flow from a contaminated area to a clean area.

A.2.5 Lgcation of equipment

A.2.5.1 Equipment shall be designed and located so as to facilitate good hygiehe practices and
monitorh]g.

A.2.5.2 Equipment shall be located to permit access for operation, cleaning and maintenance.

A.2.6 Laboratory facilities
A.2.6.1 In-line and on-line test facilities shall be controlled to minimize risk of product contamination.

A.2.6.2 All laboratories shall be designed, located and operated so as to prevent contamination of
people, plant and products. They shall not open directly on to a production area.

A.2.7 Temporary or mobile premises

A.2.71 Temporary structures shall be designed, located and constructed to avoid pest harbourage
and potential contamination of products.
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A.2.7.2 Additional hazards associated with temporary structures shall be assessed and controlled.
Temporary or mobile premises provided by external suppliers should be treated no differently from
other parts of the organization’s overall CQP and should be considered part of the facility.

A.3 Cultivation

A.3.1 The organization shall establish, implement and maintain GPP for the indoor cultivation of
cannabis that are appropriate to the type of grow area (e.g. greenhouse, grow rooms) and the method
of production (e.g. in soil/growing medium, hydroponic, aeroponic) to prevent contamination of the
product and ensure product quality.

A.3.2 The GPP shallinclude documentationandjustificationfor the selection seurcingandapplication
of, among others

a) propagation materials;

b) growing media;

c) agronomic ifputs (e.g. soil amendments, nutrients);

d) agricultural fhemicals, including those for pest control;
e) biological controls;

f) compressed gases (e.g. carbon dioxide).

A.3.3 The GPP|shall include documentation and justification for the selection, maintenjance and
cleaning of, amor]gst others:

a) equipment fdr growing (e.g. pots, trays, conveyarces, sprayers);
b) workwear fof personnel engaged in cultivation;

c) utensils used in growing (e.g. pruning);

A.3.4 The GPP ghall include measures for the control of: temperature, humidity, light and otljer factors
appropriate to thie type of grow ared and the method of production.

A.3.5 Personne] engagediincultivation activities shall ensure that the materials and prdducts are
handled to prevept damage'or product contamination.

A.3.6 Cannabis|wdste and other waste from the grow area shall be handled appropriately (3ee A.9.2).

A.3.7 Cultivation areas shall be inspected to remove risks from foreign materials (e.g. glass, brittle
plastic, wood, etc.) during the cultivation period.

A.3.8 Access to the grow areas (e.g. greenhouses, grow rooms) shall be controlled.

A.3.9 Documented information on cultivation activities shall be retained.

NOTE Additional information on the minimum level of protection and safety of occupants, and buildings or
parts thereof, which are used for the cultivation of cannabis can be found in IWA 37-1.
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A.4 Harvesting

A.4.1 The organization shall establish, implement and maintain GPP for the harvesting of cannabis
that are appropriate to the type of grow area and the method of production to prevent product
contamination and ensure product quality.

A.4.2 The GPP shall include documentation and justification for the selection, maintenance and
cleaning of:

a) workwear for personnel engaged in harvesting;

b) harvest containers;

c) harvegst utensils (e.g. knives, cutting instruments);

d) other|harvest equipment (e.g. cloths, towels, cleaning materials).

A.4.3 THe GPP shall include documentation and justification for the handling of:
a) harvested product that has minimal processing (e.g. drying, curing; sorting, freezing);
b) damaged, culled or waste cannabis;

c) non-cpnnabis waste.
A.4.4 Pije-harvestintervals for agricultural chemicals\shall be monitored and respe¢ted.

A.4.5 Gijow areas shall be inspected to remove‘tisks from foreign materials (e.g. glalss, brittle plastic,
wood, etc]) during the harvest.

A.4.6 Pdrsonnel engaged in harvesting activities shall ensure that the materials gnd products are
handled t¢ prevent damage or producticontamination.

A.4.7 Dg¢cumented information oh harvesting activities shall be retained.

A.5 Utilities: Air, water, energy

A.5.1 General requirements

The provision and distribution routes for utilities to and around processing and stprage areas shall
be designed«te minimize the risk of product contamination. Utilities’ quality shall|be monitored to
minimize productcontanmimationr risk:

A.5.2 Water supply

A.5.2.1 The supply of potable water shall be sufficient to meet the needs of the production process(es).
Facilities for storage, distribution and, where needed, temperature control of the water shall be
designed to meet specified water quality requirements.

A.5.2.2 Water used as a product ingredient, including ice or steam (including culinary steam),
or in contact with products or product surfaces, shall meet specified quality and microbiological
requirements relevant to the product.

A.5.2.3 Water for cleaning or applications where there is a risk of indirect product contact (e.g.
jacketed vessels, heat exchangers) shall meet specified quality and microbiological requirements
relevant to the application.

