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Who is Responsible Distribution Canada?

• Today RDC represents 45 member companies with $6.5 billion dollars in sales

• 3,400 employees 

• 150 sites across the country 

• More than 50 Affiliates from the chemical supply chain

• Service over 80,000 customers

• Distribute more than 100,000 products

• And represents suppliers from almost every country in the world.
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Member Companies
Who is Responsible Distribution Canada?

Candidate Members
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Who is Responsible Distribution Canada?
Affiliate Companies
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▪ United States Mexico Canada trade agreement
▪ Health Canada Self-Care Framework
▪ Other regulations to consider
▪ Canadian requirements 
▪ Registration requirements
▪ Definitions
▪ Ingredients
▪ Packaging and labelling 
▪ Marketing and claims
▪ Quality control
▪ International cooperation, and
▪ Education and training

Canadian Cosmetics Regulatory Update Agenda



Responsible Distribution Canada

Distribution Responsable Canada

▪ Requires ratification
▪ Risk based approach
▪ Rule 2 purification and rules of origin
▪ Annex 12-B covers cosmetics

▪ Avoid imposing or maintaining unnecessarily duplicative regulatory 
requirements

▪ Collaborate to improve the alignment of their respective regulations
▪ When developing or implementing regulations to consider alignment 

to international efforts
▪ Adopting GMP to relevant international standards
▪ Information sharing

▪ Post-market surveillance
▪ Findings regarding ingredients

United States Mexico Canada trade agreement
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▪ Phase I – Fall 2018: Introduce, for consultation, targeted amendments to 
the Natural Health Products Regulations to improve labelling of natural 
health products. This includes:

▪ a facts table
▪ requirements for risk information, which will be clearly displayed and 

expressed in plain language

These changes are intended to better support consumers in selecting and 
safely using a product.

Self-Care Framework update
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Phase II – Early 2019: Introduce, for consultation, targeted amendments to 
the Food and Drug Regulations to introduce a risk-based approach to 
regulatory oversight for non-prescription drugs. These include expedited 
pathways for lower-risk products. 

These changes are intended to align the oversight for non-prescription drugs 
with other self-care products of comparable level of risk.

Self-Care Framework update
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Phase III – 2020: Introduce, for consultation, regulatory amendments to 
address:

• evidence standards for similar health claims
• extending risk-based regulatory oversight
• seeking additional powers for Health Canada, such as the ability to 

require a recall or label change for all self-care products

Additional changes may apply to cosmetics in phase III of the framework 

Self-Care Framework update
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Not carved in stone – but following other F&DA modernization initiatives the 
predictions are: 

• Introduction of establishment licensing regime similar to that which is 
included in the Safe Food for Canadians Act and Regulations
• When?
• How much?

• Requirement for Good Manufacturing Practices to be in place and tied to the 
license

• Tie in to USMCA for post-market surveillance, and more robust ingredient 
scrutiny / oversight

Self-Care Framework expectations
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▪ Food & Drug Act – Cosmetic Regulations
▪ Must be safe
▪ Manufactured, prepared, preserved, packed and 

stored under “sanitary” conditions
▪ Notify Health Canada that the cosmetic is being 

sold
▪ Provide a list of the cosmetics ingredients
▪ Follow the Consumer Packaging and Labelling Act 

and Regulations, and
▪ Follow Canadian Environmental Protection Act 

cosmetics related instruments

Current Canadian requirements
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▪ Under the Food and Drugs Act, a cosmetic includes "any substance or 
mixture of substances, manufactured, sold or represented for use in 
cleansing, improving or altering the complexion, skin, hair or teeth and 
includes deodorants and perfumes." 

▪ This includes cosmetics used by professional esthetic services, bulk 
institutional products (such as hand soap in school rest rooms), as well as 
"handmade" cosmetics sold at craft sales or home-based businesses.

