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INTRODUCTION

The Canadian Generic Pharmaceutical Association (CGPA) welcomes the opportunity to provide the
following submission with respect to the Treasury Board of Canada’s consultations on regulatory
modernization.

In a notice published in Canada Gazette Part I on June 26, 2019 the Treasury Board of Canada Secretariat
(TBS) is inviting input from all interested stakeholders on four regulatory modernization initiatives:
Targeted Regulatory Reviews (Round 2), review of the Red Tape Reduction Act, exploring options to
legislate changes to regulator mandates, and suggestions for the next annual Regulatory Modernization
Bill. This submission provides recommendations regarding the Targeted Regulatory Reviews (Round 2)
and the review of the Red Tape Reduction Act initiatives.

Canada’s generic pharmaceutical industry is an important contributor to the Canadian economy and
health care systems. Our member companies are Canada’s primary pharmaceutical manufacturers and
exporters, employing more than 11,000 Canadians in highly skilled research, development and
manufacturing positions and exporting Canadian-made generic medicines to more than 115 countries.

The generic industry also plays a significant role in helping to control health-care costs in Canada. Generic
medicines are dispensed to fill 73% of all prescriptions but account for account for less than 20% of the
$29-billion Canadians spend annually on prescription medicines. As many as 10 generic prescriptions can
be filled for the cost of one brand-name prescription today, and both public and private pharmaceutical
payers rely heavily on our products for the sustainability of their drug budgets.

As TBS states in its June 26th Notice, “Effective regulations promote social and economic well-being,
protect health and safety, and foster innovation and a competitive business environment.” The CGPA
strongly agrees with this statement.

Canada represents less than 3% of the global pharmaceutical market and is viewed by manufacturers as a
high barrier market due to the regulatory environment. The industry has experienced significant price
reductions over the past decade while the complexity and cost of regulatory requirements and
compliance in Canada has increased dramatically over the same period.

As a highly regulated fully globalized industry, the CGPA is concerned that the regulatory framework for
generic medicines has not kept pace with scientific and international developments. This is creating
adverse social and economic impacts. For example, some generic medicines available in Europe and the
United States are not being brought to Canada due to unclear and/or internationally misaligned
regulatory requirements. The inability of manufacturers to leverage global product development often
means that new generic medicines are not brought to Canada or are not introduced in a timely manner.
Regulatory barriers, such as lack of alignment with peer regulatory authorities on requirements (for
example, proportionality requirements) and unclear requirements/pathways for market authorization,
are also contributing to product discontinuances and supply disruptions/shortages.

The recommendations made in this submission are aimed at creating a more efficient and internationally
aligned regulatory system in Canada for generic medicines, thus contributing to the social and economic
benefit of Canadian patients and payers, and the sustainability of the generic pharmaceutical industry in
this country.



2

PART ONE:  Targeted Regulatory Reviews

The following provides feedback on the progress with respect to the Round One of the Targeted
Regulatory Reviews, and the CGPA’s recommendations for inclusion in Round Two of the Targeted
Regulatory Reviews.

A. Round One – Targeted RegulatoryReviews

The first round of Targeted Regulatory Reviews included the priority of health and bio-sciences. The CGPA
was pleased to see that some of our priorities were included in the Road Maps that have been developed
as a result of these rules. We wish to provide our comments on the following CGPA priority initiatives:

1. Regulations Amending the Food and Drug Regulations - Use of Foreign Decisions Pathway,
which pertains to pharmaceutical submissions

Canadian generic pharmaceutical manufacturers are competing in a global environment and
need to be able to leverage global product development and manufacturing runs in order to
ensure Canadian patients have consistent access to safe, high quality generic medicines. Greater
international alignment and broader acceptance of foreign reviews of jurisdictions that meet
Canadian and international standards would increase patient access to safe effective generic
medicines.

Health Canada is proposing regulations that would allow the acceptance of foreign decisions and
foreign reviews, albeit in very limited circumstances and only for originator drugs. Generic drugs
are currently not within the scope of the proposed regulations.

Generic products reviewed and marketed in similar regulatory jurisdictions such as the European
Union and United States continue to be held to higher standards by Health Canada through the
requirement for, as an example, additional bioequivalence studies to be conducted before they
are authorized for sale in Canada. This adds costs and delays in bringing new generic medicines to
Canada. These regulatory barriers need to be removed in order to bring safe, effective generic
medicines to the Canadian market in a timely and more efficient manner.

2. Regulations amending the Food and Drug Regulations for Improved Access to Generic Drugs,
which pertains to Identical Medicinal Ingredients (IMI)

CGPA has been advocating for several years for the ability to submit an Abbreviated New Drug

Submission (ANDS) for generic medicines where the medicinal ingredients are different forms

CGPA Recommendation:

Health Canada should broaden the scope of products where foreign reviews may be accepted to

include generic medicines and develop regulations and guidance outlining a clear policy with

respect to the use of foreign reviews. Broader acceptance of foreign reviews for generic

medicines by Health Canada is scientifically justified.
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from the reference product at the input stage and/or in the finished product (allowing that

additional safety, effectiveness and quality data may be required). This approach has been

adopted in the European Union and other jurisdictions.