©1S0 2022 - All rights reserved 37


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

A.5.2.4 Where water supplies are chlorinated, checks shall ensure that the residual chlorine level at
the point of use remains within limits given in relevant specifications.

A.5.2.5 Non-potable water shall have a separate supply system that is labelled and not connected
to the potable water system. Measures shall be taken to prevent non-potable water refluxing into the
potable system. Water that can come into contact with the product should flow through pipes that can
be disinfected.

A.5.3 Boiler chemicals

A.5.3.1 Boiler chemicals, if used, shall be either:

I B EP) Lial PRI PSR B EPOT) Y TO,
a) approved foqdradditiveswhichrmeetrelevantadditive SpecHcations; ot

b) additives whiich have been approved by the relevant regulatory authority as safe forlusg in water
intended for human consumption.

A.5.3.2 Boiler dhemicals shall be stored in a separate, secure (locked or otheriise access-cpntrolled)
area when not infimmediate use.

A.5.4 Air qualjity and ventilation

A.5.4.1 Theorganization shall establish requirements for filtratioh/humidity (RH%) and mi¢robiology
of air used as ar] ingredient or for direct product contact. Where temperature and/or humidity are
deemed critical hy the organization, a control system shall béput in place and monitored.

A.5.4.2 The facllity where cannabis that will be used as'an ingredient is produced, packaged, labelled,
stored or tested ghall be equipped with a system that:

a) filters air td prevent the escape of odouns)associated with cannabis, cannabis deriyatives or
cannabis products to the outdoors;

b) provides natpiral or mechanical ventilation with sufficient air exchange to provide clean|air and to
remove unclg¢an air in order to prévent the contamination, including microbiological, of cannabis
products or ¢f personnel;

c) designed to remove excess or'unwanted steam, dust and odours, and to facilitate drying after wet
cleaning;

d) designed andl constructed such that air does not flow from contaminated or raw areals to clean
areas.

A.5.4.3 Specified air pressure differentials shall be maintained. Systems shall be accessible for
cleaning, filter changing and maintenance.

A.5.4.4 Protocols for air quality monitoring and control shall be established in areas where products
which support the growth or survival of microorganisms are exposed.

A.5.4.5 Exterior air intake ports shall be examined periodically for physical integrity.

NOTE Additional guidance on air quality and ventilation of cannabis and cannabis product operations is
given in [IWA 37-1.

A.5.5 Compressed air and other gases

A.5.5.1 Compressed air, carbon dioxide, nitrogen and other gas systems used in cannabis production
and/or filling shall be constructed and maintained so as to prevent contamination.
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A.5.5.2 Gases intended for direct or incidental product contact (including those used for transporting,
blowing or drying materials, products or equipment) shall be from a source approved for food contact
use, filtered to remove dust, oil and water.

A.5.5.3 Where oil is used for compressors and there is potential for the air to come into contact with
the product, the oil used shall be food grade.

A.5.5.4 Use of oil free compressors is recommended.

A.5.6 Lighting

A.5.6.1 Any light fixtures in the building or part of the building where the activities are conducted
shall:

a) be capable of withstanding repeated cleaning and, if necessary, to prevent.¢ontfamination of the
canndbis or an ingredient, repeated sanitizing;

b) not prresent a risk of contamination of the cannabis or material that will'be used a$ an ingredient or
a paclkaging component in the event of breakage.

A.5.6.2 The intensity of the lighting should be appropriate tothe nature of the opgration and mode
of producfion, taking into consideration storage conditions ©r exposure to air, heat|or light or other
condition$ that might adversely affect the product or its packaging.

NOTE Additional guidance on lighting and fixtures related to cannabis and cannabis pr¢duct operations is

given in IWA 37-1.

A.6 Equipment suitability, cleaning@and maintenance

A.6.1 General requirements

A.6.1.1 Product contact equipment shall be designed and constructed to fagilitate cleaning,
disinfectipn and maintenance,

A.6.1.2 (ontact surfaces shall not affect, or be affected by, the intended product or cleaning system.

A.6.1.3 Product conitact equipment shall be constructed of durable materials able to resist repeated
cleaning.

NOTE Cdnnabis, cannabis derivatives and cannabis products can pose challenges where|cannabis products
are manufacturedalongside conventional products{notcontaining cannabisoracannabis-derivative), especially
where cannabis oils are used with equipment or utensils that are hard to clean. These challenges will affect
decisions taken with respect to hygienic design (see A.6.2), product contact surfaces (see A.6.3), cleaning (see
A.6.5) and maintenance (see A.6.6) of equipment and utensils.