▪ Subject to Consumer Packaging and Labelling Act and Regulations, 
Canadian Environmental Protection Act 

Current Canadian Cosmetic Definition
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Is it a Cosmetic?
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Cosmetic Product Definitions other countries

US Europe Australia Japan Korea China

The term "cosmetic" 
means (1) articles 
intended to be rubbed, 
poured, sprinkled, or 
sprayed on, introduced 
into, or otherwise 
applied to the human 
body or any part thereof 
for cleansing, 
beautifying, promoting 
attractiveness, or 
altering the appearance, 
and (2) articles intended 
for use as a component 
of any such articles; 
except that such term 
shall not include soap

Any substance or 
mixture intended to be 
placed in contact with 
the external parts of the 
human body (epidermis, 
hair system, nails, lips 
and external genital 
organs) or with the teeth 
and the mucous 
membranes of the oral 
cavity with a view 
exclusively or mainly to 
cleaning them, 
perfuming them, 
changing their 
appearance, protecting 
them, keeping them in 
good condition or 
correcting body odours.

A cosmetic is a 
substance that is 
designed to be used 
on any external part 
of the human 
body—or inside the 
mouth—to change 
its odours, change 
its appearance, 
cleanse it, keep it in 
good condition, 
perfume it or 
protect it.

“articles with mild 
action on the human 
body, which are 
intended to be applied 
to the human body 
through rubbing, 
sprinkling or other 
method, aiming to 
clean, beautify and 
increase the 
attractiveness, alter the 
appearance or to keep 
the skin or hair in good 
condition.” 

a product
that is rubbed or 
sprayed onto the 
human body or used 
with a similar
method to make the 
body more attractive 
by 
cleaningㆍbeautifying 
it and to
brighten one's 
appearance or to 
maintain or enhance 
skinㆍhair health and 
has
a minimal effect on the 
human body

industrially
produced chemical 
product subject to daily 
use, which are 
intended to be placed
in contact with any 
external parts of 
human body (skin, hair 
system, nails and lips)
by spreading, rubbing, 
spraying, sprinkling 
etc., with the purpose 
of cleansing,
correcting body odors, 
protecting, maintain 
function or changing 
their
appearance
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▪ Transportation of Dangerous Goods Regulations

▪ Hazardous Products Regulations (WHMIS for ingredients and workplaces)

▪ New Substances Notification  Regulations

▪ Volatile Organic Compounds

▪ Heavy Metals in Cosmetics

▪ Ingredient labelling

Canadian Cosmetic Manufacturers must also follow:
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Cycle of a new cosmetic formulation

Registration

Formulation 
development

Ingredient 
selection and 

sourcing

Quality 
controls

Packaging
Marketing 
and claims

Vigilance
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▪ Manufacturers and importers must complete a Cosmetic Notification Form 
(CNF) with actual or estimated date of first sale

▪ Type: New, Amendment, or Discontinuation of Sale

▪ Each “unique” product must be notified separately

▪ A single CNF can be used only when all of the following are true:

▪ Same trade name applies to all products

▪ Product base remains unchanged except for slight changes (colour, 
fragrance, flavouring)

▪ List all ingredients and their concentration using the INCI system and 
the ingredient status (Hotlist)

Canadian Cosmetic Notification Requirements 
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Registration Requirements Manufacturing other countries 

US Europe Australia Japan Korea China

No – Voluntary 
Cosmetic 
Registration 
Program
21 CFR parts 710 
and 720

Regulation EC 
1223/2009
Requires 
responsible 
persons to submit 
some information 
about products 

Must comply with 
INCA Act and 
register with 
NICNAS

Must obtain a 
Cosmetics 
manufacturing 
and sales license  
per the 
Pharmaceutical 
Law (PAL)

Manufacturer 
must undergo an 
evaluation by the 
Ministry of Food 
and Drug Safety

Cosmetics 
administrative 
license per 
Cosmetics 
Supervision and 
Administration 
Regulation (2nd

draft 2015)
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Registration Requirements Products other countries

US Europe Australia Japan Korea China

Voluntary 
formulation 
submissions using 
form FDA 2512
Amending and 
discontinuing a 
product 
formulation 
follow procedures 
in 21 CFR 720.6

Notification to the 
Cosmetics Product 
Notification portal 
(CPNP) follow 
guidelines on 
Cosmetic Products 
Safety Report, 
2013
Manufacture 
under GMP

Meet the general 
requirements for 
cosmetics under 
the Cosmetics 
Standard 2007

If ingredients do 
not violate 
Cosmetics 
Standards then 
products do not 
have to be 
registered, 
however products 
containing new 
ingredients or in 
excess of 
notifiable limits 
much obtain 
approval 

Functional 
products must be 
evaluated 
(whitening of skin, 
improving 
wrinkles, tanning, 
etc.)