The CGPA was in general agreement with Health Canada’s 2017 Interim Policy on Health Canada’s

Interpretation of Medicinal Ingredient and Assessment of Identical Medicinal Ingredient.

Unfortunately, efforts to reflect this policy in regulations as published in proposed regulations

amending the Food and Drug Regulations (Improving Access to Generics), which were published

in Canada Gazette Part I on March 30, 2019 have been problematic. Several changes are needed

to ensure these proposed regulations improve access to generic medicines and are better aligned

with the 2017 interim policy and with other jurisdictions.

For example, the European Medicines Agency treats generic medicines with different salts the

same as the reference product and generally applies requirements that are less demanding than

those proposed by Health Canada in the Regulations.

The CGPA strongly recommends that Health Canada align its scope of application for an ANDS

pathway with that of the EU considering Canada’s need to align with global product development

requirements, the ability to adapt to future innovation trends and to ensure increased patient

access to generic medicines.

Without amendments the proposed regulations have the potential to restrict and/or delay

generic market access in Canada contrary to their stated intent of increasing generic market

access. The following aspects of the proposed regulations must be addressed:

i. Scope of products eligible to be assessed under the ANDS pathway;

ii. The proposed definition of ‘medicinal ingredient’;

iii. The proposed language on the Notice of Compliance with respect to the Declarationof

Equivalence; and

iv. Proposed labelling requirements.

A detailed submission outlining specific changes needed in each of these areas was submitted to

Health Canada by CGPA in response to the Canada Gazette Part I consultations.

3. Regulations amending the Food and Drug Regulations (Finished Product Testing)
This proposal addresses a longstanding regulatory irritant for industry for lower risk products
imported from countries having a comparable Good Manufacturing Practices (GMP) compliance
program to Canada. The proposal would create a new exemption under the Food and Drug
Regulations, which would relieve Canadian importers and manufacturers from testing

CGPA Recommendation:

The CGPA strongly recommends that Health Canada align its scope of application for an ANDS

pathway with that of the EU to ensure that the Minister’s assertion that “these changes will allow

greater flexibility for generics and contribute to our goal of improving affordability” is accurate.

Further, the scope of application of the proposed regulations should not be further restricted in

the drafting of guidance documents. CGPA remains committed to working with Health Canada to

ensure that the necessary modifications to the proposed amendments are made to achieve these

objectives.
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requirements for certain imported products prior to being sold in Canada, and would allow
importers to ship finished products directly to retailers, distributors, and wholesalers in Canada.

The CGPA is encouraged by the success of the initial and subsequent Expanded Sunscreen Pilot Projects

and supports broadening the scope of products covered to other OTC products and potentially lower risk

prescription medicines in time.

B. Round Two – Targeted Regulatory Reviews

1. Clear Regulatory Pathways Needed for Complex Generic Medicines

Complex chemical-based medicines, such as inhalation products and long-acting injectables, are

increasingly important in meeting the health needs of Canadian patients. Yet Canada is lagging behind

other jurisdictions in providing industry with clear regulatory pathways for the licensing of these

products.

The lack of clear and consistent pathways is preventing complex generic medicines from entering the

Canadian market even though they are available in other jurisdictions. This is creating lost business

opportunities for generic pharmaceutical manufacturers and the lack of drug competition for complex

chemical-based medicines is resulting in higher costs for Canadian patients, public drug plans and

employers that sponsor drug benefit programs for their employees.

Other jurisdictions are making regulatory pathways for complex generic medicines a priority. Both the

Food and Drug Administration (FDA) of the United States and the European Medicines Agency (EMA)

have class-specific guidance documents that enable generic sponsor to comply with the requirements

and obtain market authorization for complex products in those jurisdictions.

2. Mutual Recognition Agreements for Compliance Inspections

Good manufacturing practices (GMP) are the practices followed by pharmaceutical manufacturers in
order to conform to guidelines adopted by regulatory authorities that control the authorization and
licensing for the manufacture and sale of pharmaceutical products. These guidelines provide the
requirements that a pharmaceutical product manufacturer must meet in order to assure that the
products are of consistently high quality and do not pose any undue risk to the public.

Many countries require that pharmaceutical manufacturers follow GMP procedures, and have created
their own GMP guidelines. These are generally based on international standards. For example:

• The International Conference on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH) issued the Good Manufacturing Practice Guide for Active

CGPA Recommendation:

The lack of clear pathways for the approval of complex generic medicines is denying Canadians access to

these cost-saving products, resulting in higher drug costs. It also represents lost business opportunities

for Canadian generic pharmaceutical manufacturers. Health Canada must align with leading regulatory

authorities in providing clear approval pathways for these products without further delay.
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Pharmaceutical Ingredients, which applies to Canada and other regulatory parties to the ICH, as
well as to other countries that have adopted ICH guidelines for the manufacturing and testing of
active raw materials.

