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ÅACMPR into the Cannabis Act and Beyond



Introduction ïWho We Are
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ÅSGS Auditors and Consultants
ÅGap assessments of companies both in the US and Canada including pharma, 

nutraceutical and cannabis companies

Andrew Samann David Vaillencourt



Why Are We Involved?
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ÅInform
ÅAssess
ÅEducate
ÅAssist your company in becoming compliant



Acronyms
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[ŜǘΩǎ ƎŜǘ ǘƘŜǎŜ ƻǳǘ ƻŦ ǘƘŜ ǿŀȅΥ

Bodies
WHO ςWorld Health Organization
ICH ςInternational Conference on Harmonisation of Technical 
Requirements for Registration of Pharmaceuticals for Human Use 
ISO ςInternational Organization on Standards
ASTM International ς
AHPA ςAmerican Herbal Products Association



Acronyms
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Regulations/Guidance Documents
SCND ς1961 United Nations Single Convention on Narcotic Drugs
ACMPR ςAccess to Cannabis for Medical Purposes Regulations
IHR ςIndustrial Hemp Regulations
CDSA ςControlled Drugs and Substances Act
FDA ςFood and Drug AdministrationFood and Drugs Act
AHP ςAmerican Herbal Pharmacopeia
GxPςGood Practices
GPP ςGood Production Practices
GDP ςGross Domestic ProductGood Distribution Practices
GACP ςGood Agricultural and Collection Practices
GMP ςGenetically Modified ProductsGood Manufacturing Practices



The Importance of 
Standards
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Benefits:
- Protects the patient
- Ensure consistency in the medication for the efficacy of disease state 

treatment
- Supply chain integrity
- Protects the worker from unsafe operational practices
- Provides assurance and accountability to you and your shareholders



The Importance of 
Standards
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Risks:
- Rejected batches
- Adulterated products
- Product liability
- Lawsuits



Why Does This Matter 
To You?
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ÅRegulations have been constantly changing and being updated
ÅVault requirement (just kidding!)

ÅTesting requirements evolving
ÅFeels like looking into a crystal ball
Å̧ ƻǳ Ƴŀȅ ŦŜŜƭ ƭƛƪŜ ȅƻǳ ƳƛƴŜ ŀǎ ǿŜƭƭ ŀǎƪ ȅƻǳǊ ƴŜƛƎƘōƻǊΩǎ п ȅŜŀǊ-old to 

attend your next investor meeting to provide 
insight into what Health Canada will 
promulgate next



Why Does This Matter 
To You?
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Å Good Agricultural and Collection Practices
Å Good Production Practices
Å Good Manufacturing Practices

Å European Good Manufacturing Practices
Å EudraLex Volume 4

Å Look to Pharma, Cosmetics, Food, Nutraceuticals Industry

Å What do they all have in common?



Buté Current Industry 
Challenges Still Exist
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ÅάaŜŘƛŎƛƴŜέ
ÅLack of research
ÅMarket Research
ÅClinical Research

ÅConsistency
ÅPredictability



ñMedicineò
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- We are selling medicinal products
- What is the definition of medicine?
- How does that compare to what we are selling
- Potentially contaminated patients 

- Drug:the general name of substances used in medicine; any substance, vegetable, animal or 
mineral used as a medicine. 

- Medicine: A compound or preparation used for the treatment or prevention of disease, 
especially a drug or drugs taken by mouth.



Lack of Research
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Market Research
ÅWhat do patients want?
ÅWhat do patients need?
ÅWhat will your customers in the recreational market want and need?

Clinical Research
ÅWhat does the science say?
ÅWhere are clinical trials at?
ÅWhat about product efficacy?
ÅDose response?
ÅBest drug delivery method?



Product Consistency
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ÅHerbal drug product
ÅWhat does consistency mean?
ÅWhat do we need to control for?
ÅTHC?
ÅCBD?
ÅWhat about the other 100+ cannabinoids?
ÅWhat about terpenes?

ÅProduct specifications
ÅBased on what?
ÅMonograph



Predictability
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ÅHow do you plan for the next regulation roll out?
ÅHow do you stay ahead of the next inspection requirements without 

overengineering your systems and wasting capital?
ÅPackaging and labelling requirements
ÅLaboratory testing requirements



Predictability
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Two tips:
- Look at the past

- Prohibition of Alcohol, Food and Drug Act, Railroads and steel, water quality
- Those who cannot remember the past are condemned to repeat it

- Look at analogues
- Food
- Pharmaceuticals and OTC
- Nutraceuticals
- Botanicals



Standards: A Brief 
History
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ÅUpton Sinclair ςThe Jungle
ÅASTM ςRailroads and steel in the 1800s

ÅUnited States ςPure Food and Drug Act of 1906
ÅUse of formaldehyde as well as borax, benzoate, 

sulfites, etc. as preservatives


