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On January 13th, 2021, the EMA’s Committee on Herbal Medicinal
Products (HMPC) published the workplan for 2021 where the

establishment of a cannabis glossary and a revision of the Good
Agricultural and Collection Practice (GACP) guidelines are top
priority.

The aim of these documents is to clarify not only the terms, definitions
and standards related to the regulation of Cannabis-derived products for
medicinal use but also eliminate any grey areas on manufacturing
medicinal cannabis, regarding the integration of GACP and GMP
requirements and make clearer when one ends and the other starts.

So, what can we expect? Is there a harmonization for Cannabis
flos* on the way? What about the starting of GMP** processing?
How can this impact the medicinal cannabis landscape in
Europe? What about its players?

No one can say for sure until the documents are launched, however we
can foresee what is more likely to happen.

*Flos – Flower
** GMP – Good Manufacturing Practice



Cannabis Glossary: The beginning 
of harmonization in EU 
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The HMPC plans to establish a list of terms, definitions and standards related to the regulation of Cannabis-derived

products for medicinal use. The list of definitions with expert comments will be the first step for an EU Herbal monograph
for Cannabis flos. Up until now, only national monographs exist (e.g. Germany, Denmark, Netherlands, Switzerland) which
are not yet harmonized.

The HMPC plan includes the following:

• Finalize an Inventory List of Terms and Definitions for Cannabis related products

• Coordinate with EDQM* to clarify the scope of Ph. Eur.** monographs in relation to possible EU herbal monographs and
publish a call for data tailored to the complexity of cannabis derived substances

• Prepare specific Q&As for some basic information regarding the so called ‘medicinal cannabis’ regulation

So far, the importer country of Cannabis Flos decides the minimum regulatory requirements to authorize a medicinal cannabis
import process (e.g. testing specs and GACP certification). The lack of harmonization between EU countries makes the whole

process difficult from cultivation to manufacturing and import/export processes. The harmonization of the medicinal
cannabis regulatory framework is a critical step to achieve simpler and more cost-effective processes, since
each country would have to comply one and only EU Herbal monograph for Cannabis flos. While Member States
are not obliged to follow the monographs, any decision not to accept the content of a monograph as adopted by the HMPC
must be duly justified taking into account their important role in bringing harmonization to this industry and facilitate the use
of the simplified registration procedure. *EDQM – European Directorate for Quality of Medicines

**Eur. Ph. – European Pharmacopoeia



GACP Revision: Overlap of EU-
GACP and EU-GMP
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Starting 2021, the HMPC plans to revise the Guideline on EU
Good Agricultural and Collection Practice (EU-GACP) with the
goal of drafting a concept paper for revision to address
stakeholder requests on required updates/ clarifications of:

• Demarcation/ overlap EU-GMP vs. EU-GACP,
• Diverse practice in MSs;
• Uncertainty about requirements,
• GACP certification and dossier,
• Comparison to other GACP standards such as WHO*.

In addition, the Questions & Answers on quality of herbal
medicinal products will be revised in order to remove Q&As
now addressed in other guidelines and add new ones (incl. on
skip testing, stability, EU-GACP / EU-GMP, assay and
microbiological issues).

The overlap

But what are the applicable regulations when there is 
no Marketing Authorization?

Is there any clear difference between GACP and GMP?

*WHO – World Health Organization



Differences between EU-GACP 
and EU-GMP Guidelines
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Annex 7 EU-GMP 

9. The processing instructions should describe the different operations carried 
out upon the herbal substance such as cleaning, drying, crushing and sifting, and 
include drying time and temperatures, and methods used to control cut size or 
particle size. 

…. the binomial scientific name of plant (genus, species, subspecies/variety and 
author (e.g. Linnaeus); other relevant information such as the cultivar name and 
the chemotype should also be provided, as appropriate; …

7. Herbal medicinal product manufacturers must ensure that they use only 
herbal starting materials manufactured in accordance with GMP and the 
Marketing Authorisation dossier. Comprehensive documentation on audits of the 
herbal starting material suppliers carried out by, or on behalf of the herbal 
medicinal product manufacturer should be made available. ……

EU-GACP

7.1 All processes and procedures that could affect the quality of the product must be 
documented.
7.3 For cultivated medicinal plants/herbal substances all processing steps have to be 
documented including the location of cultivation. Field records showing previous 
crops and plant protect products used should be maintained by all growers.