• The Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme
(jointly referred to as PIC/S) are two international schemes applied among countries and
pharmaceutical inspection authorities active in the development and promotion of harmonized
GMP standards and guidance documents.

Regulatory authorities conduct inspections of manufacturing authorization holders to ensure that they
are in compliance with the principles and guidelines of GMPs. This applies to imported and exported
products to verify that the manufacturer conforms to GMP standards that are equivalent to those in force
domestically, unless there is a Mutual Recognition Agreement (MRA) between authorities in place that
covers GMP inspections.

The duplication of inspections by regulatory authorities is a significant concern for manufacturers.
Multiple inspections have led to diverging inspection outcomes and, ultimately, to high costs for the
companies and to occasional shortages of medicines. In addition, the removal or reduction of redundant
inspections would contribute to bringing a level playing field to all pharmaceutical supply chain operators
by ensuring that more foreign manufacturing sites are inspected.

Canada and the European Union have a Mutual Recognition Agreement (MRA) in place with respect to
GMP inspections. Given the importance of the trade in medicines between Canada and the United States,
an MRA on inspections between these countries that is in line with the scope of the Canada-EU MRA
should be pursued. We note that the US and EU have recently implemented a successful MRA on
Inspections, and confidence building initiatives between Health Canada and the U.S. Food and Drug
Administration have already occurred through the Regulatory Cooperation Council.

The objective of this proposal is to decrease the burden of redundant inspections for both regulators

and industry, increase efficiencies, and expedite the development and trade in prescription medicines

generally. Such an MRA would be beneficial to the broader pharmaceutical sector.

3. Health Canada’s API Stability Requirements are Misaligned

Canada currently requires importers of Active Pharmaceutical Ingredients (APIs) to obtain and maintain
up-to-date stability data from their API suppliers. In most cases, the same APIs are being supplied to
multiple markets yet Health Canada’s requirement to obtain and maintain up-to-date stability records
for imported APIs is not required by other global regulatory agencies such as the U.S. Food & Drugs
Administration (FDA), European Medicines Association (EMA), Therapeutic Goods Administration (TGA)
and the Medicines and Healthcare Products Regulatory Agency (MHRA).

The implementation of a unique program to solely meet Canadian requirements has global ramifications
and is contrary to the theme of international convergence in Health Canada’s current regulatory

CGPA Recommendation:

An MRA on inspections between Canada and the United States should be pursued. The scope of the

MRA should be similar to the one that is in place between Canada and the European Union in order to

reduce duplication of inspections with an important trading partner.
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transformation initiative. It is also difficult for manufacturers to obtain the information from API
suppliers when it is not required for significantly larger markets. Further, there is no added value to
patient safety or product quality from such information.

To date, significant efforts have been made by drug product manufacturers as well as regulatory
agencies globally to ensure that only qualified API manufacturers that meet International Council for
Harmonisation (ICH) guidelines are approved for use in the manufacture of medicinal products. Drug
product manufacturers have also implemented Quality Management Systems, which encompass
programs, processes and controls to monitor and mitigate any stability and GMP compliance risks for
APIs being imported into Canada. Harmonization of regulatory requirements with like minded regulators
would minimize the regulatory burden on industry and confirm Health Canada’s commitment to
regulatory convergence / harmonization.

4. Health Canada’s Requirements for Packaging Components are Misaligned

Contract manufacturers with experience in sterilization procedures – including ethylene oxide, radiation
and dry heat – of medical devices are routinely used in the pharmaceutical industry for the sterilization
of container closure components.

Sterilization sites of packaging components are not identified globally as pharmaceutical manufacturers
as these contract manufacturers do not produce pharmaceutical products. As such, GMP
audits are not routinely conducted, nor are they required by most regulatory authorities.

There are currently a limited number of suppliers that can demonstrate compliance with GMP
requirements as the majority of suppliers are certified by the International Organization for
Standardization (ISO). These component suppliers are used by both brand and generic companies.

Despite this, Health Canada is requesting evidence of GMP compliance for these sites, which is a
Canadian-specific requirement that lacks harmonization with major trading partners such as the EU and
Australia.

Requiring compliance with country specific requirements increases costs and limits supplier options.
Many fabricators are now charging extra to provide Canadian specific documentation. Medical devices
and now contact lens solutions sold in Canada must comply with ISO rather than GMP standards. This
misaligned approach has the potential to impact continuity of supply resulting in product shortages
and/or discontinuations.

The safety demonstrated through compliance with ISO standards should be sufficient for packaging
components for pharmaceuticals. ISO certification is required for medical devices sold in Canada and
these contract manufacturing sites are ISO certified according to the relevant ISO standards.

CGPA Recommendation:
Health Canada should amend sections C.02.027 and C.02.028 of the Food & Drug Regulations and/or
their interpretation in GUI-0104 to remove the requirement for importers to obtain and maintain up-to-
date records associated with the ongoing stability programs. This would remove a Canadian-specific
requirement and facilitate international regulatory harmonization.
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5. International Convergence of Regulatory Requirements for Generic Medicines

The approval of any pharmaceutical product to be placed on the market requires an evaluation of the
quality, safety and efficacy of the product, conducted by the relevant regulatory authorities. For generic
medicines, quality, safety and efficacy is assessed on the basis of evidence of therapeutic equivalence and
interchangeability with originator products through bioequivalence or other appropriate scientific
studies.