A.6.2 Hygienic design

A.6.2.1 Equipment and any alterations to equipment shall meet established principles of hygienic
design, including:

a) smooth, accessible, cleanable surfaces, self-draining in wet process areas;
b) use of materials compatible with intended products and cleaning or flushing agents;

c) framework not penetrated by holes or nuts and bolts.
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A.6.2.2 Piping and ductwork shall be cleanable, drainable, and with no dead ends.

A.6.2.3 Equipment shall be designed to minimize contact between the operator’s hands and the

products.

A.6.3 Product

contact surfaces

Product contact surfaces shall be constructed from materials designed for food use. They shall be
impermeable and rust or corrosion free.

A.6.4 Temperature control and monitoring equipment

A.6.4.1 Equipn
holding conditior

A.6.4.2 Equipm

A.6.5 C(Cleaning

A.6.5.1 Wetan
and equipment a

A.6.5.2 The pr
the method of cl
cleaning tools, re
cleaning.

A.6.6 Prevent

A.6.6.1 A prev

s given in relevant product specifications.

ent shall provide for the monitoring and control of the temperature:

r plant, utensils and equipment

I dry cleaning programmes shall be documented to ensure that all facilitie
'e cleaned at defined frequencies.

pgrammes shall specify what is to be cleaned (including drains), the resp

baning [e.g. cleaning in place (CIP), cleaning.out of place (COP)], the use of

ve and corrective maintenance

bntive maintenance programme shall be in place and documented in

L.
et used for thermal processes siratt-beable tomeet the temperature g3

dient and

S, utensils

onsibility,
dedicated

moval or disassembly requirements and methods for verifying the effectiveness of the

formation

maintained.

A.6.6.2 The prsg
control product s

bventive maintenance programme shall include all devices used to monit
afety hazards.

or and/or

EXAMPLE Ex4
detectors and X-ra

mples of suchhdevices include screens and filters (including air filters), magnpets, metal
y detectors:

A.6.6.3 Correct
or equipment is

ive maintenance shall be carried out in such a way that production on adjoi
of\dtrisk of contamination.

ning lines

A.6.6.4 Maintenance requests which impact product quality or product safety shall be given priority.

A.6.6.5 Temporary fixes shall not put product quality or product safety at risk. A request for
replacement by a permanent repair shall be included in the maintenance schedule.

A.6.6.6 Lubricants and heat transfer fluids shall be food grade where there is a risk of direct or
indirect contact with the product.

A.6.6.7 The procedure for releasing maintained equipment back to production shall include clean
up, sanitizing, where specified in process sanitation procedures, time period(s), where applicable, for
holding clean equipment for sanitization effectiveness, and pre-use inspection.
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A.6.6.8 Local area GPP requirements shall apply to maintenance areas and maintenance activities in
process areas.

A.6.6.9 Maintenance personnel shall be trained in the product hazards associated with their activities.

A.7 Cle

aning and sanitizing

A.7.1 General requirements

Cleaning and sanitizing programmes shall be established to ensure that the production and packaging
equipment and environment are maintained in a hygienic condition. Programmes shall be monitored
for continuing suitability and effectiveness.

A.7.2 C(Cleaning and sanitizing agents and tools

A7.2.1
cleaning 4

A.7.2.2
recognize

instructions.

A.7.2.3
presenta

A.7.3 C(Cleaning and sanitizing programmes

A.7.3.1
informati
are cleand

A.7.3.2

a) areas

b) respopsibility forsthe tasks specified;

c) clean

d) monit

Facilities and equipment shall be maintained in a condition whieh facili
nd/or sanitation.

[leaning and sanitizing agents and chemicals shall be clearly.identified, food g
d as safe (GRAS), stored separately and used only in~accordance with th

[ools and equipment shall be of hygienic desigh.and maintained in a conditid
potential source of extraneous matter.

[leaning and sanitizing programmes shall be established, validated :
bn maintained by the organizatien to ensure that all parts of the establishme
d and/or sanitized to a definted schedule, including the cleaning of cleaning ¢

[leaning and/or sanitizing programmes shall specify at a minimum:

items of equipment and utensils to be cleaned and/or sanitized;

ng/sanitizing method and frequency;

oring-and verification arrangements;

fates wet or dry

rade or generally
> manufacturer’s

n which does not

ind documented

ht and equipment
bquipment.

e) post-clean inspections;

f) prest

A74

art-up inspections.

eaning in place (CIP) systems

A.7.4.1 CIP systems shall be separated from active product lines.

A.7.4.2 Parameters for CIP systems shall be defined and monitored (including type, concentration,
contact time and temperature of any chemicals used).