Non-special use: 
Notification

Special use: pre-
market 
notification

Provide accurate 
required 
documents
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Use the ingredient search to determine status there are 4 possibilities:

1. Known: The ingredient is not prohibited or restricted for use in cosmetics

2. Restricted: The ingredient is restricted for use in cosmetics. The details of 
the restriction will be provided in the "Condition of use" field. 

3. Prohibited: The ingredient is prohibited for use in cosmetics. Therefore, 
the product cannot be sold in Canada as a cosmetic.

4. Unknown/Not found: May be subject to further Health Canada review

Canadian Cosmetic Ingredients 
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Registration Requirements Ingredients other countries

US Europe Australia Japan Korea China

FDA does not 
require approval 
except for colour 
additives –
however they 
must be safe for 
consumers. 
Companies have 
a legal 
responsibility for 
safety.

Article 10 – pre-
market safety 
assessment of 
individual 
ingredients.
Cosmetics 
Ingredient 
database 
(CoSing) and 
inventory of 
cosmetics 
ingredients

Must be listed 
on Australian 
Inventory of 
Chemical 
Substances 
(AICS) or 
notified through 
NICNAS for pre-
market 
authorization

Cosmetics 
Standards 
defines 
ingredients 
subject to 
restriction or 
prohibition –
some subject to 
positive list with 
maximum 
mixture 
quantities

Regulations on 
the Report of a 
Track Record of 
Manufacturing or 
Importing 
Cosmetics and a 
List of Raw 
Materials for 
Cosmetics – and 
Guidelines on 
assessment of 
new cosmetic 
substances

Must appear on 
the Inventory of 
Existing Cosmetic 
Ingredients (IECIC 
2015) or be 
subject to new 
cosmetic 
ingredient 
regulations –
Safety and 
Technical 
Standards (STSC) 
list restrictions 
and prohibitions + 
BSE statement
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You may list fragrance ingredients individually or together using 
the term "fragrance" or "parfum“

Fragrances are treated the same as any other ingredient

Must be safe

Canadian Cosmetic Fragrances 
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Ingredients – Fragrances

US Europe Australia Japan Korea China

Must meet 
safety 
requirements 
– FDA does 
not have the 
legal 
authority to 
require 
allergen 
labelling  on 
cosmetics

127 substances 
established as 
“possible 
contact 
allergens” .
Cosmetics 
Directive 
applied to 26 
substances.
Special labelling 
recommended

Consult the 
Scheduling 
Delegates Final 
Decision, 
October 2017

Are classified as 
perfume and 
colognes – no 
specific 
restriction 
noted

Not found Consult EICI
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• Beware of the claims being made as the cosmetic could end up 
being subject to the Pest Control Products Act and Regulations 
administered by the PMRA.

• Follow the Chemicals Management Plan for updates on 
restrictions, prohibitions or other risk management activities

Canadian Cosmetic Preservatives 

Preservative Restriction

BHA/BHT

Formaldehyde 0.1 - 5%

Parabens

Triclosan P2
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Ingredients – Preservatives other countries

US Europe Australia Japan Korea China

Exempt from EPA 
FIFRA 
registration  –
Must be on TSCA 
inventory for its 
intended use
And sole 
purpose is to 
proect the 
product. New 
preservatives 
subject to TSCA 
Pre-Manufacture 
Notices

168 separate 
preservatives 
referenced for 
possible  
restriction or 
prohibition

Consult Part 7 of 
the Poisons 
Standard

Must be listed in 
Appendix 3 and 
restrictions 
noted must be 
followed

Not found Must be on the 
IECI
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What information must be on cosmetics labels?
To meet these requirements, cosmetic labels must show:

• the ingredient list (INCI name)
• the common name of the product (for example hairspray)
• the amount of product in metric units or count (for example, 2 bars or 

55 mL)
• the name and address of the manufacturer or distributor
• warnings or cautions
• directions for safe use of the product
• Must be bilingual (English and French)

There are also specific labelling requirements for the safe use of special products, like hair 
dyes and tooth whiteners. Also, the law does not allow false and misleading statements or 

deceptive packaging.