Domestic regulatory authorities around the world have established their own processes and procedures
for the assessment and granting of marketing authorization to generic medicines. Convergence of the
different national requirements, in conjunction with convergence of technical requirements, would
remove many of the transactional and human resource costs associated with preparing submissions that
reflect different regulatory submission requirements in each country.

Creating the conditions for reducing differences in submission requirements between jurisdictions with
the final objective of achieving ‘single development programmes’ should be a priority, in particular for
complex generics where Canada lags behind other jurisdictions.

While Health Canada has been engaged in many international initiatives, the benefits of these
international initiatives are not always incorporated into Canadian Guidance, policy and practice. Given
the longstanding engagement of Health Canada with international regulatory partners, it is time to see
significant movement with respect to the following convergence priority:

i. Acceptance of Foreign Reference Products

The acceptance of Foreign Reference Products by regulators creates important efficiencies for
manufacturers by recognizing that manufacturers have single global product development
programmes and would remove the need for specific data and studies to be generated for Health
Canada. The current scope of use of Foreign Reference Products is extremely limited in Canada.

Health Canada has recently proposed changes to the Foreign Sourced Reference Product Policy,
which is currently under review. While the proposed policy attempts to broaden the scope of
application for the use of foreign reference products, it does not go far enough – even if a
Foreign Reference Product may be permitted for use, Health Canada still requires bridging
studies to compare it to the Canadian Reference Product (CRP).

CGPA Recommendation:
Based on the established processes of ISO, for sites only responsible for the sterilization of container
closure components, Health Canada should accept the ISO certification to the appropriate standard
(radiation, ethylene oxide, dry heat) in lieu of GMP evidence. This would harmonize the approach with
the EU and Australia. This change in approach would also align the sterilization requirements for
container closure components with medical devices in Canada and utilize the same standards used for
medical devices in Canada. The burden on both the sponsor of the submission and on the Inspectorate
to obtain GMP evidence would reduce pressure on resources without negatively impacting the quality of
the finished dosage form.
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It is notable that foreign reference products are readily accepted in the review of biosimilar
medicines, which are much more complex than small-molecule chemical-based drugs (generic
medicines). In most circumstances a paper link between foreign and Canadian products are
deemed to be acceptable by Health Canada, and no bridging studies are required.

6. Access to Canadian Reference Products

In many markets around the globe originator companies have worked to make it difficult or impossiblefor
generic manufacturers to access reference products required for the regulatory approval. The increasing
prevalence of this problem is due in part to the advent Risk Management Plans (RMPs) that include
closed distribution networks. Canada is not immune from this problem.

In recent years generic manufacturers have faced increasing difficulty in accessing Canadian Reference
Products (CRPs) required for the Health Canada approval process. Ensuring timely access to cost-saving
generic drug competition is a priority for the Government of Canada and its partners in the pan-Canadian
Pharmaceutical Alliance. Tactics to delay or block generic market entry by restricting access to CRPs are
anti-competitive, are not in the public interest and must be addressed.

Some of the negative impacts of delayed or no access to CRPs include:

• delayed access to more affordable medicines means higher costs for drug plans and higher co-
payments for patients;

• drug plans have to pay high costs for older drugs for longer than they should, meaning they can’t
reinvest those potential savings in important new therapies for patients and have more difficulty
controlling expenditures; and

• Delayed market entry financially harms generic manufacturers, and unjustly enriches originator
companies.

Health Canada generally requires the safety and effectiveness of generic medicines to be established by
demonstrating the drug product is equivalent to a reference brand of the same drug already on the
market in Canada. A generic manufacturer will need to obtain a CRP and employ a comparative
bioavailability or bioequivalence study to establish the equivalence of its product to a reference brand
name drug. There is no explicit right of access to CRPs under Canadian law. In order to get a CRP in
sufficient quantities generic manufacturers seek to purchase it from wholesalers.

In March 2017 the Competition Bureau of Canada launched a formal inquiry into tactics used by

originator companies to delay or deny access to CRPs. There is evidence that originator companies are

actively preventing or impeding the sale of CRPs from Canadian wholesalers to generic manufacturers

through contractual provisions and other means. The Competition Bureau identified more than 20 drugs

in which access to Canadian Reference Products has been restricted or refused in at least one instance by

CGPA Recommendation:

Health Canada should increase its scope of products eligible for acceptance of Foreign Reference

Products in the review of generic medicines, and take an approach that is similar to the one

already in use for more complex biologic biosimilar medicines.



