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BACKGROUND TO “ACTION FOR ANTHONY” AT METROPOLITAN COMMUNITY CHURCH TORONTO

On Sunday, July 15, 2007, Metropolitan Community Church (MCCT) Toronto was blessed with a visit
from Reverend Elder Jim Mitulski of San Francisco. In a sermon titled “The Pursuit of Happiness”, Rev.
Mitulski shared with the Toronto congregation his experience at the Mother of Peace Orphanage, in
Mutuoko, Zimbabwe. A baby boy named Anthony had been abandoned there with HIV infection at 3
months of age, and without access to HIV fighting medications, died at the age of 8 months, when he
was buried by Mitulski.

Mitulski challenged the congregation to consider that Anthony’s death could have been prevented, if

he’d had access to the same medicines which routinely save lives in the wealthy industrialized nations

which are home to the companies which make them. These companies do not see extremely poverty-
stricken African children, women or men as potential sources of revenue for their products, for which

they hold patents.

Mitulski continued by saying that a life is not wasted if it bears fruit. Reverend Dr. Brent Hawkes of
MCC Toronto took up the challenge and invited members of the congregation to work together, and put
pressure on the Canadian Government to make good on the promises explicit in the Jean Chretien
Pledge to Africa, and the legislation it inspired, known as Canada’s Access to Medicines Regime (CAMR).
As of July 2007, more than 3 years after the Jean Chretien pledge was enshrined in Canadian law, no pill
had yet left Canada, despite the existence of CAMR, the purpose of which is to facilitate the movement
of affordable generic medications to African nations suffering from epidemics which threaten their
populations.

It was against this backdrop that “Action for Anthony” was formed. We commenced work on
researching the law and the roadblocks preventing this law from producing its desired results. We
learned about the astounding wealth of passion, intelligence, experience, expertise and wisdom which
had been presented to the Canadian Government, which at the time we formed, was still trying to
complete an overdue review of CAMR to see why it hadn’t resulted in anything concrete so long after its
inception.

Our research has led to this document, which attempts to bring together the various responses gathered
by the government after issuing the invitation to make submissions for the Review. We have looked at
what is in this body of law, and what positions key stakeholders have taken around each of these
constituent parts : Are they arguing for perpetuation of the status quo, or are they presenting counter-
arguments which can be juxtaposed with the arguments of the established pharmaceutical powers?
Where do these arguments come from, and which esteemed academic sources support or refute them?
It is our hope that this document will be useful to people wishing to explore the arguments already
made, in a form which puts them at their fingertips, including embedded hyperlinks to online
documents referenced in the Section on Core Research Facts.

More than anything, we hope and pray that little Anthony’s death will turn out to bear fruit, and that
someday soon affordable medications for HIV/AIDS will be commonplace in Africa, as well as affordable
medications for other epidemics like malaria and tuberculosis.



EXECUTIVE SUMMARY

The World Trade Organization (WTQO) Agreement on Trade-related Aspects of Intellectual Property
(TRIPS) allows governments to issue ‘compulsory licences’ — effectively suspending patents — to permit
the generic production of essential medicines without the consent of patent holders. However, it
stipulates that drugs thus produced should be predominantly for the domestic market, providing
insufficient assistance for countries that have little or no pharmaceutical manufacturing capacity.

In 2001, WTO produced the Doha Declaration, which unequivocally recognizes and clarifies any question
regarding whether the TRIPS Agreement should not prevent WTO member nations from taking
measures to protect public health.

» August 2003, WTO members adopt The General Council Decision amending TRIPS. This allows
member countries with little or no pharmaceutical manufacturing capacity to issue compulsory
licences that would permit the “manufacture for export” of patented pharmaceutical products
to countries with little or no such manufacturing capacity.

» May 2004, the Government of Canada passes An Act to Amend the Patent Act and the Food and
Drugs Act — The Jean Chretien Pledge to Africa. Both houses of Parliament vote unanimously,
with the support of all parties, in favour of this legislation. The Act, along with a supporting set
of regulations, establishes the legal framework for Canada’s Access to Medicines Regime
[CAMR].

> May 14, 2005, CAMR comes into full legal force in Canadian Law.

> May 2004, MEDECINS SANS FRONTIERES [MSF], or Doctors Without Borders, decides to test the
efficacy of the legislation.

> February 2005 Apotex, alarge Canadian generic manufacturer, responds to MSF’s request by
agreeing to produce a single-pill, 3-drug combination which simplifies potential treatment for
Africans. The pill is called Apo-Triavir, is unique, and contains 3 highly potent HIV anti-retrovirals
which satisfy the WHO recommendation of a 3-drug cocktail for treatment of HIV infection. It
contains AZT, 3TC, and Nevirapine. Apo-Triavir proceeds through 2 of the most contentious,
time-consuming, and arguably redundantly unnecessary hoops required by CAMR: a 3 month
wait to be added to the Schedule 1 List of acceptable drugs, followed by a 7 month Health
Canada approval process [which duplicates WHO prequalification of the drugs contained in Apo-
Triavir].

> July 2006, Apo-Triavir is approved for the domestic market by Health Canada [an unnecessary
caveat not required by the 2003 WTO decision], although it is destined for non-domestic
markets. The argument is made that Canada should not sell product that is not as stringently
monitored for quality as anything which would be destined for Canadian consumers.



» August 10, 2006 Apo-Triavir receives WHO prequalification.

> August 2006, Federal Health Minister Tony Clement responds to pressure at the International
Aids Conference held in Toronto, and promises an immediate review of the CAMR legislation.
He is also required by the legislation to conduct a review of the law within 2 years of its
inception, May 2005. He states his intention to speed up the review process.

> January 2007, submissions to the review process, by key stakeholders — Research and
Development Pharmaceuticals, Non-governmental Organizations [NGOs], Academia, and
Generic Pharmaceutical Manufacturers —have been received by the mandarins overseeing the
review of CAMR. These are all available online at: http://camr-rcam.hc-sc.gc.ca/review-

reviser/index e.html

These submissions from key stakeholders reveal the following general trends:

Research-based pharmaceutical companies advocate a “status quo” position. They advocate
maintaining the existing, built-in controls over international trade in drugs, in order to thwart
diversion and counterfeiting, and in order to maintain sufficient flow of revenue for future
research and development. They argue that access to medicines is only one part of the
problem in developing countries, and that a more holistic approach is required — one that also
addresses problems like health care, infrastructure, and education.

Generic drug makers, NGOs, and Academia present arguments that are nearly uniformly -and
strikingly - juxtaposed with those of R&D. They claim that CAMR is fundamentally flawed
because key provisions of the legislation which govern the application process, the type of
products that can be exported, the quantities allowed by and the duration of export licences,
and more, all act as barriers which discourage the manufacture and/or export of drugs by
entities which are not patent holders.

» May 2007, Since no single pill has yet left Canada for Africa, MSF informs Apotex that it cannot
follow through on its original order. Part of the problem lies in the difficulties built into CAMR
for NGOs to act as distributors of products [something which happened via R&D lobbying of MPs
after CAMR was passed in 2005]; another thorn is the transparent reluctance of African nations
to make openly public requests from the WTO to avail themselves of compulsory licencing, due
to fear of reprisals from the United States, the R&D Industry, and possibly the fact that to do so
could be seen as humiliating for developing nations which are forced to admit their lack of
manufacturing capacity, and inability to provide health care for their people through other
means.

> JULY 19,2007 RWANDA becomes the first country to potentially benefit from a compulsory
licence granted under CAMR, via Apotex. The process is deceptively quick: Rwanda notifies


http://camr-rcam.hc-sc.gc.ca/review-reviser/index_e.html
http://camr-rcam.hc-sc.gc.ca/review-reviser/index_e.html

>

theWTO on July 19, 2007, and a compulsory licence is granted to Apotex by the Commissioner of
Patents on September 20, 2007. This, of course, obscures the 10 months of delays already
encountered by Apotex 2 years earlier in the form of the wait periods surrounding Schedule 1
and Health Canada approval, as noted above. Since African nations generally, and Rwanda
specifically, use a tendering process to procure bids for contracts such as the sort needed to be
entered into by Apotex, there is still the question of whether Apotex can succeed against Indian
generic giants Hetero and Cipla. At this time, Apotex is quoted as offering a price of $0.39/pill.

December 14, 2007 Six months late, and tabled in Parliament just before Christmas where it
disappears on the last sitting day before the holiday, the Government releases their review of
the CAMR legislation. This is available online at: http://camr-rcam.hc-sc.gc.ca/review-

reviser/camr rcam report rapport-eng.pdf

IT DOES NOT RECOMMEND THE ADOPTION, AT THIS TIME, OF ANY OF THE SUBSTANTIAL AND
NUMEROUS MODIFICATIONS TO THE LAW PROPOSED BY CANADA'’S LEADING EXPERTS IN THE
FIELDS OF LAW, MEDICINE, ECONOMICS, PHARMACY, AND INTERNATIONAL TRADE.

A quote from the concluding section of the document essentially renders the preceding 40
pages [and arguably the entire review process] a questionable, possibly wasteful, use of time,
money, and energy, on the part of those public servants commissioned to complete the review,
and those people and organizations who contributed the highly detailed, deeply researched
submissions:

“Should sufficient evidence eventually accrue to demonstrate that specific amendments would
make a meaningful difference in the effectiveness of CAMR, the Government will work closely
with all interested stakeholders to ensure a result that is fair, functional and fully compliant
with Canada’s international trade obligations.”