A.7.5 Monitoring sanitation effectiveness

Cleaning and sanitation programmes shall be monitored at frequencies specified by the organization to
ensure their continuing suitability and effectiveness.
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A.8 Personnel hygiene and employee facilities

A.8.1 General requirements

Requirements for personal hygiene and behaviours proportional to the hazard posed to the process
area or product shall be established and documented. All personnel, visitors and contractors shall be
required to comply with the documented requirements.

A.8.2 Personnel hygiene facilities and toilets

A.8.2.1 Personnel hygiene facilities shall be available to ensure that the degree of personal hygiene
required by the organization can be maintained. The facilities shall be located close to the points where

hygiene requirengents-apply-and-shal-be-clearlydesigrated———————————————————

A.8.2.2 Establighments shall:

a) provide adequate numbers, locations and means of hygienically washing) drying and, where
required, sanjitizing hands (including wash-basins, supply of hot and cold or temperature gontrolled
water, and sdap and/or sanitizer);

b) have sinks dpsignated for hand washing, whose taps should not bethand operated, sepqrate from
sinks for foodl use and equipment-cleaning stations;

c) provide an adequate number of toilets of appropriate hygienie’ design, each with hand-washing,
drying and, where required, sanitizing facilities;

d) have employge hygiene facilities that do not open directly on to production, packing ¢r storage
areas;

e) have adequate changing facilities for personnel;

f) have changing facilities sited to enable persennel handling product to move to the produftion area
in such a way that risk to the cleanliness-af workwear is minimized.

A.8.3 Staff canteens and designated eating areas

A.8.3.1 Staff canteens and designated areas for food storage and consumption shall be sjtuated so

that the potential for cross-contamination of production areas is minimized.

A.8.3.2 Staff canteens.shall be managed to ensure hygienic storage of ingredients and preparation,

storage and serving- of prepared foods. Storage conditions and storage, cooking anfl holding

temperatures, anId time limitations, shall be specified.

A.8.3.3 Employees’ own food shall be stored and consumed in designated areas only.

A.8.4 Workwear and protective clothing

A.8.4.1 Personnel who work in, or enter into, areas where exposed products and/or materials are
handled shall wear work clothing that is fit for purpose, clean and in good condition (e.g. free from rips,
tears or fraying material).

A.8.4.2 Clothing necessary for the prevention of the contamination of product or hygiene purposes
shall not be used for any other purpose.

A.8.4.3 Workwear shall not have buttons. Workwear shall not have outside pockets above waist level.
Zips or press stud fastenings are acceptable.
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A.8.4.4 Workwear shall be laundered to standards and at intervals suitable for the intended use of
the garments.

A.8.4.5 Workwear shall provide adequate coverage to ensure that hair, perspiration, etc. cannot
contaminate the product.

A.8.4.6 Hair, beards, and moustaches shall be protected (i.e. completely enclosed) by restraints unless
risk assessment/hazard analysis indicates otherwise.

A.8.4.7 Where gloves are used for product contact, they shall be clean and in good condition. Use of
latex gloves should be avoided where possible.

A.8.4.8 f$hoes for use in processing areas shall be fully enclosed and made from non-absorbent
materials

A.8.4.9 Personal protective equipment, where required, shall be designed to [prevent product
contamingtion and maintained in hygienic condition.

NOTE Additional information on personal protective equipment (PPE)¢an be found in ISP 45001 and in the
related 1ISQ Handbook.

A.8.5 Health status

A.8.5.1 Employees shall undergo a medical examination prior to employment in| product contact
operationf (including site catering) unless documented hazard or medical assefsment indicates
otherwisq.

NOTE Legal requirements can apply.

A.8.5.2 Additional medical examinations, where permitted, shall be carried out at intervals defined
by the organization.

A.8.6 Illness and injuries

A.8.6.1 Employees shall b€ required to report the following conditions to management for possible
exclusion |from producthandling areas: jaundice, diarrhoea, vomiting, fever, sore throat with fever,
visibly infected skinJesions (boils, cuts or sores) and discharges from the ear, eye or nose.

NOTE Legal fequirements can apply.

A.8.6.2 3nnp]n known or cncpnri’nr‘ toheinfocted un'fh’ or r‘ﬂrr‘ying’ adisease orilln SS transmissib]e

through products shall be prevented from handling product or materials which come into contact with
product.

A.8.6.3 In product-handling areas, personnel with wounds or burns shall be required to cover them
with specified dressings. Any lost dressing shall be reported to supervision immediately. Dressings
should be brightly coloured and metal detectable where appropriate.

A.8.7 Personal cleanliness

A.8.7.1 Personnel in production areas shall be required to wash and, where required, sanitize hands:
a) before starting any product-handling activities;

b) immediately after using the toilet or blowing the nose;
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c¢) immediately after handling any potentially contaminated material.

A.8.7.2 Personnel shall be required to refrain from sneezing or coughing over materials or products.
Spitting (expectorating) shall be prohibited.