7.7 Batches of medicinal plant materials should be unambiguously and unmistakably 
traceable to their sources. Therefore, appropriate labelling and batch assignment 
should take place as early as possible.. Collected and cultivated medicinal 
plant/herbal substance material should carry different batch numbers. 

7.9 All agreements (production guidelines, contracts etc.) between producer or 
collector and buyer should be in written form. It should be documented that 
cultivation, harvesting and production have been performed in accordance with these 
agreements. …. 7.10 The results of audits should be documented in an audit report 
(copies of all documents, audit reports, analysis reports) to be stored for a minimum 
of 10 years. 

The same underlying idea expressed in different words? Certainly!



Overlap of EU-GACP and EU-GMP 
Clarification
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EU-GACP introduction:

“This document is intended to address the specific concerns of growing, collecting and primary processing1 of
medicinal plants/herbal substances that are used for medicinal purposes.” … ”These considerations should be
read in connection with EU-GMP guidelines for APIs2 …”

“The following Guideline on good agricultural and collection practice does not fall directly under GMP
guidelines in the traditional sense. However, these considerations should be used as a basis for the
establishment of such an appropriate quality assurance system3.”

1- This implies that a further processing is needed for it to be classified as a medicinal product, before that is classified as an
API Starting material;

2- EU-GACP guidelines was adapted from Eudralex Part II Appendix 7 and gives a more specific information for herbal
products used as API starting material for medicinal products. It is not a simplification of EU-GMP guidelines and should be
implemented in connection with EU-GMP guidelines;

3- Despite not falling “directly into GMP guidelines” a robust quality management system (QMS) must be in place with the
monitoring and documentation of the process parameters and management of the process risks, assuring the
implementation of Data Integrity. Since it is required to keep track of all controlled substances, a robust QMS enhances the
control over these materials.



EU-GACP/EU-GMP, is there a boundary?

Proprietary + Confidential21/04/2021

The answer to the above question is YES, there is EU-GACP vs EU-GMP boundary.

At least the final physical-chemical process steps are expected to occur under EU-GMP environment (refer to 
below).

The last process step, “Drying” for cannabis dry flower finished products, “Extraction”/ “Purification” for Cannabis extracts, Oils 
and Isolates, is expected to be carried out under EU-GMP in order to be sold as finished product. It is important to notice that 
filling and packaging are not physical or chemical processes.
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Final Remarks
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Cannabis Glossary

• The list of definitions with expert comments will be the first step for an EU Herbal monograph for Cannabis flos which
will help stakeholders to define their processes, specifications and testing parameters;

• This harmonization will also assist streamlining the supply chain of medicinal cannabis products;

• Those who choose not to follow the monograph have to strictly justify such decision.

Contact us to know more about the Cannabis Flos EU-Monograph and applicable specifications for this product!

EU-GACP/EU-GMP overlap clarification

• EU-GACP guidelines should be followed when growing, collecting and primary processing of medicinal plants/ herbal
substances that are used as API Starting Materials. EU-GMP guidelines should take place at least in the final physical-
chemical step of manufacturing of finished products.

• Despite this EU-GACP/EU-GMP boundary, differences between these guidelines are not explicit but implicit. If you comply
with the main requirements, you will master the challenge. These are:

o QMS with implementation of data integrity is mandatory;

o Proper risk assessment policy to promote the identification, mitigation and/or elimination of the risks;

o Achieve consistent product quality based on defined specification;

o Ensure consumer and patient safety and product efficacy!
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Engineering Services tailored for Pharma industries

Stepwise’s offers services differentiate from other engineering companies by being tailored for the highly GMP-regulated pharmaceutical and life sciences industries.

The entire pharmaceutical and life science industries manufacturing lifecycle is supported by us helping to set direction, assessing benefits of strategic investments and

optimizing manufacturing and business processes.

We assist our customers from Research and Development (R&D) to Commercial manufacturing.

Our goal is to help our customers to achieve and maintain GMP manufacturing excellence and assist them in the route to market.
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