Canadian Cosmetic packaging and labelling requirements
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Packaging and Labelling Requirements other countries

US Europe Australia Japan Korea China

21 CFR 701 and 
must follow the 
Fair Packaging 
and Labelling 
Act.
Ingredients 
declaration on 
outer container 
in descending 
order 
predominance

Extractables 
and leachables 
testing 
required on 
packaging.

Ingredients in 
concentrations of 
1 per cent or more 
in descending 
order by volume or 
mass
followed by 
ingredients in 
concentrations of 
less than 1 per 
cent in any order, 
followed by colour 
additives in any 
order.

Manufacturer’s serial 
number and 
manufacturer’s code
Names of all 
ingredients included 
in the products Use 
by date (cosmetics 
containing ascorbic 
acid or its ester, or 
their salts or 
enzymes; 
Cosmetics whose 
characteristics or 
quality change 
within three years 
based on appropriate 
storage conditions 
following 
manufacture or 
import)

Name, metric 
unit, origin, size or 
volume, 
production 
number or date, 
Price, precaution 
notice, 
Ingredients in 
descending order
Designated 
ingredients. 
Use of “functional 
cosmetic” efficacy,  
how to use and 
cautions
Bar code and call 
center

Product name;
Name and address 
of the manufacturer;
Net content;
Product ingredients;
Shelf life;
The code of 
manufacture license 
and product 
standard;
The code of hygiene 
license or record-
keeping certificate;
Safety statement 
and guidance on 
uses;
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Marketing terms may be used on cosmetic product labels, packaging, or in 
radio, television or print ads. Not considered to be related to health and 
safety but must be accurate

• Therapeutic claims are only allowed on drugs or natural health products, 
not on cosmetic products

• Competition Bureau may have jurisdiction
• Common terms

• Unscented 
• Hypoallergenic
• Preservative-free
• Dermatologist tested
• Not tested on animals
• Organic
• Natural versus synthetic

Canadian Cosmetic marketing claims
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Marketing and Claims other countries

US Europe Australia Japan Korea China

Misbranded if 
considered 
information is 
false or 
misleading –
FDA does not 
approve labels –
warning letters 
sent for 
unapproved 
“drug” claims

Nominal content 
(g or mL)
Particular 
precautions of 
use and 
warnings.
Translation.
Claims must be 
truthful – “this 
product 
complies…not 
allowed”, 
honesty and 
supported by 
evidence

Mandatory 
standard for 
ingredient 
labelling; 
Packaging meets 
Australian 
Competition and 
Consumer 
Commission 
requirements;
Claims must be 
true, not deceptive 
and not misleading

Must follow 
guidelines for 
Fair 
Advertising of 
Cosmetics 
(voluntary),
Article 66 
covers 
exaggerated 
advertising 

Claim 
requirements 
for acne, allergy, 
etc.
Follow claims 
prohibited for 
labelling and 
advertising 

Ingredients listed. 
It is forbidden to 
use absolute and 
exaggerated 
words and must 
not PRETEND to 
have therapeutic 
value
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• Section 16 F&DA prohibits the sale of cosmetics produced, packaged or 
stored under unsanitary conditions

• Health Canada encourages all cosmetic manufacturers to adhere to Good 
Manufacturing Practices (GMPs)
• Building and facilities
• Equipment
• Personnel
• Raw materials
• Production
• Laboratory controls
• Records
• Labelling
• Complaints
• Traceability, and 
• recall 

Canadian Cosmetic Quality Control
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Quality Control other countries