9

a wholesaler, or where generic manufacturers have otherwise encountered barriers that prevented or

delayed access to Canadian Reference Products.1

Health Canada also recently issued a Notice to Manufacturers2 reminding originator companies that
“[e]lements of an RMP, such as controlled distribution programs, cannot restrict access to CRPs for
generic drug manufacturers that are conducting comparative testing” and that “RMP elements should not
be cited as a reason to delay or hinder comparative testing with generic products, or hinder their ability
to enter the market.”

Restricted access to CRPs impedes pharmaceutical competition and increases drug costs. The problem is

very real and is documented. The Competition Bureau has gathered a body of evidence of anti-

competitive practices used to delay or deny access to CRPs. Health Canada and CGPA have a shared

objective of providing timely access to affordable medicines for Canadians. This is an important element

of the Minister of Health’s mandate, and the system is not working as it should.

7. Section C.01.011(4) of the Food & Drug Regulations Needs to Be Repealed

Section C.01.011(4) of the Food & Drug Regulations is a uniquely Canadian requirement. It states that:

“No person shall use a manufacturer’s standard for a drug that provides

(a) a lesser degree of purity than the highest degree of purity, or

(b) a greater variation in potency than the least variation in potency,

provided for that drug in any publication mentioned in Schedule B to the Act.”

The requirement for manufacturers to be in compliance with Schedule B requires adherence to the

tightest of standards among eight different pharmacopoeias and formularies. This is a very burdensome

in comparison to the approach that has taken in the United States and the European Union. The US FDA

references a single pharmacopoeia (the United States Pharmacopoeia or “U.S.P.”) and the EU references

up to two pharmacopoeias (the European Pharmacopoeia or “Ph.Eur” and, in some cases, the British

Pharmacopoeia or “B.P.”).

This has created the following concerns for manufacturers:

i. Pre-Approval Phase: An otherwise high quality ANDS will not result in regulatory approval if the
submitted drug product cannot meet Schedule B limits for assay and/or impurities. For example,
an ANDS for Olmesartan tablets was withdrawn as the drug product could not meet the BP limit

1 Affidavit of Daniel Jensen, affirmed 28 July 2017, in The Commissioner of Competition v. Celgene Inc. and Kevin
Leshuk, Federal Court File No. T-1246-17, para. 10.
222 https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/notice-

clarification-drug-manufacturers-sponsors-risk-management-plans.html

CGPA Recommendation:

While Health Canada’s Notice to Manufacturers is a good first step, a regulatory solution that mandates a

right to Canadian Reference Products would be the most effective way to address this issue. Such an

amendment to the Food and Drug Regulations to mandate a right to access Canadian Reference Product,

is within the Governor in Council’s statutory authority under section 30 of the Food and Drugs Act.

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/notice-clarification-drug-manufacturers-sponsors-risk-management-plans.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/notice-clarification-drug-manufacturers-sponsors-risk-management-plans.html
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of 0.9% for Olmesartan acid which is actually the metabolite and pharmacologically active form of
the drug. A policy interpretation should be made such that if an impurity is a metabolite or if the
proposed limit for any impurity can be scientifically qualified, Schedule B limits should not be
enforced.

ii. Post-Approval and Pre-Launch Phases: Even when the regulatory review is complete and the
submission is on patent hold, the tentatively approved product cannot be launched if there are
new Schedule B monographs with tighter limits for assays and/or impurities. For example, while
Olmesartan/HCTZ was on patent hold, the BP monograph was revised with a tighter limit for
Olmesartan acid (0.9%) (which is a metabolite). Since Schedule B limits need to be met
throughout the life cycle of a drug product, the decision was made not to launch the
Olmesartan/HCTZ tablets. A policy interpretation should be made such that if an impurity is a
metabolite or if the proposed limit for any impurity can be scientifically qualified, Schedule B
limits should not be enforced.

iii. Uncertainty with respect to the sustainability of supply of marketed products: In spite of an
established safety profile of a drug product, there is still the requirement to adopt the most
stringent compendia limit when there is a new Schedule B monograph for the marketed product
claiming a House Standard. Manufacturers must expend limited resources to continuously
monitor Schedule B monographs for revisions and apply the tightest limits for assays and
impurities. Even when the new compendial limits are the same as the already approved limits,
manufacturers are still required to establish equivalency between the Schedule B and House
Standard analytical methods. Manufacturers then have to take one of the followingactions:

• If a product is described in more than one major compendial monograph, such as the USP or
BP, instead of claiming the House Standard, the manufacturer can claim one of the
compendial standards for their product. In such a scenario, the drug product has to meet all
acceptance criteria, for all the tests described in the chosen Schedule B monograph. This
would result in extensive efforts to validate methods and conduct full compendialtesting.

• If a product is described in more than one major compendial monograph, such as the USP or
BP, the manufacturer can continue claiming the House Standard provided the most stringent
Schedule B limits are set for assays and impurities. Often it means setting one compendial
limit for one attribute (assay) and another compendial limit for the other attribute
(impurity). In these cases, the manufacturers have to demonstrate the method equivalency
between the multiple compendial methods and the House methods.

The established safety/efficacy profile of the drug product should be taken into consideration and

a risk-based decision made, on a case by case basis, as to the need to adopt the tightest standard

or remain with the existing House Standard.