September 2008 Rwanda announces that Apotex has succeeded and won the tender — at a
price significantly lower than what they quoted in 2007 — and Rwanda will order 15.6 million
pills, or enough medicine for 21,000 people for one year. Apotex closes the deal at a price of
$0.195/pill, or two thirds less than the cost of the component medications if purchased
separately. Elie Betito, director of public affairs for Apotex, is quoted as saying :

"It took us more than four years just to get to this point. It's a huge process, with huge
costs involved. We will not be doing this again."
http://www.canada.com/topics/news/story.html?id=6bed1c14-4eeb-4462-bffb-
5933cf36bad2



http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_report_rapport-eng.pdf
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http://www.canada.com/topics/news/story.html?id=6bed1c14-4eeb-4462-bffb-5933cf36bad2

ADDITIONAL COMMENTARY

“The Canadian legislation was needlessly complicated in an attempt to mollify the brand-name drug
industry. Those who prevailed in the drafting of CAMR were willing from the beginning “to compromise
the humanitarian objectives of the legislation with the corporate interests of big pharma in Canada.”
[Ottawa Citizen, August 14, 2006, writer Ann Silversides]
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MSF - Medecins Sans Frontiers

“The purpose of the Jean Chrétien Pledge to Africa (JCPA) is to: “give effect to Canada’s and Jean Chrétien’s
pledge to Africa by facilitating access to pharmaceutical products to address public health problems afflicting many
developing and least developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and
other epidemics.” [MSF] Canada’s inclusions of limitations to the duration of a compulsory licence and to the
quantities that can be exported under it are unnecessary and unsustainable in a world of dynamically changing
health needs and contexts.”

“Conclusion: Canadian compromise: trading away public health for commercial interests It became clear early on
in the Canadian process that the objective of providing access to medicines to developing countries would be
compromised. By trying to balance the needs of patients against the business interests of the brand-name
pharmaceutical industry, the Canadian government committed itself to developing a compromise that did not put
humanitarian needs first.”

“The JCPA is aimed at “facilitating access to pharmaceutical products to address public health problems”. Instead
of fulfilling its promise, the law includes a number of significant restrictions that limit its impact - restrictions that
were rejected by Canada in international negotiations - and that effectively make the JCPA an empty promise. “


http://tinyurl.com/2j66go
http://tinyurl.com/2j66go
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf

MEDECINS SANS FRONTIERS - MSF

“When we order medicines normally, all we need to do is type up a form, send it to the supplier and pay the bill
then we receive the shipment. With this system we have to persuade a government to notify the WTO, find a
company willing to produce, push to get a drug on the list of eligible medicines, wait for voluntary license
negotiations to be completed, wait for the compulsory license application to be made, and then granted. For a

disease that kills 8,000 people a day, not only is this is not a solution, it's unacceptable”
- Dr. Felipe Garcia de la Vega, AIDS Doctor, MSF

“The WTO TRIPS August 30th mechanism is unrealistic . The mechanism is based on a drug -by-drug, country-by
country and case-by-case decision-making process. Indeed, the compulsory licence application must stipulate
the destination and the quantity of drugs that are to be purchased and exported under the licence.”

“This mechanism flies in the face of the practical reality of managing a health programme, where flexibility and
rapidity of response to ever changing circumstances are vital. It also ignores the fact that economies of scale are
needed to attract interest from producers: without the pull of a viable market for drugs, generic manufacturers will
not seek to produce for export. The mechanism introduces intricate, time -consuming and burdensome
procedures for the exportation of medicines, when what is needed is a simple, fast, and automatic mechanism. “

“The JCPA contains 19 sections and over 100 clauses and sub-clauses. Simply understanding the legislation
requires legal training or support. Significant financial and human resources are necessary for a government to
analyse and implement this legislation - resources which are limited in many developing and least

developed countries.”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf

Canadian Generic Pharmaceutical Association (“CGPA")

To ensure a rapid response, the [August 30" Decision puts only four straightforward requirements on the

government of an exporting country, such as Canada. The exporting country must:

satisfy itself that the importing country has made the required “notification” to TRIPS that it needs the product.
(See Decision, s. 2(a)). This can be easily done by looking at the WTO website (See Decision, footnote 5);

ensure that the compulsory license contains three conditions (see Decision, s. 2(b)(i), (ii), and (iii)). This
obligation is met by including the three conditions in the standard form compulsory license issued by the
Commissioner;

notify the Council for TRIPS of the grant of the license, and provide the required minimal details of the license
(see Decision, s. 2(c)); and

ensure that “adequate remuneration” is paid to the patentee (see Decision, s. 3). This is already achieved by
existing s. 21.08 of CAMR and the regulations thereunder.

Canada’s statute should not impose more onerous requirements than the Decision.1 The many
steps in CAMR that go beyond the requirements of the Decision are unnecessary and
counterproductive. CAMR has been drafted to satisfy the demands of patentee companies, not
to ensure drugs are exported for humanitarian purposes.

CAMR as presently drafted appears to be based on a misapprehension the Decision requires Canada’s
government to set up complex procedures to enforce compliance with the terms of the compulsory license,
and protect the patentee’s rights. This is the wrong approach. The patentee, not the government of Canada,
is the appropriate party to enforce its own patents. If the patentee believes a generic manufacturer is
stepping outside the terms of the license, the patentee can seek its remedies under the Patent Act.

“It is counterproductive to impose unnecessary restrictions on the generic manufacturer. That approach is not only at odds with

the Decision, but also impractical. It deters generic manufacturers from participating, and perversely penalizes the generic
manufacturer for doing charitable work for humanitarian purposes. “

“CAMR has been drafted to satisfy the demands of patentee companies, not to ensure drugs are exported

for humanitarian purposes. “ 9


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_cgpa_01_e.pdf

U of T Faculty of Pharmacy

“The legislation imposes a “one-size” fits all approach to medicines. Developing country drug needs need to be
done on case-by-case basis to take into account particular circumstances [patents, regulation, capacity].

“The beneficiaries of the legislation must be included in the planning and delivery process.”

“In crisis situations, government officials will not opt to deal with cumbersome administration in order to get drugs
to those in need. A country with a death toll from AIDS does not have the time or resources to engage in these
complex procedures for every single drug. The legislation wrongly assumes that developing country
governments have the requisite know-how, and human resource capacity to make use of it.”

“Be more imaginative re our manufacturing capabilities — help countries develop their own technical capacity or
initiate joint-ventures with developing country firms — also work with existing network of NGOs.”

“Government could support and mediate collaboration between generic and research-based pharmaceuticals,
proactively identifying potential importing countries and engaging private foundations and NGOs.”

10


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut_pharm_07_e.pdf

U OF T FACULTY OF LAW:

“As the recommendations that follow will explain, there are a number of problems with the existing CAMR regime that are impacting

(vii)

(i)

the ability of the legislation to deliver upon its promises. Amongst other things:

CAMR does not take into the account the realities of international drug procurement regimes (i.e. a public tendering process),
and thereby increases the gulf between manufacturers of drug products and the international funding required to pay for
medicines.

CAMR is unnecessarily restrictive in its limiting of the scope of eligible drugs and importers, and decreases the appeal of
obtaining a license to a generic manufacturer by imposing onerous technical and legal requirements, limiting the license term
to two years and creating a complicated and costly process for renewing licenses.

CAMR fails to leverage the full potential allowed under not only the August 30th decision, but also its own drug approval
capacity, thus undermining Canada's intent to support and promote increased access to affordable medicines.

While the difficulties inherent in the August 30" decision itself may, in fact, be challenging to overcome, the following
recommendations nonetheless must be implemented to ensure that Canada is well positioned to make the greatest possible
impact on the HIV/AIDS pandemic.

At the heart of the CAMR’s problems lies a disconnect with the realities of pharmaceutical procurement methods and needs in
eligible importing countries. The August 30th decision was designed to aid the many, diverse, often small countries that lack
manufacturing capacity and that face serious public health problems. In order to do this, the CAMR must be consistent with
standard procurement methods; it must stipulate concrete criteria which pharmaceutical companies can satisfy and predictably
be awarded licenses

The CAMR should include a maximum period beyond which negotiations with patent-holders can be declared failed

One downfall of the Health Canada approval requirement is that it might deter pharmaceutical manufacturers from
exporting medicines under the CAMR. For a manufacturer that has already obtained approval from equally stringent regulatory
authorities, the prospect of having to undergo an additional approval process is unappealing. In addition to being time-
consuming, seeking multiple approvals is costly as legal fees and application fees are involved in each.”

11


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf

HOFFMAN - LA ROCHE [some key points from Roche’s submission to CAMR review]

“‘Roche has developed a specific patent policy for its HIV antiretroviral medicines, which commits that:

In addition to not filing or enforcing patents on any Roche medicines in the Least Developed Countries (as defined by the UN),
Roche will not file patents on new antiretrovirals (ARVs) in sub- Saharan Africa, the poorest and hardest hit region.

Roche will also not take any action against generic manufacturers of its ARVs in these countries.