A.8.7.3 Fingernails shall be kept clean and trimmed.

A.8.8 Personal behaviour

A.8.8.1 A documented policy shall describe the behaviours required of personnel in processing,
packing and storage areas. The policy shall at a minimum cover:

a) permissibilitly of SmoKing, eating, chewing in designated areas only,

b) control meapures to minimize hazards presented by permitted jewellery, such*a$ that worn
by personne] in processing and storage areas, taking into account religious, ethnic, m¢dical and
cultural impé¢ratives;

c) permissibilitly of personal items, such as smoking materials and medicines, in designgted areas
only;

d) prohibition ]f the use of nail polish, false nails and false eyelashes;
e) prohibition df carrying of writing implements behind the ears;
f) maintenance of personal lockers so that they are kept freefrom rubbish and soiled clothilng;

g) prohibition df storage of product contact tools and equipment in personal lockers;

h) control measjures to minimize impact to quality of applicable products (e.g. cosmetics) by [ndividual
fragrances and makeup worn by personnel in processing and packaging areas;

i) consumption of cannabis, cannabis edibles or any other cannabis product while at work.

NOTE Statutol'y and regulatory requirements with respect to the medical use of cannabis can vaty between
jurisdictions.

A.8.8.2 Where [the organizatient-conducts research and development of cannabis prodycts using
personnel to undertake sensory testing activities, the organization shall have a protocol tjo address
health and safetyf issues. The protocol should be reviewed by a competent third-party ethicall research
and scientific adyisory organization.

NOTE Further] information on research practices using human subjects can be found in ISO 14155.

A.9 Waste disposal

A.9.1 General requirements

Systems shall be in place to ensure that waste materials are identified, collected, removed and disposed
of in a manner which prevents contamination of products or production areas.

A.9.2 Cannabis waste

A9.2.1 A segregated system shall be in place to ensure that cannabis waste materials, including
cannabisingredients (e.g. cannabis and cannabis derivatives) and cannabis products (e.g. nonconforming
product, recalled product, rejected product and returns) are disposed of in a manner that prevents
their reuse in any cannabis product and meets any statutory and regulatory requirements.

44 © IS0 2022 - All rights reserved


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

A.9.2.2 The segregated system shall include containers (see A.9.3), waste management, including
storage, and removal (see A.9.4) and drains and drainage (see A.2.4).

A.9.2.3 Cannabis waste materials shall be included in the organization’s traceability system (see 6.10)
and be accounted for through reconciliation (see 6.10.6).

A.9.3 Containers for waste or hazardous substances
Containers for waste or hazardous substances shall be:
a) clearly identified for their intended purpose;

b) located in a designated area;

c) constfucted of impervious material which can be readily cleaned and sanitized;
d) closed when not in immediate use;

e) lockedl where the waste can pose a risk to the product.

A.9.4 Waste management and removal
A.9.4.1 Provision shall be made for the segregation, storageand removal of waste.
A.9.4.2 Accumulation of waste shall not be allowed in préduct-handling or storage afeas.

A.9.4.3 Removal frequencies shall be managed@o avoid accumulations, with al minimum daily
removal.

A.9.4.4 labelled materials, products or printed packaging designated as waste shall be disfigured or
destroyed to ensure that trademarks cannot be reused.

A.9.4.5 Removal and destructioft shall be carried out by approved disposal contractprs.

A.9.4.6 The organizationshall retain documented information regarding destructio

>

A.10Pest control

A.10.1 Generdal requirements

Hygiene, ¢leariing, incoming materials inspection and monitoring procedures shall b¢ implemented to
avoid creating an environment conducive to pest activity.

A.10.2 Pest control programmes

A.10.2.1 The organization shall have a nominated person to manage pest control activities and/or deal
with appointed expert contractors.

A.10.2.2 Pest management programmes shall be documented and shall identify target pests, and
address plans, methods, schedules, control procedures and, where necessary, training requirements.

A.10.2.3 Programmes shall include a list of chemicals which are approved for use in specified areas of
the establishment.
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A.10.3 Preventing access

A.10.3.1 Buildings shall be maintained in good repair. Holes, drains and other potential pest access
points shall be sealed.

A.10.3.2 External doors, windows or ventilation openings shall be designed to minimize the potential
for entry of pests.

A.10.4 Harbourage and infestations

A.10.4.1 Storage practices shall be designed to minimize the availability of food and water to pests.

A.10.4.2 Materidl found to be infested shall be handled in such a way as to prevent contahjination of
other materials, products or the establishment.

A.10.4.3 Potential pest harbourage (e.g. burrows, undergrowth, stored items) shall‘be removyed.
A.10.4.4 Where putside space is used for storage, stored items shall be protected from weather or pest
damage (e.g. bird droppings).