CGPA Recommendation:

Health Canada should repeal Section C.01.011(4) of the Food & Drug Regulations. Health Canada should

set its own limits based on Good Review Practices and ICH rather than relying on Schedule B monograph

limits. In addition, Health Canada policy interpretations whereby scientific and real-world evidence are

relied upon to demonstrate the quality and safety of the proposed/approved limit and negate the need to

tighten specifications based upon a revised compendial standard.
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8. Reduce Barriers to International Trade in Affordable Medicines

The generic pharmaceutical industry is heavily reliant on trade. Canadian-made generic medicines are
exported to more than 115 countries. We are concerned about current trends in both trade negotiations
and unilateral action by trading partners that have the potential to erect new barriers to the trade in
medicines. Recent examples include the CETA and USMCA negotiations, which included increased
intellectual property measures that will lead to delayed access to the Canadian market for generic and
biosimilar medicines, and increased drug costs for Canadians.

The CGPA and the International Generic and Biosimilar Medicines Association (IGBA) believe that access

to medicines should be a priority for the Government of Canada and all governments in domestic policies

and in bilateral, plurilateral and multilateral trade negotiations.

Prioritizing timely access to affordable medicines would include the following elements.

• Ensuring that intellectual property rights in trade agreements do not lead to excessive IP standards

that delay access to generic and biosimilar products.

• Concrete measures towards the regulatory convergence of submission requirements for the approval

of generic and biosimilar medicines, as well as recognition of compliance inspections through mutual

recognition agreements.

• Vigilance in identifying and addressing technical barriers to trade on an ongoing basis.

• Establishing an appropriate framework of pro-competitive provisions to prevent the abuse/misuse of

intellectual property rights.

• Establishing incentives for generic and biosimilar manufacturers to bring new products to themarket.

Additional details regarding these recommendations are included in “Trade Principles: Generic and

Biosimilar Medicines” which was published by the IGBA in June 2019. The publication is available at

https://www.igbamedicines.org/doc/IGBATradePrinciples.pdf

CGPA Recommendation:

The Government of Canada should prioritize the trade in generic and biosimilar medicines and access to

affordable medicines in all future trade negotiations and relevant international discussions.

https://www.igbamedicines.org/doc/IGBATradePrinciples.pdf
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PART TWO: Red Tape Reduction Act

1. Concerns with “one-for-one” Rule

The CGPA has identified examples where a Regulatory Impact Assessment Statement states that the

administrative burden is not expected to increase, even though our industry made representations with

respect to a substantive administrative burden.

These include the following:

• Regulations Amending the Food and Drug Regulations (Public Release of Clinical

Information), http://gazette.gc.ca/rp-pr/p1/2017/2017-12-09/html/reg3-eng.html, Vol.

151, No. 49 — December 9, 2017

The RIAS states:

“The objective of this proposal is to provide public access to clinical information

submitted to Health Canada in drug submissions for human use and medical device

applications following a final regulatory decision.

“One-for-One” Rule: The “One-for-One” Rule does not apply to this proposal, as the

proposed amendments are not expected to increase the administrative burden on

businesses.

For the information that remains CBI [the information described in (a) and (b) above],

Health Canada intends to establish in guidance a process that allows a manufacturer to

propose redactions on any information within the submission that falls under the type of

information described in (a) and (b). The manufacturer would also be asked to de-

identify any personal information. Health Canada would then validate the proposed

redactions and would publicly release the information that has ceased to be CBI, based

on a phased-in implementation approach on disclosure.”

• Regulations Amending the Food and Drug Regulations (Opioids),

http://www.gazette.gc.ca/rp-pr/p1/2017/2017-06-17/html/reg8-eng.html, Vol. 151,

No. 24 — June 17, 2017

The RIAS states:

“The proposed amendments to the Food and Drugs Regulations would expressly permit

the Minister of Health (the Minister) to add or amend terms and conditions to an

authorization for the sale of an opioid. This authority could then be used by the Minister

to compel an opioid authorization holder to develop and implement a risk management

plan to appropriately monitor, quantify, characterize and mitigate the risks associated

with post-market use of these products. The proposed amendments would also require

that a patient information handout and warning sticker accompany prescription opioids

at the time of sale.

“One-for-One” Rule and small business lens: The “One-for-One” Rule does not apply to

this proposal, as it is not expected to increase the administrative burden on businesses.”

http://gazette.gc.ca/rp-pr/p1/2017/2017-12-09/html/reg3-eng.html
http://www.gazette.gc.ca/rp-pr/p1/2017/2017-06-17/html/reg8-eng.html
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In addition, the following are examples where the Regulatory Impact Assessment Statement states that

the one-for-one rule applies, but there is nothing proposed to mitigate the acknowledged increase in

administrative burden for pharmaceutical manufacturers:

• Amending the Narcotic Control Regulations (Tramadol) (http://gazette.gc.ca/rp-

pr/p1/2019/2019-04-20/html/reg2-eng.html) Vol. 153, No. 49 – April 20,2019

The RIAS states:

“Given that the proposed amendments would result in incremental administrative

burden to pharmaceutical companies and pharmacies conducting activities with

tramadol, the one-for-one rule would apply, and the proposed amendments would be

considered an “IN” under the one-for-one rule.