Generic versions of any Roche medicine can be produced in Least Developed Countries without consultation or the need to apply
for a voluntary or compulsory licence to grant permission. Upon request, Roche also provides letters granting immunity from lawsuits
to manufacturers interested in producing generic versions of HIV medicines for Least Developed Countries and sub-Saharan Africa.

This policy enables local manufacturers to produce generic antiretroviral medicines, without prior consent. Roche hopes to
encourage those with the necessary skills and resources to produce competitively priced HIV treatments.

To help strengthen the manufacturing capability and capacity within these countries, Roche also launched a new initiative in January
2006 — the AIDS Technology Transfer Initiative - to provide local manufacturers with the technical expertise to produce their
0 wn generic version of saquinavir (Invirase)” [Roche submission to early statutory review of CAMR]

“We are encouraged that Roche has recently committed itself not to take action against bioequivalent generic versions of its
HIV drugs in sub-Saharan Africa.” Médecins Sans Frontiéres (MSF), Campaign for Access to Essential Medicines, November 2002

Roche offers its HIV protease inhibitors, Invirase and Viracept, at no profit prices for direct supplies from the headquarters in Basel
to Least Developed Countries and sub-Saharan Africa.

Following a cost analysis by Médecins Sans Frontiéres, the no profit prices available from Roche for Invirase and Viracept

have been calculated to be similar or lower than the generic versions of these medicines. No profit prices apply to all
presentation of Roche protease inhibitors, including Viracept paediatric powder and Invirase 500 mg.”

13


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf




The following pages contain the Research Core Facts: the provisions contained within the legisation which comprises Canada’s
Access to Medicines Regime, and responses to the legislation from stakeholders ranging from Research-Based Pharmaceutical
Companies to Non-Governmental Organizations, Generic Manufacturers, Academia and Others.

**Please note that as pointed out in the Executive Summary, Research Based Pharmaceutical Companies [those who hold the
patented rights to the medicines which Generic Manufacturers can obtain a compulsory licence under CAMR for export to needy
countries] tend to hold a “pro status quo” viewpoint, in general, advocating that that legislation is fine as is, nothing need be changed

except where to further entrench their own desired position.

You will find http links to all sources quoted and/or summarized. These links point, primarily, to the pdf documents found
at : Review of Canada's Access to Medicines Regime (CAMR) which itself is located at:

14
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CAMR Provisions

ELIGIBLE IMPORTERS

>

Different classes of importers categorized
through creation of Schedules 2 through
4. Schedules organized according to
country’s level of development and WTO
membership status

Going beyond a strict interpretation of the
, CAMR further allows for
non-WTO Members to participate.

Non-WTO Members identified by OECD
can be added to Schedule 4, on case-by-
case basis.

Non-Governmental Organizations
{NGO} may purchase pharmaceutical
products, with permission of an eligible
importer.

Eligible importers must make appropriate
notifications [discussed below under
NOTIFICATION] to “either the WTO or
the government of the exporting country
as part of the application process.”

Research Core Facts

Views of Research-Based
Pharmaceuticals

R&D = Canada’s Research Based

Pharmaceutical Companies

R&D points out that NGOs cannot contract

directly with a supplier in the importing
country. They refer to section 21.04 of the
Patent Act — which requires the importer to
name the “governmental person or entity,
or person or entity permitted by the
government of the importing country”

“The legislation could be more specific to set
out that the name to be provided is the
name of the person , or entity permitted by
the government of the importing country “to
purchase products on its behalf”.

CAMR permits licensing of products
destined for ONE particular country.

Views of Generic Pharmaceuticals,
NGOs and Others

Global Treatment Acess Group

(GTAG)

Eliminate the requirement that NGOs get
the permission of the importing country
government to import drugs under CAMR-
it should be enough that the drugs are
approved by the importing country’s drug
regulatory authority.}

Eliminate barriers to non-WTO countries re.
need to declare a national emergency in
order to import drugs from WTO member
countries. This is not required under WTO
rules.

Eliminate the provisions in the current law
that require a non-LDC*, non-WTO
developing country to declare a national
emergency or similar circumstance, and
to specify in advance the name and
quantity of a particular drug, in order to
become an eligible importer of generic
pharmaceuticals produced under
compulsory licence in Canada.

* LDC — Least Developed Country
WTO - World Trade Organization


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

ELIGIBLE IMPORTERS (2)

>

Different classes of importers categorized
through creation of Schedules 2 through
4. Schedules organized according to
country’s level of development and WTO
membership status

Going beyond a strict interpretation of the
, CAMR further allows for
non-WTO Members to participate.

Non-WTO Members identified by OECD
can be added to Schedule 4, on case-by-
case basis.

Non-Governmental Organizations
{NGO} may purchase pharmaceutical
products, with permission of an eligible
importer.

Eligible importers must make appropriate
notifications [discussed below under
NOTIFICATION] to “either the WTO or
the government of the exporting country
as part of the application process.”

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

The CAMR should be amended to enable,
without confusion, the use of compulsory
licensing to supply, under a simple process
and with a single licence, a number of
developing countries within a regional
trade group as contemplated by the 2003
WTO Decision.

{CHALNj}

Explicitly permit use of the regional
exportation exception described in
Article 6 of the August 30t decision.
Amend s. 21.05(2), 21.04(2), and 21.14 so
that an applicant who intends to make use
of the regional exportation exception can be
authorized to produce pharmaceuticals for
the eligible regional trading agreement.
Countries with little or no manufacturing
capacity will likely not have the...market
size to interest [large companies] or to
benefit from bulk purchasing.” {U of T
Law Faculty}

CAMR’s legislation differentiates
between WTO members and non-WTO
members, requiring different qualifying
standards, this is NOT a WTO
requirement, and only makes it harder
for the neediest to get drugs.

{McGill Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
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CAMR Provisions

ELIGIBLE IMPORTERS (3)

>

Different classes of importers categorized
through creation of Schedules 2 through
4. Schedules organized according to
country’s level of development and WTO
membership status

Going beyond a strict interpretation of the
, CAMR further allows for
non-WTO Members to participate.

Non-WTO Members identified by OECD
can be added to Schedule 4, on case-by-
case basis.

Non-Governmental Organizations
{NGO} may purchase pharmaceutical
products, with permission of an eligible
importer.

Eligible importers must make appropriate
notifications [discussed below under
NOTIFICATION] to “either the WTO or
the government of the exporting country
as part of the application process.”

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

Eliminate the requirement that NGOs get the

‘permission’ of the importing country
government:

Under Canada’s current law, an NGO providing
humanitarian relief in an eligible developing
country has to get the “permission” of that
country’s government to import under CAMR.
(This is in addition to the existing, sensible
requirement that the medicine be approved for
use by the importing country’s drug regulatory
authority.) Requiring this extra permission for
NGOs to do their jobs is not required by any
WTO rules, and creates an additional,
unnecessary barrier to patients getting the
medicines they need. What’s more, countries
suffering conflict may not have a functioning
government, or may wish to deny access to
medicines for political reasons. [Oxfam]

Canada should ensure that
developing countries are aware of
CAMR and are encouraged to make
use of its provisions (Health Partners
International of Canada)


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_oxfam_22_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_hpi_04_e.pdf

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,

CAMR Provisions NGOs and Others

ELIGIBLE PHARMACEUTICAL PRODUCTS

WTO waiver defines “pharmaceutical
product” as a patented product aimed at
helping developing and least-developed
countries {LDC}, which are afflicted with
HIV/AIDS....."and other epidemics’. This
includes active pharmaceutical ingredients
{API} and diagnostic kits.

Schedule 1 creates a list of eligible
products. Objectives of Schedule 1
include:

Making it clear and transparent which
products are eligible for export.

Limiting court challenges to
compulsory licences

Schedule 1 may be amended. To date 2
amendments, both made in response to
joint requests from a Canadian
pharmaceutical manufacturer and an
NGO.

The Ministers of Industry and Health must
establish an expert committee to advise
them prior to making recommendations
regarding changes to Schedule 1, no later
than May 2008.

A schedule of products is necessary in
order to reduce the risk of commoditi-
zation and diversion; the list should be
amended when the need of developing
countries warrants. (R&D)

Doha Decision was not intended to

provide access to any drug [rather, certain

drugs required for addressing serious
health problems in developing and LDCs
(R&D)

The process for amending Schedule 1 needs to
be transparent and clearly defined in order

to be speedy and respectful of intellectual
property rights (Gilead)

Schedule 1 should be deleted in its
entirety. As an alternative, a simple
amendment would be to add to the
existing Schedule 1 the entry “any other
patented product of the pharmaceutical
sector”. The definitions of
“pharmaceutical product” and “patented
product” in the Patent Act for the purposes
of CAMR, need to be worded as clearly
and inclusively as possible, so as to avoid
any misinterpretation that would seek

to block use of the regime to produce a
pharmaceutical product for export under
compulsory licence. {CHALN}

Hitpscamr-ream.ne-sc. g, ca/ra visy-raviser.

Enact amendments explicitly clarifying
active pharmaceutical ingredients and
other patented products (e.g., test kits)
are included within the definition of
“pharmaceutical products” that are eligible
for compulsory licensing for export under
CAMR... Recognize approval
from equally stringent foreign
regulatory authorities, in
particular the United States’.