US Europe Australia Japan Korea China

GMP not 
established but 
inspectors use 
Good 
Manufacturing 
Practices 
Guidelines –
Inspection 
Checklist –
guidelines includes 
typical GMP 
requirements

Must follow 
Cosmetics 
GMP 
EN ISO 
22716:2007

Must follow 
Cosmetics 
Standard 2007;
Should follow 
EN ISO 22716:2007

Follow GQP 
Ministerial 
Ordinance for 
Quality 
Assurance for 
Drugs, Quasi-
Drugs, 
Cosmetics and 
Medical 
Devices

Korea has 
established 
GMP for 
cosmetics 

GMP to be 
implemented
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International Cooperation

▪ Evolving through the Canada-US 
Regulatory Cooperation Council

▪ New stakeholder consultation 
launched for workplans between 
Canada and Europe under CETA

▪ OECD initiatives

▪ Washington December 4-5, 2018
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▪ Chemical Supply Chain Management Program (CSCM) Online or In-
class

▪ Professional development for the chemical supply chain: written, 
designed and managed by the industry

▪ Succession planning for the loss of experience

▪ Diploma in Cosmetics Regulations under development for the SCC 
Ontario and will be held March 19, 2019 in Toronto 

“It would have taken me years to learn what I did in a couple of one 
week sessions.”   Catherine (Honours Graduate of the Program)

EDUCATION & TRAINING
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EDUCATION – YOU BE THE CHEMIST® & SCHOLARSHIP 

You Be The Chemist Canada Total Reach Since 2009

Nation Wide Impact:

More than 3,000 Classrooms

More than 80,000 Students
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▪ Questions

Thank you

 
 

 
  

Dave Saucier, Regional Director 

Responsible Distribution Canada | Distribution Responsable 
Canada 

  

  
1160 Blair Rd., Unit 1 | Burlington | Ontario | L7M 1K9 

T: 905.332.8777  x 31 or 844.237.4039 or M : 905-220-4016  
| E: dave@rdcanada.ca | W: www.rdcanada.ca  | Twitter: @ChemRegGuru 
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▪ USMCA Annex 12: https://usmca.com/sectoral-annexes-usmca/

▪ Self-Care Framework: https://www.canada.ca/en/health-canada/services/self-care-
framework.html

▪ US FDA Cosmetics Regulations https://www.fda.gov/Cosmetics/default.htm

▪ European Cosmetic Regulations https://ec.europa.eu/growth/sectors/cosmetics_en

▪ Australia Cosmetic Regulations https://www.nicnas.gov.au/cosmetics-and-soaps

▪ Japan Cosmetic Regulations http://www.mhlw.go.jp/file/06-Seisakujouhou-11120000-
Iyakushokuhinkyoku/0000032704.pdf

▪ Korea Cosmetic Regulations 
http://www.moleg.go.kr/english/korLawEng;jsessionid=yLwW4a3uRaZpDvi5LZcUrRhBvIc
MalshnPvNrvbk1MkjalPIOzgXhgTazxdRyn48.moleg_a1_servlet_engine2?pstSeq=58340&p
ageIndex=2

▪ China Cosmetic Regulations http://ccilc.pt/wp-
content/uploads/2017/07/importacao_de_cosmeticos_na_china_en_eusmecenter.pdf

Useful links to global regulations

https://usmca.com/sectoral-annexes-usmca/
https://www.canada.ca/en/health-canada/services/self-care-framework.html
https://www.fda.gov/Cosmetics/default.htm
https://ec.europa.eu/growth/sectors/cosmetics_en
https://www.nicnas.gov.au/cosmetics-and-soaps
http://www.mhlw.go.jp/file/06-Seisakujouhou-11120000-Iyakushokuhinkyoku/0000032704.pdf
http://www.moleg.go.kr/english/korLawEng;jsessionid=yLwW4a3uRaZpDvi5LZcUrRhBvIcMalshnPvNrvbk1MkjalPIOzgXhgTazxdRyn48.moleg_a1_servlet_engine2?pstSeq=58340&pageIndex=2
http://ccilc.pt/wp-content/uploads/2017/07/importacao_de_cosmeticos_na_china_en_eusmecenter.pdf