Total administrative costs: As per the requirements of the Red Tape Reduction Act and

the Red Tape Reduction Regulations (RTR), the administrative burden costs on all

affected industry stakeholders are estimated using the prescribed formula in the RTR

over a 10-year period (2019–2020 to 2028–2029) and discounted to the year 2012 using

a 7% real discount rate. The total incremental administrative burden cost to all affected

businesses (pharmaceutical companies and pharmacies) is estimated to be $1,953,293.

The annualized incremental cost to affected businesses is estimated to be about

$278,105 or $25.40 per business. However, it should be noted that the cost per business

is different depending on whether the business is a pharmacy or a pharmaceutical

manufacturer. The annualized incremental cost to pharmaceutical companies is

estimated to be $14,476 or $762 per company. For pharmacies, the annualized

incremental cost is estimated to be $263,629 or $24.10 per pharmacy.”

• Foreign Risk Communications - Vanessa Law, http://www.gazette.gc.ca/rp-pr/p1/2017/2017-
04-22/html/reg4-eng.html, Vol. 151, No. 16 — April 22, 2017

The RIAS states:

“The proposal to require the holder of a drug authorization to communicate risks

identified in foreign jurisdictions would be a requirement that is unique to Canada, as no

other jurisdiction currently has implemented regulations that are as robust as those

proposed. Authorization holders would be required to notify Health Canada of any

information they receive or become aware of (that applies to a product sold in Canada

and represents a possibility of serious risk) respecting risks identified in specified foreign

jurisdictions within 48 hours of the moment they become aware of it. This information

includes risk communications issued, changes to label requested, recalls, reassessments,

suspensions, and revocations of authorization by the regulatory authorities specified.

While stakeholders have indicated that this activity already occurs, by formalizing it in the

regulations, they have identified an incremental cost of $1,560 to report to Health Canada. This

includes 10 hours to compile a report by working level staff ($600) and 2.5 hours for functional

($600) and senior management review ($360).

It has been estimated by Health Canada that industry would have to screen approximately 226

foreign-related risk issues yearly, potentially resulting in 10 unique risk signals for post-market

surveillance. This creates a present value cost of $352,560 annually, or $312,912 in 2012 dollars.

http://gazette.gc.ca/rp-pr/p1/2019/2019-04-20/html/reg2-eng.html
http://gazette.gc.ca/rp-pr/p1/2019/2019-04-20/html/reg2-eng.html
http://gazette.gc.ca/rp-pr/p1/2019/2019-04-20/html/reg2-eng.html
http://www.gazette.gc.ca/rp-pr/p1/2017/2017-04-22/html/reg4-eng.html
http://www.gazette.gc.ca/rp-pr/p1/2017/2017-04-22/html/reg4-eng.html
http://www.gazette.gc.ca/rp-pr/p1/2017/2017-04-22/html/reg4-eng.html
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The costs of reporting would not be borne equally. Each authorization holder would be required

to report based on the information that they become aware of, and only then, when the

information is relevant to products on the Canadian market. It is therefore theoretically possible

that in any given year all the reporting costs would fall on only one firm, or they could be spread

evenly across the entire industry.”

2. Paper-Based and Other Processes at Health Canada Need to BeAddressed.
Health Canada is moving forward with a number of significant and concerning increases in user fees for
pharmaceutical products, but several of its processes are paper-based or based in IT-infrastructure that
have not kept pace with those of its international regulatory partners.

Some examples where improvements are urgently needed include the following:

i. Health Canada requires each product to have a monograph and for all monographs to be kept
up to date vis-a-vis the brand monograph. Extensive resources are required by companies to
continually update their monographs (cut and paste to mimic the brand changes) and for Health
Canada to review the changes. A streamlined system whereby one monograph could be
referenced by all similar products (with differences highlighted) would save resources for both
government and industry.

ii. The drug submission gateway should be improved to allow for electronic two-way
communication between submission sponsors and Health Canada. Faxes should not be required
(and should be eliminated) for all Health Canada processes.

iii. The functionality of the Drug Submission Tracking System (DSTS) and other Health Canada
databases used by industry needs to be improved. It is currently very difficult for submission
sponsors to extract and manage databases. In addition, the functionality to conductsearches
across the various Health Canada databases does not exist.

iv. The CGPA recommends that company portals be created where all company-specific documents
can be accessed to increase efficiencies for both Health Canada and sponsors. For example,
there is no need for Health Canada to reissue a GMP certificate every time it is required.
Instead, this could be made available to the sponsor online. In addition, the DSTS should also be
expanded to include additional information.

v. More effort and process improvements are needed by Health Canada to ensure timely updates
of posted information. Currently, information in the DSTS is not always updated in a timely
manner.

vi. More effort and process improvements are needed by Health Canada to ensure information is
posted in a consistent and accurate manner. For example, NOCs are posted in the database by
the date in which the NOC is issued even though significant time may pass before they are
entered into the database. As such, the public should have the ability to search by date posted
to ensure that newly posted information is not missed.
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vii. Under Health Canada’s cost recovery system for drug products it should adopt processes similar
to those under the U.S. Food and Drug Administration’s implementation of cost recovery
(“GDUFA II”) whereby activities, goals, timelines and procedures are clearly and publicly stated
and adhered to, such as controlled correspondence and pre-submission meetings. For further
information see: https://www.fda.gov/media/101052/download.