{U of T Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf

Research Core Facts

Views of Generic Pharmaceuticals,
NGOs and Others

Views of Research-Based

CAMR Provisions .
Pharmaceuticals

ELIGIBLE PHARMACEUTICAL PRODUCTS
Continued (2)
= Schedule 1 is a useful document that

Schedule 1 exists to address potential abuses of provides clarity to the identification of

WTO waiver defines “pharmaceutical
product” as a patented product aimed at
helping developing and least-developed
countries {LDC}, which are afflicted with
HIV/AIDS....."and other epidemics’. This
includes active pharmaceutical ingredients
{API} and diagnostic kits.

Schedule 1 creates a list of eligible
products. Objectives of Schedule 1
include:

Making it clear and transparent which
products are eligible for export.

Limiting court challenges to
compulsory licences

Schedule 1 may be amended. To date 2
amendments, both made in response to
joint requests from a Canadian
pharmaceutical manufacturer and an
NGO.

The Ministers of Industry and Health must
establish an expert committee to advise
them prior to making recommendations
regarding changes to Schedule 1, no later
than May 2008.

the system. The following claims are
made:

**There is no discretion on the
Commissioner of Patents not to issue
a licence** Technical requirements need
only be presented on paper, and no
provision for the Commissioner to
substantiate any claim that a drug is
needed, in the quantity specified, or that
the applicant has ever diverted products in
the past. (R&D)

products; a process should be in place
to add to the list in a timely manner
based on public health needs (Apotex)

Authorize the manufacture of generic
versions of ANY drug patented in
Canada for export to any eligible
country (Global Treatment Access
Group- GTAG)

Pharmaceutical needs evolve quickly over
time, a restrictive list inhibits and impedes
a vitally needed flexibility.{U of T Law
Faculty}

Canada is contradicting its prior
position from the August 30"
Agreement when it consented to
excluding product lists like
Schedule 1. {McGill Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_apotex_18_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

ELIGIBLE PHARMACEUTICAL PRODUCTS
Continued (3)

>  WTO waiver defines “pharmaceutical
product” as a patented product aimed at
helping developing and least-developed
countries {LDC}, which are afflicted with
HIV/AIDS....."and other epidemics’. This
includes active pharmaceutical ingredients
{API} and diagnostic kits.

> Schedule 1 creates a list of eligible
products. Objectives of Schedule 1
include:

Making it clear and transparent which
products are eligible for export.

Limiting court challenges to
compulsory licences

> Schedule 1 may be amended. To date 2
amendments, both made in response to
joint requests from a Canadian
pharmaceutical manufacturer and an
NGO.

> The Ministers of Industry and Health must
establish an expert committee to advise
them prior to making recommendations
regarding changes to Schedule 1, no later
than May 2008.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

From U of T Faculty of Pharmacy:

Current drug list doesn’t reflect needs of
many developing countries as many are
already sourcing these drugs elsewhere
[India, Brazil, China}

**Canadian producers can’t compete
due to lower input costs in
competing nations.**

**Legislation should focus on
products other nations cannot make,
given existing intellectual property
requirements. Specific subsidies or
tax breaks should be extended

to generics.**

**Unrealistic to think countries will break
existing contractual agreements to use
CAMR — not smart administrative policy
[monetarily]. Canada should NOT be telling
developing countries what their drug needs
are — they should be informing us.™*

Removing Schedule 1 “may provide
Economic incentives to generic companies
...[by increasing likelihood] of
developing their capacity for drugs that
will be off patent in the near future”.


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut_pharm_07_e.pdf

CAMR Provisions

ELIGIBLE PHARMACEUTICAL PRODUCTS
Continued (4)

WTO waiver defines “pharmaceutical
product” as a patented product aimed at
helping developing and least-developed
countries {LDC}, which are afflicted with
HIV/AIDS....."and other epidemics’. This
includes active pharmaceutical ingredients
{API} and diagnostic kits.

Schedule 1 creates a list of eligible
products. Objectives of Schedule 1
include:

Making it clear and transparent which
products are eligible for export.

Limiting court challenges to
compulsory licences

Schedule 1 may be amended. To date 2
amendments, both made in response to
joint requests from a Canadian
pharmaceutical manufacturer and an
NGO.

The Ministers of Industry and Health must
establish an expert committee to advise
them prior to making recommendations
regarding changes to Schedule 1, no later
than May 2008.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

FROM CANADIAN HIV/AIDS LEGAL
NETWORK:

FIEED//CaIIIr=rCa . fIC=5C, 5 C, C2/ra Via -

“Generic manufacturers should be able to begin
the process by easily obtaining, at the outset, a
compulsory licence to manufacture and export
any patented medicine, not just those on the
limited list attached to the original legislation.”

“Provide authorizations to export which are not
limited to a single drug-order for a single
country. This can be done by creating a
standing statutory authorization in the
Patent Act authorizing the manufacture of
generic version of any drug patented in
Canada for export to any eligible country
specific in the legislation. Alternatively,
under CAMR, a manufacturer could be
granted a single, open-ended licence on a
given drug that authorizes export of that
drug to any eligible country specified in
the legislation. Through either
mechanism, the authorization would not
be limited to a pre-determined quantity of
the product, but would require periodic
remittance to the patentee(s) of royalties
payable according to the existing CAMR
formula.”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf

Research Core Facts

_ Views of Research-Based Views of Generic Pharmaceuticals,
CAMR Provisions Pharmaceuticals NGOs and Others

ELIGIBLE PHARMACEUTICAL PRODUCTS
Continued (5)

From McGill Law Faculty :

WTO waiver defines “pharmaceutical
product” as a patented product aimed at
helping developing and least-developed
countries {LDC}, which are afflicted with
HIV/AIDS....."and other epidemics’. This
includes active pharmaceutical ingredients
{API} and diagnostic kits.

Schedule 1 creates a list of eligible
products. Objectives of Schedule 1
include:

Making it clear and transparent which
products are eligible for export.

Limiting court challenges to
compulsory licences

Schedule 1 may be amended. To date 2
amendments, both made in response to
joint requests from a Canadian
pharmaceutical manufacturer and an
NGO.

The Ministers of Industry and Health must
establish an expert committee to advise
them prior to making recommendations
regarding changes to Schedule 1, no later
than May 2008.

HIV/AIDS drugs are constantly
evolving. CAMR forces an amendment
to Schedule 1 to get any new drug
included. MSF attempted to get an
amendment to Schedule 1 that took them
7 months. Amendment process allows
patentees to contest changes to
schedule, “creating potentially devastating
delays for intended recipients.”

Schedule 1 lets Canadian government
decide what medicines are needed in
developing countries. “..no legal or
policy reason” to play this role. These
decisions should be made by public health
organizations, NGOs and governments of
affected countries.

replace Schedule 1 with the WTO’s
definition of “pharmaceutical product”

Eligible pharmaceuticals should
not be limited to the list in
Schedule 1.


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf

CAMR Provisions

NOTIFICATION

>

CAMR follows requirements and
conditions imposed by the WTO
on eligible importers.* Those
wishing to use CAMR to import
must:

Specify names and expected quantities of
needed product

Confirmation that Member is an LDC or
confirmation of insufficient or zero
pharmaceutical manufacturing capacity for
requested product.

Confirm granting of, or intention to grant,
compulsory licence where product
patented in importing country.

Notification information will appear on
WTO website [or website maintained by
Canadian Government for non-WTO
Members]

In application for compulsory licence, drug
manufacturer [exporter] to include certified
copy of importing country’s notice to WTO
or Canadian Government.**

NOT a WTO requirement

Research Core Facts

Views of Research-Based
Pharmaceuticals

"It should be noted that it is possible for a
potential licence applicant in Canada to get in
the queue for approval at any time at Health
Canada, ...even before there is a specific
request from any country.“ (R&D)

Views of Generic Pharmaceuticals,
NGOs and Others

Certified copies of importing country’s

notification is NOT a WTO requirement ,
creates additional bureaucratic hoop.
{McGill Law Faculty}

The Patent Act should be amended so as to not

require advance disclosure, before a licence
is obtained, of the name of the country to
which the product will be exported. Instead,
it should simply be required, as a condition
of the licence, whether issued voluntarily or
compulsorily, that the generic manufacture
will pay the applicable royalty as determined
by the existing CAMR formula. {CHALN}

Hito:/camr-rean. ne-sc.ge.ca/raview-raviser/c:


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

HEALTH CANADA’S DRUG REVIEW

> CAMR stipulates a review by Health
Canada, of all pharmaceutical products
intended for export. Rationale is to
ensure safety, efficacy, and quality of
drugs, and that these are on par with what
is delivered to Canadians.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Impossible to say whether the Drug review
promotes or discourages Canadian
pharmaceutical manufacturers and
eligible importing countries from
participating in CAMR - since no
Country has applied, we cannot
determine this.

Products should be tested to ensure
standardsand integrity are maintained
Canada should do quality control at her end
given lack of capacity of recipients to review
and approve pharmaceutical products. Not to
Do so would be unethical.