A.10.5 Monitorjing and detection

A.10.5.1 Pest-mgnitoring programmes shall include the placing'of detectors and traps in keyf locations
to identify pest aftivity. A map of detectors and traps shall be-maintained. Detectors and traps shall be
designed and located so as to prevent potential contamination of materials, products or facilifies.
A.10.5.2 Detectdrs and traps shall be of robustytamper-resistant construction. They| shall be
appropriate for the target pest.

A.10.5.3 The detectors and traps shall belinspected at a frequency intended to identify|new pest
activity. The resylts of inspections shall belanalysed to identify trends.

A.10.6 Eradication

A.10.6.1 Eradication measures shall be put in place immediately after evidence of infdstation is
reported.

A.10.6.2 Pesticide useand application shall be restricted to trained operatives and shall be fontrolled
to avoid product guality or product safety hazards.

A.10.6.3 Documented information of pesticide use shall be maintained to show the type, quantity and
concentrations used, where, when and how applied, and the target pest.

A.11Management of purchased materials

A.11.1 General

requirements

Purchasing of materials which impact product safety or quality shall be controlled to ensure that
the suppliers used have the capability to meet the specified requirements. The conformance of
incoming materials to specified purchase requirements shall be verified and documented information
maintained.
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A.11.2 Selection and management of suppliers

A.11.2.1 There shall be a defined process for the selection, approval and monitoring of suppliers. The
process used shall be justified by hazard assessment, including the potential risk to the final product,
and shall include:

a) assessment of the supplier’s ability to meet quality and product safety expectations, requirements
and specifications;

NOTE1 Organizations can encourage suppliers of cannabis or cannabis derivatives or cannabis products
to have in place a CQP developed using this document or equivalent.

b) description of how suppliers are assessed;

EXAMJPLE Examples of a description of how suppliers are assessed include auditing the supplying site
prior o accepting materials for production, and appropriate third-party certificatien.

c) moniforing the performance of the supplier to ensure continued approval-status;

NOTE[2  Monitoring includes conformity with material or producD specificatiqns, fulfilment of
Certification of Approval (COA) requirements, satisfactory audit outcomes:

d) determination of the validity of the supplier’s licence(s), if required, for the production of cannabis
or canpnabis derivatives or cannabis products.

A.11.2.2 There shall be a defined process for the selectioniapproval and monitoring of suppliers during
an emergency.

A.11.2.3 The organization shall establish, implement, and maintain a review process for product
specificatjons to ensure continued compliance* with product quality, product safefy and legal and
customer requirements.

A.11.3 Incoming material requirements (raw/ingredients/packaging)

A.11.3.1 Delivery vehicles shall be’ checked prior to, and during, unloading to verify that the quality
and safety of the material has\been maintained during transit (e.g. integrity of seals, freedom from
infestatiop, existence of temperature documented information).

A.11.3.2 Materials sshall be covered by a COA or documentation demonstrating [conformity with
specified requirentents prior to acceptance or use.

A.11.3.3 Thére’shall be a programme for collecting representative samples from each batch of
materialsl(ingredients, packaging, labels) to determine if the materials meet specifications established.
The method of verification shall be documented.

NOTE The inspection frequency and scope can be based on the hazard presented by the material and the
risk assessment of the specific suppliers.

Materials which do not conform to relevant specifications shall be handled under a documented
procedure which ensures they are prevented from unintended use.

A.11.3.4 Stored materials such as ingredients, packaging and packaging containers shall be retested
or re-examined after a specified time in storage or after exposure to adverse conditions to ensure the
components continue to meet their established specifications.

A.11.3.5 Access points to bulk material receiving lines shall be identified, capped and locked. Discharge
into such systems shall take place only after approval and verification of the material to be received.

©1S0 2022 - All rights reserved 47


https://iecnorm.com/api/?name=5d896444b78c1755f6471b6a9db9b297

IWA 37-3:2022(E)

A.12 Warehousing

A.12.1 General

requirements

Materials and products shall be stored in clean, dry, well-ventilated spaces protected from dust,
condensation, fumes, odours or other sources of contamination.

NOTE

can be found in IWA 37-2.

A.12.2 Warehousing requirements

Additional information on the secure handling of cannabis, cannabis derivatives and cannabis edibles

A.12.2.1 Effective control of warehousing temperature, humidity and other environmental conditions

shall be provided

A.12.2.2 Ingredi
in a designated
protect the lower

A.12.2.3 Waste

stored separately.

A.12.2.4 Asepar
provided.

A.12.2.5 Specifie
(FEFO) shall be o

A.12.2.6 Gasolin
areas.