3. HPFB Needs to Prioritize Alignment and Consistency Between itsDirectorates

As various directorates within Health Canada’s Health Products and Food Branch regulate prescription
medicines it is critical that the approaches taken by individual jurisdictions are aligned.

An improved level of coordination, communication and information-sharing between Directorates
within the Health Products and Food Branch (HPFB) is needed to ensure consistency of requirements, to
avoid duplication, and to better monitor and manage the overall regulatory and resource burden that is
placed on sponsors.

4. Health Canada Needs to Review and Improve How it Communicates withStakeholders

Stakeholders currently do not consistently receive the electronic communications they should be
receiving from Health Canada. By way of a recent example, Health Canada recently issued a Notice to
Manufacturers this spring reminding originator companies that Risk Management Plans cannot be used
to impede access to Canadian Reference Products that generic manufacturers require as part of the
Health Canada review process. The Notice was sent to a number of Associations and manufacturers, but
it was not shared with the Canadian Generic Pharmaceutical Association or it biosimilars medicines
division, Biosimilars Canada. A review of Health Canada’s distribution lists and communications
processes/policies is urgently needed as associations and industry do not have confidence that they will
receive the information they need from Health Canada in a timely manner.

CGPA Recommendation:

Health Canada’s processes and IT infrastructure as they pertain to generic drug submissions create costly

inefficiencies for both the regulator and sponsors. Investments are needed to improve processes and

infrastructure. Health Canada must also eliminate all paper-based (i.e. fax) requirements to be consistent

with the Government of Canada’s environmental priorities, and because these are antiquated

requirements that have already been eliminated by other leading regulatory authorities.

CGPA Recommendation:

HPFB should prioritize enhanced collaboration and decision-making, particularly in the context of

consistency of policies and approaches, and improving the overall awareness of the increasing

regulatory burdens and costs that are being placed on industry.

CGPA Recommendation:

Health Canada’s Health Products and Food Branch and Regulatory Operations and Enforcement Branch

should undertake a systematic review of its communications process with respect to stakeholders and

implement improvements to ensure essential information is shared with all appropriate stakeholders in a

timely manner. Improved alignment between HPFB Directorates should become a Branch priority.

https://www.fda.gov/media/101052/download
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CONCLUSION

Thank-you for providing the Canadian Generic Pharmaceutical Association with this opportunity to

provide input with respect to the Treasury Board of Canada’s consultations on regulatory modernization.

Generic medicines fill almost three-quarters of all prescriptions in Canada – more than 600 million

annually – and contribute greatly to the health and well-being of Canadians. Public drug plans, employers

that sponsor drug plans for their employees and patients rely heavily of generic medicines because of the

value and cost-savings they provide. Generic medicines would also play a central role in a national

pharmacare programme, as reflected in the Final Report of the Advisory Council on the Implementation

of National Pharmacare.

Despite the importance of generic medicines to Canadians, the regulatory framework for these products

has not kept pace with scientific and international developments. Inefficient and misaligned approaches

are costly for manufacturers and are preventing some new generic medicines from being marketed in

Canada. It is also causing some existing generic medicines to exit the market.

The recommendations made in this submission would create a more efficient, stable and internationally

aligned regulatory system in Canada for generic medicines, to the benefit of Canadian payers and

patients. The CGPA hopes that these issues will receive priority attention in the Treasury Board

Secretariat’s modernization initiatives and we remain available to provide assistance to both TBS and

Health Canada as these initiatives move forward.


	INTRODUCTION
	A. Round One – Targeted Regulatory Reviews
	1. Regulations Amending the Food and Drug Regulations - Use of Foreign Decisions Pathway, which pertains to pharmaceutical submissions
	2. Regulations amending the Food and Drug Regulations for Improved Access to Generic Drugs, which pertains to Identical Medicinal Ingredients (IMI)
	3. Regulations amending the Food and Drug Regulations (Finished Product Testing)

	B. Round Two – Targeted Regulatory Reviews
	3. Health Canada’s API Stability Requirements are Misaligned
	4. Health Canada’s Requirements for Packaging Components are Misaligned
	5. International Convergence of Regulatory Requirements for Generic Medicines
	1. Concerns with “one-for-one” Rule
	3. HPFB Needs to Prioritize Alignment and Consistency Between its Directorates
	4. Health Canada Needs to Review and Improve How it Communicates with Stakeholders


	CONCLUSION