Gilead’s products meet WHO’s pre-qualification
standards; it is up to Health Canada if it
wishes to impose a different quality standard
on drugs for export (Gilead)

Views of Generic Pharmaceuticals,
NGOs and Others

This amendment to TRIPS disregards
the fact that there is no proof of the
Decision’s efficacy. In fact proof to
the contrary exists: nearly three
years on from the August 30th
Decision, not a single drug has
reached a single patient under the
WTO mechanism. {MSF}

Health Canada review is not a deterrent to
manufacturers and allows WHO to accept the
review for inclusion of the product on the Pre-
qualification list. (Apotex)

Eliminate the Health Canada approval since this
causes delays. Drugs should be “pre-qualified”
under WHO guidelines (GTAG)

Canada should at least accept either Health
Canada approval or WHO pre-qualification of
the product . Alternatively, the CAMR could be
reformed further to accept approval by the
importing country’s own Drug regulatory
authority, or by a regulatory authority
satisfactory to the importing country,{CHALN}

“MSF points out the peculiarity of exempting
drugs for export of the non-CAMR variety,
to parallel scrutiny pertaining to safety,
efficacy, and quality.” {McGill Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_apotex_18_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf

CAMR Provisions

HEALTH CANADA’S DRUG REVIEW (2)

>

CAMR stipulates a review by Health
Canada, of all pharmaceutical products
intended for export. Rationale is to
ensure safety, efficacy, and quality of
drugs, and that these are on par with what
is delivered to Canadians.

Research Core Facts

Views of Research-Based
Pharmaceuticals

WHO has a prequalfication process
(PQP), which may be relied upon by
Health Canada. If Health Canada
ultimately reviews the information and
agrees with the pre-qualification
process, AND standards are same as
those applied domestically, PQP can be
relied on for Health Canada’s drug
review. (R&D)

Views of Generic Pharmaceuticals,
NGOs and Others

U of T Law Faculty:

“August 30" decision does NOT require
either national regulatory approval or
WHO pre-qualification. However there
are claims involving removal of Indian
generics of suspect quality from
Ghanaian shelves. This could play well for
Canadian bids,v. nations which don’t
provide the additional layer of quality
assurance provided by the HC Review. It
is argued that Ghana sees the Health
Canada Review as an attractive feature of
CAMR. Other African nations could adopt
a similar perspective [assuming equal
purchasing power?] The Ghana study at
the U of T Law Faculty therefore suggests
a more streamlined HC Review at max 3
months. They argue that WHO approval
typically lasts 3 months, though if
preceded by HC approval, WHO process
is shortened to one month, so a 3-month
HC process would amount to a
hypothesized max of 4 months.

Consider recognizing existing approval
from United States FDA, and/or The
Global Fund to Fight Aids, Tuberculosis
and Malaria [which relies on a number of
foreign regulatory sources when awarding
grant money to purchase medications]”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

APPLICATION PROCESS

> CAMR specifies that generic makers first
apply for a voluntary licence (VL).

> CAMR requires a generic manufacturer to
include in the application, declaration
that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

»  Application must identify the following:

10. Pharmaceutical product for which licence
is sought.

11. Quantity to be manufactured.

12. Patents protecting the product.

13.  Country to which it will be exported.

14. The identity of the purchaser.

> Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

> When Application requirements are met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Voluntary licence process is not a barrier
and it is already as simple as possible.

This is a minimal obligation and an easy
task for a licence applicant to provide this
documentation.

There is no discretion on the
Commissioner of Patents not to issue
a licence. Technical requirements need
only be presented on paper.

Views of Generic Pharmaceuticals,
NGOs and Others

The requirement that importing countries notify
in advance of their intention to use the August
30 opens them up to pressure from countries
that have as a policy the discouragement of
granting compulsory licenses. Although the
notification is supposed to be solely for the
purpose of providing transparent information,
the conditions may deter importing countries
from doing so. {MSF}

The type of information called for is a barrier
because patentees can delay and discourage
applicants with demands for ever more
information; requests should be granted
automatically under TRIPS. (Canadian Generic
Pharmaceutical Association)

The procedures are time-consuming
and bureaucratic and should be eliminated
(UNICEF Canada, World Vision Canada)

Implement August 30th decision exceptions
regarding negotiation with patent holder {McGill Law
Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_cgpa_01_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_wvc_17_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

APPLICATION PROCESS (2)

10.

11.
12.
13.
14.

CAMR specifies that generic makers first
apply for a voluntary licence (VL).

CAMR requires a generic manufacturer to
include in the application, declaration

that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

Application must identify the following:

Pharmaceutical product for which licence
is sought.

Quantity to be manufactured.

Patents protecting the product.

Country to which it will be exported.

The identity of the purchaser.

Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

How can minimal and reasonable
Requirements with a 30-day turnaround
pose a barrier?

{Eli Lilly}

Compulsory licences should be issued as a last

resort and only when companies are insisting

on enforcing intellectual property rights;
importing countries should deal directly with

pharmaceutical companies to obtain needed

drugs
(Gilead)

Views of Generic Pharmaceuticals,

NGOs and Others

“As a result, for at least a month, before there
Is even any assurance for the would-be
purchasing country that the Canadian generic
supplier is able legally to supply the product for
which a tentative agreement has been reached,
the importing country is exposed to almost
certain pressure, from the patented
pharmaceutical industry and powerful
countries such as the United States or other
like-minded WTO members, to refrain from
proceeding with the use of compulsory
licensing to secure needed medicines.
Recent history provides numerous examples of
such pressure, Extending even to threats of
serious trade sanctions and other retaliation,
notwithstanding that such conduct runs counter
to the letter and spirit not only of agreements
reached at the WTO (such as the WTO Decision
that underlies the Regime) but also those
states’ obligationsunder international human
rights law to not impede access to medicines.
This is one factor that has almost certainly
contributed to the fact that no country has yet
notified the WTO of its intention to use the WTO
Decision, whether to import Canadian made
generics under the Regime or from other
jurisdictions that have Implemented similar
Regimes.”

From Canadian HIV/AIDS Legal Network at:


http://www.aidslaw.ca/publications/interfaces/downloadFile.php?ref=1058
http://www.aidslaw.ca/publications/interfaces/downloadFile.php?ref=1058
http://www.aidslaw.ca/EN/index.htm
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_eli_27_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf

CAMR Provisions

APPLICATION PROCESS continued (2)

> CAMR specifies that generic makers first
apply for a voluntary licence (VL).

> CAMR requires a generic manufacturer to
include in the application, declaration
that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

»  Application must identify the following:

9. Pharmaceutical product for which licence
is sought.

10. Quantity to be manufactured.

11. Patents protecting the product.

12.  Country to which it will be exported.

13. The identity of the purchaser.

> Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

> When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Application process does not present a
barrier to "effective use of the system".
Outright rejection of notion of system

being too cumbersome or bureaucratic.

Nothing stopping a generic maker from
applying to Health Canada for approval at
any time, only need state they intend to
seek regulatory support for export.

Submission requirements for approval for
export are barely more than what is
required for domestic approval. Safety
and efficacy approval need not be
repeated in subsequent applications [for
different license for other countries]

No agreement with any country need
precede application for a voluntary licence
- this equates to a 30 day notice to a
patentee that a compulsory licence will
be sought. Voluntary licence already
contains information on country and
quantity of drug and “other salient
information” .

Views of Generic Pharmaceuticals,
NGOs and Others

“Generic manufacturers should be able to begin
the process by easily obtaining, at the outset

a compulsory licence to manufacture

and export any patented medicine, not just
those on the limited list attached to the original
legislation. Generic manufacturers should be
able to obtain such authorization without any
particular country or specific quantity of the
product pre-determined.”

CHALN -

Hitps/camr-ream.ne-sc. g, ca/ra visy-raviser.

Repeal 21.04(2)(f), which requires a generic

producer applying for a license to specify

the name of the governmental

person or entity, or the person or entity

permitted by the government of the

importing country, to which the product will be

sold. Implement August 30 decision exceptions

regarding negotiations with patent holder {McGill
Law Faculty}

International call for tenders followed by election
of best tender is internationally standard
procurement procedure. CAMR expects
importers to contact Canadian pharmaceuticals,
but that is not how it works [eg Ghana,
Rwanda). Canadian bids stand to be less
attractive due to uncertainty of

licence materializing and on what terms.

{U of T Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

APPLICATION PROCESS continued (3)

> CAMR specifies that generic makers first
apply for a voluntary licence (VL).

> CAMR requires a generic manufacturer to
include in the application, declaration
that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

»  Application must identify the following:

9. Pharmaceutical product for which licence
is sought.

10. Quantity to be manufactured.

11. Patents protecting the product.

12.  Country to which it will be exported.

13. The identity of the purchaser.

> Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

> When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

System already simple as possible and
would work "if there were any occasion to
use it". Granting of compulsory licence is
automatic [except for health and safety
regulatory requirements] and amounts to
nothing more than simple formalities and
submission of paperwork. Any further
streamlining of application process
would amount to further encroachment
upon patentees' rights, and
"compensating measures would need
to be put in place.”

Views of Generic Pharmaceuticals,
NGOs and Others

“The time for negotiating a voluntary licence
from the patentee(s) should be capped at no
more than 15 days.

The Patent Act should be amended so that
need to first seeking voluntary licence is waived
when importing country is (1)facing national
emergency or other circumstances of extreme
urgency, oris (2) importing product for public
non-commercial use, or has (3) authorized the
import under compulsory licence as a remedy
for practices by the patentee(s) that have been
determined by judicial or administrative process
in the importing country to be anti-competitive.