A.12.2.7 The org
intended to be, us
and is stored in a

A.12.3 Vehicles

A.12.3.1 Vehicle
condition consist

where required by product or storage specifications.

bnts that present a risk of injury to human health are identified as suchvand
hrea within the facility. Where products are stacked, measures should be
layers.

materials and chemicals (e.g. cleaning products, lubricants, and pesticides

d stock rotation systems “first in, firstout” (FIFO) and “first to expire,
bserved.

anization responsible fop processing shall ensure that anything that will |
ed as an ingredient that presents a risk of injury to human health is identifie
designated area within the facility.

, conveyances, and containers

b, conyeyances, and containers shall be maintained in a state of repair, cleanl
ent with requirements given in relevant specifications.

hre stored
» taken to

) shall be

Ate area or other means of segregating materialsidentified as non-conforming shall be

first out”

e- or diesel-powered fork-lift trucks shall not be used in ingredient or produlct storage

be, or was
d as such,

iness, and

A.12.3.2 Vehicles, conveyances, and containers shall provide protection against damage or
contamination of the product.

A.12.3.3 Control of temperature and humidity shall be applied and recorded where required by the

organization.

A.12.3.4 Where the same vehicles, conveyances, and containers are used, cleaning shall be carried out

between loads.

A.12.3.5 Bulk containers shall be dedicated to product use only. Where required by the organization,

bulk containers s
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hall be dedicated to a specified material.
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A.12.4 Cannabis warehousing requirements

A.12.4.1 Incoming cannabis and cannabis derivatives shall be stored separately from other incoming
ingredients and access to the storage area shall be controlled.

A.12.4.2 Cannabis products shall be stored separately from other end products and access to the
storage area shall be controlled.

A.12.4.3 Incoming cannabis and cannabis derivatives and outgoing cannabis products shall be
transported by authorized parties in a manner that maintains their quality prior to and during
transportation.

NOTE 1 [Statufory and regulatory requirements can apply.

NOTE 2  |Additional information on the secure handling of cannabis, cannabis derivatives’and cannabis edibles
can be found in IWA 37-2.

A.13 Mepsures for prevention of cross contamination

A.13.1 General requirements

Programmes shall be in place to prevent, control and detect contamination. Meapures to prevent
physical, ¢hemical, allergen and microbiological contamindtien shall be included.

A.13.2 Miicrobiological cross-contamination

Areas whgre potential for microbiological cross-contamination exists (airborne or fronp traffic patterns)
shall be identified and a segregation (zoning)-plan implemented. A hazard assessmenit shall be carried
out to determine potential contamination soutrces, susceptibility of the product and ¢ontrol measures
suitable fgr these areas as follows:

a) separption of raw from in-procegs;-and finished products;
b) structural segregation — physical barriers, walls or separate buildings;
c) acces$ controls with réquirements to change into required workwear;

d) traffi¢ patterns or @quipment segregation — people, materials, equipment and topls (including use
of dedicated togls);

e) air pressuredifferentials.

A.13.3A lprgpn management

A.13.3.1 Allergens present in the product, either by design or by potential manufacturing cross-
contact, shall be declared. The declaration shall be on the label for consumer products, and on the label
or the accompanying documentation for products intended for further processing.

A.13.3.2 Products shall be protected from unintended allergen cross-contact by cleaning and line
change-over practices and/or product sequencing.

NOTE Manufacturing cross-contact can arise from either:

— traces of product from the previous production run which cannot be adequately cleaned from the product
line due to technical limitations, or

— when contact is likely to occur, in the normal manufacturing process, with products or ingredients that are
produced on separate lines, or in the same or adjacent processing areas.
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A.13.3.3 Rework containing allergen(s) shall be used only:

a)

in products which contain the same allergen(s) by design, or

b) through a process which is demonstrated to remove or destroy the allergenic material.

NOTE

Additional information regarding rework requirements is given in A.14.

A.13.3.4 Employees handling product should receive specific training in allergen awareness and
associated manufacturing practices.

A.13.4 Physical contamination

A.13.4.1 Where
in case of breaka

A.13.4.2 Brittle
where possible.

A.13.4.3 Glass by

A13.4.4 Basedni

potential conta
NOTE1 Examp]
— adequate covel
— use of screens,

— use of detectio

NOTE 2  Sources
protective clothing

A.13.5 Chemic3

A.13.5.1 Chemic
prevent product

A.13.5.2 Additio

brittle materials are used, periodic inspection requirements and defined-p
be shall be put in place.

materials, such as glass and hard plastic components in equipment, should &

eakage documented information shall be maintained.

n hazard assessment, measures shall be put in place to prevent, control
ination.

es of such measures include:

s over equipment or containers for exposediaterials or products;
magnets, sieves or filters; or

h or rejection devices such as metahdetectors or X-ray.

of potential contamination dnclude wooden pallets and tools, rubber seals, an|
and equipment.