The Patent Act should be amended so that
advance disclosure of the name of the country
to which the product will be exported is not
required. Instead, it should simply be required,
as a condition of the licence, whether issued
voluntarily or compulsorily, that the generic
manufacture will pay the applicable royalty as
determined by the existing CAMR formula. “

From Canadian HIV/Aids Legal Network at:

Hitp:ffcamr-rean.ne-sc.gc.ca/raview-raviser


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

APPLICATION PROCESS continued (4)

>

10.
11.
12.
13.

CAMR specifies that generic makers first
apply for a voluntary licence (VL).

CAMR requires a generic manufacturer to
include in the application, declaration

that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

Application must identify the following:

Pharmaceutical product for which licence
is sought.

Quantity to be manufactured.

Patents protecting the product.

Country to which it will be exported.

The identity of the purchaser.

Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

U OF T LAW FACULTY:

Procurement should be based on competitive
procurement methods not direct negotiation [as
per WTO'’s Interagency Guidelines, accepted by
the Global Fund]. Countries like Ghana don't
have time to learn multiple sets of national
pharmaceutical laws if forced to seek out
generic companies.

Requiring buyer to be specified is cumbersome
and potentially ruinous to the licence should
person or entity change.

Realities of pharmaceutical procurement in
developing countries are not reflected in CAMRs
envisioned generic/importer bilateral
agreement. System fails to recognize the huge
role of NGOs and other agencies [eg.
International Dispensary Association] as
sources of affordable drugs.

Accurate prediction of needed quantities of
drugs is extremely tricky , increases risk of
interruption in supply of product which must be
delivered reliably, continuously in order not to
fail. “Treatment interruption can result in
development of resistance...and possible
central nervous system damage.”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf

CAMR Provisions

APPLICATION PROCESS continued (5)

>

10.
11.
12.
13.

CAMR specifies that generic makers first
apply for a voluntary licence (VL).

CAMR requires a generic manufacturer to
include in the application, declaration

that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

Application must identify the following:

Pharmaceutical product for which licence
is sought.

Quantity to be manufactured.

Patents protecting the product.

Country to which it will be exported.

The identity of the purchaser.

Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

Article 31(b) of TRIPS provides exceptions
where the requirement to negotiate with the
patent holder may be waived: “national
emergency, or other circumstances of extreme
urgency of in cases of public non-commercial
use” or to remedy patentee’s anti-competitive
behaviour. CAMR fails to give force to these
aspects of TRIPS, and in so doing “imposes
legal obligations on industry and developing
countries that exceed what is required by the
WTO and is more restrictive than the equivalent
legislation in every other country except Korea”.

If CAMR allowed for national
emergency/circumstances of extreme urgency,
Ghana could already be importing through
CAMR, since its 3.1% infection rate is an
epidemic by UNAIDS/WHO standards. Further
it is up to each country to determine what is an
emergency/extreme circumstance, and there is
no accepted standard as to what qualifies as
such [article 5[c] of Doha confers the right of
such determination on each member state]

The WTO waiver specifically says that
an effort to negotiate a voluntary
licence is not required in cases of
public non-commercial use. Following
WTO rules, where the importing
country wants to import the drug to
address a national emergency or
similar circumstance, or for public
non-commercial use, there should be
no requirement that the generic
manufacturer try to negotiate a
voluntary licence. [Oxfam}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_oxfam_22_e.pdf

CAMR Provisions

APPLICATION PROCESS continued (6)

> CAMR specifies that generic makers first
apply for a voluntary licence (VL).

> CAMR requires a generic manufacturer to
include in the application, declaration
that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

»  Application must identify the following:

9. Pharmaceutical product for which licence
is sought.

10. Quantity to be manufactured.

11. Patents protecting the product.

12.  Country to which it will be exported.

13. The identity of the purchaser.

> Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

> When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

FROM U OF T FACULTY OF PHARMACY:

“MSF-Apotex case clearly demonstrates what a
lengthy complex and expensive process is the
preliminary voluntary licence negotiation. The
intent of the Decision is that if an eligible
importing member seeks drugs under the
system, a rapid response is important and
consistent with the Decision (see preamble).
Any conflict with normal exploitation of a patent,
if consistent with that objective, cannot be
unreasonable. The eligible importing member or
its citizens are third parties with legitimate

interests.

Nothing in the Decision requires the exporting
country to evaluate the legal and regulatory
status of purchasers in the importing country. It
is impractical and pointless to attempt to do so,
and merely creates delays.

“Clarification is needed re: what constitutes
reasonable terms when seeking negotiations
with patentees. Lack of clarity allows patent
holder to delay the negotiation process,
effectively deterring generics from engaging in
the process. A climate of uncertainty is not
conducive to fostering risk-taking

and investment in the generics market.”
{McGill Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut_pharm_07_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf

CAMR Provisions

APPLICATION PROCESS continued (7)

> CAMR specifies that generic makers first
apply for a voluntary licence (VL).

> CAMR requires a generic manufacturer to
include in the application, declaration
that it sought and failed to obtain, a
voluntary licence from the patentee.
Must be dated at least 30 days prior to the
date when declaration is submitted.
Declaration may be submitted at any point
in the process {eg., during Health
Canada’s Review}

»  Application must identify the following:

9. Pharmaceutical product for which licence
is sought.

10. Quantity to be manufactured.

11. Patents protecting the product.

12.  Country to which it will be exported.

13. The identity of the purchaser.

> Application must include a copy of
importing country’s notification provided to
WTO or the Government of Canada, as
the case may be. {footnote 25}

> When Application requirements = Met
AND Minister of Health confirms
successful completion of Health Canada’s
review, THEN the Commissioner must
grant the applicant a compulsory
licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

CANADIAN GENERIC PHARMACEUTICAL
ASSOCIATION:

“CGPA disagrees that the request for a
voluntary license is required by 31(b) of TRIPS,
as asserted in the Consultation Paper. Article
31(b) can be waived in cases of in
circumstances of extreme urgency or in cases
of public non-commercial use. A compulsory
license under the system is granted by an
exporting member such as Canada to permit
public non- commercial use, therefore
s.31(b) does not apply. This is made clear by
the Chairman’s statement that the purpose
of the compulsory license system is to
“protect public health”, not to pursue
“commercial policy objectives”. Furthermore,
the purpose of the Decision is to address a

worldwide crisis of extreme urgency.”

“Streamline or eliminate the requirement
to
negotiate with the patentee before
seeking a
compulsory license (s. 21.04(3)(c)(i) and
(ii)): This provision allows patentee
companies to delay by disputing details of the
application, and demanding further information.
This unclear and unnecessary requirement has
proved insurmountable for the Apotex licence
application referred to above. No such provision
is required under the Decision or TRIPS.”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_cgpa_01_e.pdf

Research Core Facts

Views of Generic Pharmaceuticals,
NGOs and Others

Views of Research-Based

CAMR Provisions .
Pharmaceuticals

DURATION OF THE LICENCE

> In order to comply with the TRIPS MCGILL LAW FACULTY:
requirements regarding scope and

duration of compulsory licences, CAMR

Compulsory licences should be granted
indefinitely and countries should not be

limited to fixed quantities- these are too One-time renewal only allows for completion

limits the validity period of a compulsory
licence to 2 years.

If a licencee [generic manufacturer] is
unable to ship all product within the 2 year
period, the licence may be renewed for an
additional 2 years.

Renewal Process:

Licencee submits documentation to the
Commissioner certifying the existence of
undelivered product, and assurance that it
has complied with terms and conditions of
licence.

difficult to estimate and, if incorrect, could
disrupt the supply of essential medicines
(Gilead)

2-year limit does not impede use of the
CAMR system. CAMR effectively permits
a licence duration of 4 years - if any of the
original quantity remains unexported when
the licence period ends.

Re-application is possible at any time.

It's already “simple enough” - just provide
the same requisite information, go through
voluntary licencing process again, submit
paperwork. Health regulatory approval
was already sought and obtained on
previous licence.

of delivery of amount of product in the
original contract. “Further production in
response to changing conditions must be
negotiated in new contracts”. Compulsory
licence should “run the remaining length of
the relevant patent.”

This would:

(a) Encourage generic producers to
participate in CAMR, [at no detriment to
patentee’s rights which still enjoy protection
of royalty schemes and restricted
manufacturers’ profits] . Enable potential
purchasers to manage their own health
needs.

(b) Implement a license renewal process
that is fast and easy, and increase license
duration.


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

DURATION OF THE LICENCE (2)

> In order to comply with the TRIPS
requirements regarding scope and
duration of compulsory licences, CAMR
limits the validity period of a compulsory
licence to 2 years.

> If a licencee [generic manufacturer] is

unable to ship all product within the 2 year
period, the licence may be renewed for an

additional 2 years.
> Renewal Process:

Licencee submits documentation to the

Commissioner certifying the existence of
undelivered product, and assurance that it
has complied with terms and conditions of

licence.

Research Core Facts

Views of Research-Based
Pharmaceuticals

This should be tied to the intent

and requirement to prevent diversion.

If so, licences could be extended to 5
Years, with a review at 24 months to ensure
system is not being abused. {Eli Lilly}

Views of Generic Pharmaceuticals,
NGOs and Others

The 2-year limit serves as a disincentive to

generic manufacturers- unnecessary and
unsustainable in a dynamic world. (MSF)

Remove the time limit on licences
(GTAG)

Section 21.09 of the Patent Act should be
repealed and should be replaced with a
section that makes clear that, unless
revoked on other grounds set out in the
legislation, a compulsory licence is valid so
long as the product in question remains
under patent or patents in Canada.
{CHALN}

Issuing compulsory licences is a long-term affair,
decision to limit to 2 years was neither
necessary nor appropriate. 2-year term further
“prevents generic manufacturers from exploiting
economies of scale” that would lower drug costs
for recipient countries. It casts doubt for
potential buyers on the long-term “sustainability
of supplies”. 2-year terms also make generic
participation “completely uneconomic” — after
they produce relevant compounds, create fixed-
dose combinations, acquire Health Canada
approval, then the time left in patent term is
insufficient to allow generic to recoup
investment. {McGill Law Faculty}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_eli_27_e.pdf

CAMR Provisions

ROYALTIES

>

CAMR fulfills WTO waiver requirement
that “adequate remuneration” be paid to
patentee on a case-by-case basis. CAMR
also satisfies TRIPS requirement that
remuneration, or royalties, “be reviewable
judicially or independently by a distinct
higher authority”.

CAMR establishes a formula for
calculation of payment of remuneration
{royalty} by the licencee to the patent
holder {ie. Importing country pays royalty
to Research-Based Pharmaceutical}

!

(Monetary value of contract) X (fluctuating
value based on importing country’s
standing on UN Human Development
Index) = remuneration/royalty paid.

\)

Lowest country on index pays royalty of ~
0.02%, highest on index pays royalty of ~
3.5% [of the supply contract value]

CAMR allows patentees to apply to
Federal Court for higher royalty
[for specifics see GOOD FAITH CLAUSE]

Research Core Facts

Views of Research-Based
Pharmaceuticals

Maximum royalty is calculated on a non-
commercial basis.

Without any participation to date in CAMR,
"there is absolutely no evidence that the
levels of remuneration or any other
requirement of CAMR is responsible for
lack of uptake.”

At 2% it is doubtful this would be seen as a
barrier. {Eli Lilly}

Views of Generic Pharmaceuticals,
NGOs and Others

On any drug, grant a single, open-ended licence
to generic manufacturers but require them to
pay a royalty to the patent-holder (GTAG)

Repeal s. 21.17 altogether, which deals
with allowable prices for the
Pharmaceuticals. {McGill}


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_eli_27_e.pdf

CAMR Provisions

THE GOOD FAITH CLAUSE

> CAMR recognizes the WTO General
Council stipulation {known as the General
Council Chairperson’s statement} that the
WTO waiver must be used :

“in good faith in order to deal with public
health problems and not for commercial
policy objectives.”

> CAMR therefore allows a patentee to mount a
court challenge if the licence is believed to be
“‘commercial in nature”.

> When can a patentee challenge?

They must establish that the average price of
the drug is at least 25% of the average price
of the same patented , non-generic medicine,
on the Canadian market. If this is the case,
Court must consider the merits of the
patentee’s application.

> Application will be dismissed if the licencee
proves drug price to be less
than (Production Cost + 15%)

> Termination order may be accompanied by
either (1) an order to return any remaining
product OR (2) an order to export remaining
product [with consent of patentee].

If patentee prevails, court can terminate licence, or
allow continuation of licence, conditional on
receipt of compensation from licencee for the
commercial use of the patent.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Since undermining Intellectual
Property (IP) rights creates a
Powerful disincentive

to future innovation, the
CAMR review must carefully
consider whether any
additional measures aimed at
enhancing access to medicines
at the expense of IP rights will
have serious unintended
consequences for essential
research and development
activities in Canada and other
nations. {Pfizer}

Views of Generic Pharmaceuticals,
NGOs and Others

KEVIN OUTTERSON:

Associate Professor of Law

B.S., Northwestern University

J.D., Northwestern University

University of Reading, Rotary Scholar

LL.M., University of Cambridge

Interests: global pharmaceutical markets and
health disparities

“Collection of IP royalties from low income
populations is not important for global

disease innovation. These drugs could be
provided generically to the poorest without
undermining optimal innovation. The deaths

of less than 17,000 women per year in

wealthy countries offered sufficient financial
rewards to prompt both Merck and Glaxo
SmithKline to spend hundreds of millions of
dollars to bring HPV (Human Papilloma Virus)
vaccines to market. The deaths of more than
222,000 poor women per year may have provided
moral, scientific or humanitarian incentives to
create HPV vaccines, but the potential financial
rewards were modest, since these women can’t
afford an expensive vaccine.” (Outterson
2006b).

“Outterson argues that (1) a system dependent
on voluntary differential pricing to deliver
affordable drugs to poor populations is likely to
fail and (2) the vast majority of pharmaceutical
innovation takes place in a handful of countries,
thus making it nonrival. Furthermore, he asserts
that pharmaceutical arbitrage will not harm
innovative pharmaceutical companies because
the market is supra-optimal and challenges
those who oppose this view to support their
claims with transparency and allow the public
domain to evaluate pricing and production costs.”


http://www.who.int/intellectualproperty/submissions/KevinOutterson2February.pdf
http://www.nyulawglobal.org/globalex/TRIPS_Compulsory_Licensing.htm
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_pfizer_15_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

THE GOOD FAITH CLAUSE (2)

> CAMR recognizes the WTO General
Council stipulation {known as the General
Council Chairperson’s statement} that the
WTO waiver must be used :

“in good faith in order to deal with public
health problems and not for commercial
policy objectives.”

> CAMR therefore allows a patentee to mount a
court challenge if the licence is believed to be
“‘commercial in nature”.

> When can a patentee challenge?

They must establish that the average price of
the drug is at least 25% of the average price
of the same patented, non-generic medicine,
on the Canadian market. If this is the case,
Court must consider the merits of the
patentee’s application.

> Application will be dismissed if the licencee
proves drug price to be less
than (Production Cost + 15%)

> Termination order may be accompanied by
either (1) an order to return any remaining
product OR (2) an order to export remaining
product [with consent of patentee].

If patentee prevails, court can terminate licence, or
allow continuation of licence, conditional on
receipt of compensation from licencee for the
commercial use of the patent.

Research Core Facts

Views of Research-Based
Pharmaceuticals

The clause is necessary as a safeguard
against abuse of the regime and must be
maintained as an essential element of the
system.

Views of Generic Pharmaceuticals,
NGOs and Others

Eliminate the requirement to promise that the
imported product will not be used for
“‘commercial purposes”, as this may
unnecessarily limit distribution of the product
within the importing country through private
channels. {CHALN}

Hitp/camr-ream. He-se.go.calraview-ravisar/cams._r

S§21.17: ‘invites litigation and discourages generic

producers from even engaging in the CAMR system”

Production costs allowed do not factor in cost of developing

high-quality generic and legal risk of using CAMR.

“Allow competition and promote efficient manufacturing

practices [to keep prices low]” NO OTHER COUNTRY
HAS

IMPOSED A SIMILAR RESTRICTION

CAMR leaves generics open to litigation on 3
fronts. European Parliament has shown that
“good faith provisions can be met while
discouraging litigation against generic
manufacturers” (EC) No.816/2006 see articles
10-17. Canada should remove litigation
sections. {McGill Law Faculty}

Recommendation: Remove provisions
requiring explicit recognition of non-
commercial objectives including the limits
and liability on product price.

CAMR needs to “provide better commercial
incentives ....to meet its policy objectives”

The generic industry should not be made to
“morph into a non-profit agency” through
the application of CAMR. What is needed
are “clear commercial incentives for the
generic companies so they will want to
compete for business pursuant to this law.”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_icad_24_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut_pharm_07_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

QUANTITIES EXPORTED UNDER LICENCE

>

As per WTO waiver conditions described
under NOTIFICATION, eligible importers
must notify the WTO of the name and

expected quantity of drug to be imported.

CAMR requires that :

“that the quantity of product
authorized to be manufactured and
exported under compulsory licence not
exceed the lesser of either the quantity
set out in the manufacturer’s licence
application, or the quantity indicated in
the importing country’s notification to
the WTO or to the Government of
Canada.”

This ADDS AN ADDITIONAL
requirement to what is set out in the
WTO waiver. Intellectual Property
scholar Carlos Correa has written:

“The obligation to specify the expected
quantity only applies to the notification. It
does not refer to the specific terms of the
compulsory licence. The compulsory
licence issued in the importing country is
not required to establish a determined
quantity.”

Research Core Facts

Views of Research-Based
Pharmaceuticals

Countries should not be limited to fixed
quantities- these are too difficult to
estimate and, if incorrect, could disrupt
the supply of essential medicines
(Gilead)

Having a limit is anti-diversionary,since
countries specify the quantity needed, and
the generic manufacturer can only make
that much drug per licence, and must
ascertain the accuracy of the stated need.
(R&D)

Views of Generic Pharmaceuticals,
NGOs and Others

“Oxfam Canada concurs with our colleagues
in the Global Treatment Access Group that
the single most important step to make
the CAMR effective is to provide for
licences which are not limited to a

single-drug order for a single country.

Single-issue licences which cover all

amounts of a given medical product for all

eligible countries for the length of the
remaining patent would encourage
manufacturers to invest in producing a
generic version based on potential future
sales. Allowing NGOs, private foundations
like the Clinton Foundation and multi-lateral
initiatives such as UNITAID to purchase
medicines from such a single-issue
compulsory licence would constitute a

further incentive to encourage production of

generic medicines and increase economies
of scale.”