11 contamination

hls, includingicleaning materials and lubricants, shall be evaluated and coy
material eontamination.

hal methods for controlling chemical contamination include:

rocedures

e avoided

or detect

d personal

trolled to

dauthorized access to annroved chemicals:
Pr 7

a) controlled an
b)
c) chemicals su

concentration of cleaning and disinfection materials;

itable for the use.

A.13.6 Cannabis management (contamination)

A.13.6.1 Products shall be protected from unintended cross-contact with cannabis or cannabis

derivatives, or ca

NOTE Manufa

nnabis products.

cturing cross-contact can arise from either:

line due to technical limitations, or
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traces of product from the previous production run which cannot be adequately cleaned from the product
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— when contact is likely to occur, in the normal manufacturing process, with products or ingredients that are
produced on separate lines, or in the same or adjacent processing areas.

A.13.6.2 Areas where potential for cross-contamination by cannabis or cannabis derivatives or
cannabis products exists shall be identified.

A.13.6.3 A hazard assessment shall be carried out to determine potential contamination sources,
susceptibility of the product and control measures suitable for these areas as follows:

a) separation of cannabis production from other production;

b) structural segregation — physical barriers, walls or separate buildings;

€) acces§TONIIOIS WITH TEQUITEMENTS 0 CNange (Mo required WOrkKwear;

d) traffi¢ patterns or equipment segregation — people, materials, equipment atid'topls (including use
of dedicated tools);

e) cleaning and line change-over practices and/or product sequencing;
f) air pressure differentials;
g) rewotk containing cannabis, cannabis derivatives or cannabis\products shall be uged only:

1) i products which contain the same cannabis derivatives or cannabis products by design, or

2) through a process which is demonstrated to rehieve or destroy the cannabis aterial.

A.13.6.4 (annabis derivatives present in the product, either by design or by potential manufacturing
cross-confact, shall be declared. The declaration\shall be on the label for consumer prdducts, and on the
label or the accompanying documentation for¢products intended for further processinig.

A.14 Rework

A.14.1 General requirements

Rework shall be stored, handled and used in such a way that product safety, quality and traceability are
maintaingd.

NOTE Regulatory requirements can apply.

A.14.2 Storage; identification and traceability

A.14.2.1 Stored rework shall be protected from exposure to microbiological, chemical or extraneous
matter contamination.

A.14.2.2 Segregation requirements for rework (e.g. allergen) shall be documented and met.

A.14.2.3 Rework shall be clearly identified and/or labelled to allow traceability. Traceability
documented information for rework shall be maintained.

A.14.2.4 The rework classification or the reason for rework designation shall be documented (e.g.
product name, production date, shift, line of origin, shelf-life).
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A.14.3 Rework

(E)

usage

A.14.3.1 Where rework is incorporated into a product as an “in-process” step, the acceptable quantity,
type and conditions of rework use shall be specified. The process step and method of addition, including

any necessary pr

e-processing stages, shall be defined.

A.14.3.2 Where rework activities involve removing a product from filled or wrapped packages,
controls shall be putin place to ensure the removal and segregation of packaging materials and to avoid
contamination of the product with extraneous matter.

A.15Product defence, biovigilance and bioterrorism

A.15.1 General

The organization
terrorism and sh

A.15.2 Access @

A.15.2.1 Potenti
to access control

A.15.2.2 Where
alternative syste

NOTE Additio
in IWA 37-2.

A.16 Product

A.16.1 The orgal
vulnerability, ing
fraud mitigation

A.16.2 The orga
product and publ

A.16.3 The orga

requirements

shall assess the hazard to products posed by potential acts of sabotage, var]
hll put in place proportional protective measures.

ontrols

hlly sensitive areas within the establishment shall be identified, mapped, and

feasible, access should be physically restricted\by use of locks, electronic c
ms.

hal guidance on access controls related to ‘¢annabis and cannabis product operatid

raud and intentional adulteration

pization shall undertaké ajproduct fraud vulnerability assessment to identify
luding economically, motivated adulteration and to identify and prioritis|
measures.

hization shall\establish, implement and maintain a product fraud plan to m
c health and-any organizational risks from the identified product fraud vulng

hization shall retain appropriate documented information.

)idalism or

subjected

aird key or

ns is given

r potential
e product

tigate the
rabilities.

A.17 Selection and management of customers

A.17.1 There shall be a defined process for the selection, approval and monitoring of customers.

A.17.2 The process used shall be justified by a risk assessment and shall include:

a) an assessment of the customers’ ability to meet statutory and regulatory requirements (including
licensing if required) and the organization’s security, quality and product safety expectations;

b) adescription of how customers are assessed.
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