Maximum quantity provisions serve as

disincentives to generic manufacturers-
unnecessary and unsustainable in a
dynamic world. {MSF}


http://www.who.int/entity/medicines/areas/policy/WTO_DOHA_DecisionPara6final.pdf
http://www.who.int/entity/medicines/areas/policy/WTO_DOHA_DecisionPara6final.pdf
http://www.who.int/entity/medicines/areas/policy/WTO_DOHA_DecisionPara6final.pdf
http://www.who.int/entity/medicines/areas/policy/WTO_DOHA_DecisionPara6final.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_oxfam_22_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

QUANTITIES EXPORTED UNDER LICENCE

(2)

>

As per WTO waiver conditions described
under NOTIFICATION, eligible importers
must notify the WTO of the name and
quantity of drug to be imported.

CAMR gives force to these provisions by
requiring :

“that the quantity of product
authorized to be manufactured and
exported under compulsory licence not
exceed the lesser of either the quantity
set out in the manufacturer’s licence
application, or the quantity indicated in
the importing country’s notification to
the WTO or to the Government of
Canada.”

This ADDS AN ADDITIONAL
requirement to what is set out in the
WTO waiver. Intellectual Property
scholar Carlos Correa has written:

“The obligation to specify the expected
quantity only applies to the notification. It
does not refer to the specific terms of the
compulsory licence. The compulsory
licence issued in the importing country is
not required to establish a determined
quantity.”

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

U OF T FACULTY OF PHARMACY:

Limit on quantity is a disincentive to both
NGOs and developing countries. Task of
determining specific drug quantities is
potentially “daunting”.

Recommendation: Lift limits on
authorized quantity and allow
commissioner to assess on a case-by-
case basis, keeping in mind that a
country’s drug needs are dynamic.”

Fixed quantities inhibit flexible and effective
adaptation to dynamic market needs in
developing countries. When quantity needs
upward revision, application process is back
to square one. Also generics shouldn’t be
hampered by single product, single country,
order-by-order basis. Ability to produce
large bulk orders free from strict controls is
essential to viable investments. Nor are
such limits required by WTO.


http://www.who.int/entity/medicines/areas/policy/WTO_DOHA_DecisionPara6final.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut_pharm_07_e.pdf

CAMR Provisions

ANTI-DIVERSION MEASURES

> CAMR gives force to WTO waiver
requirements aimed at averting illegal
diversion of generic medicines. Products
are to be distinguishable according to a
number of criteria. The route they travel
while in transit to the importing
country must be well documented. This
information must be accessible via a
website maintained by the licencee
[generic manufacturer].

l

> Products produced under compulsory
licence are to be distinguishable through
special packaging and/or special
colouring/ shaping which is both
“feasible” and doesn't significantly impact
price.

CAMR does this by requiring:

1. Product bears the mark XCL
{solid oral dosage forms}

2. Be of a significantly different colour
from patented version sold in Canada

3. All labelling must contain information
distinguishing product from patented
version sold on Canadian market.

> Product is issued an export tracking
number through Health Canada, which
must appear on product label.

Research Core Facts

Views of Research-Based
Pharmaceuticals

Key to any access regime are measures to
ensure that patients are not exposed to
counterfeit versions of life saving drugs. To
that end, Canada must continue to preserve
anti-diversion measures for the pharmaceutical
supply chain.

Safeguards to prevent diversion are rather weak
and should include specific labelling relating to
the country of export. Current regulations are
minimal and represent a baseline standard.

This is not too burdensome. Re: “national
emergency/circumstance of extreme urgency
..... it is a declaration in no particular form.”

“It is virtually impossible to stop diversion once a
product has left Canada's borders. Existing
measures could be improved upon”. [not
specified]

An audit of records to ensure the integrity of the
regime is recommended.

This problem is difficult to address; some form
of oversight by the Canadian government is
required and necessary. (Gilead)

Views of Generic Pharmaceuticals,
NGOs and Others

“One important ancillary advantage of
generic pricing is the virtual
elimination of the incentive to
counterfeit drugs in low- and medium-
income countries: with artificial price
discrimination stripped away, the vast
majority of the economic incentive to
create a counterfeit disappears.”

The government should take all
reasonable steps to ensure that medicines
originating from Canadian sources not be
diverted from their intended consignee
(Health Partners International of Canada)

Such conditions may deter importing
countries from declaring their intent to use
the waiver and it opens them up to
pressure from countries whose policies
and practice it is to discourage the
granting of compulsory licences.

(MSF)


http://www.who.int/intellectualproperty/submissions/KevinOutterson2February.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_hpi_04_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_msf_11_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_gilead_02_e.pdf

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,

AMR Provisi
(o] rovisions NGOs and Others

ANTI-DIVERSION MEASURES continued (2)
The safeguards are more than adequate

FROM R&D at: and the requirement to maintain a website is

WEBSITE must be established by the
generic manufacturer clearly displaying:

name of product

distinguishing characteristics [listed
above]

identity of importing country

amount to be manufactured and sold
for export

information identifying every known
party handling product during transit
from Canada to importing country

No later than 15 days prior to exporting
product, licencee [generic manufacturer]
must provide a notice re: quantity to be
exported and identity of every known party
handling product during transit to:

patentee
importing country
purchaser

Requirement not to use product for
"commercial" purposes is consistent with
the intention of the Doha Decision.

These measures are set out in Article 4 of
the General Council Decision.

Article 4 cannot be construed as unduly
burdensome because its requirements are
geared to the ability of the applicant
country to put in place the appropriate
measures "within their means,
proportionate to their administrative
capacities, and to the risk of trade
diversion, to prevent re-exportation of the
products.”

onerous, especially for small manufacturers.
One central website within Health Canada
would be an alternative. (Apotex )

The evidence suggests otherwise: “Prior to
India bringing its legislation into
compliance with TRIPS, it produced and
exported massive quantities of generic
drugs to countries in need. Yet, the flow of
diverted drugs to the black markets of
developed nations has not been significant
S0 as to cause the price of patented drugs
to fall in those nations.”
{U of T Law Faculty}

While diversion, theft and arbitrage from
low-income to high-income markets is a
potential threat, companies and
governments possess many tools to
block pharmaceutical arbitrage, and
empirical evidence of significant
dysfunctional arbitrage is limited.
(Outterson 2005a)


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_apotex_18_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut.stu_05_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_report_rapport_e.html
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_report_rapport_e.html
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

CAMR Provisions

ANTI-DIVERSION MEASURES continued (3)

CAMR gives force to WTO waiver requirements
aimed at averting illegal diversion of
generic medicines. (see 2 previous slides)

Research Core Facts

Views of Research-Based
Pharmaceuticals

“It is not within patentees’ power to
ensure against the diversion of products
manufactured and delivered by generic
companies under CAMR.”

The Global Corruption Report 2006 cites
several sources of corruption in the
pharmaceutical supply chain. From
procurement, to distribution, to counterfeit
medicines, each provides an opportunity
for unscrupulous individuals to tamper
with or divert therapeutic products
intended for humanitarian purposes.

The Report states that procurement
transactions are often poorly documented
and processed, which makes them a far
easier target for supply chain corruption
than in other sectors.

{Pfizer}

Views of Generic Pharmaceuticals,
NGOs and Others

CANADIAN GENERIC PHARMACEUTICAL ASSN:

“Pharmaceutical patentee companies are

large multinational companies, to whom
litigation is not unfamiliar. If product
produced under CAMR is diverted to a
country where it should not be,
patentees are capable of taking whatever
measures may be appropriate in the
courts in that country

Canada’s measures are unnecessary. Anti-
diversion remedies are the responsibility of
the importing country, under the Decision,
paragraph 4.”

“Canada’s obligation, like that of any
other country, is to ensure that it has in
place “effective legal means to prevent
the importation into, and sale in” its own
territory of products produced under the
system (Decision, paragraph 5). Canada
already has such legal means available
under the Patent Act.

The Decision does not impose an
obligation on an exporting country such
as Canada to police or prevent diversion
of exported pharmaceutical products in
other countries, because it is impractical
to do so, and will lead to delays.”


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_cgpa_01_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_pfizer_15_e.pdf

CAMR Provisions

ANTI-DIVERSION MEASURES continued (4)

CAMR gives force to WTO waiver
requirements aimed at averting illegal
diversion of generic medicines. (see 2
previous slides)

Research Core Facts

Views of Research-Based
Pharmaceuticals

Views of Generic Pharmaceuticals,
NGOs and Others

U of T Faculty of Pharmacy

European Commission Council Regulation
(EC)953/2003 was enacted to “prevent
re-importation of differentially priced
products in EU member markets.”

McGill Law Faculty

Canada should “support the development of effective
domestic anti-diversionary measures”

Strong cross-border cooperation is necessary to
give appropriate attention to the valid concerns
regarding diversion [back-flow] of products from
importing countries to developed countries,
including Canada.


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_ut_pharm_07_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf http:/camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf

CAMR Provisions

TERMINATION OF LICENCE

> CAMR allows patentee to apply to Federal
Court to terminate a compulsory licence.
Patentee can apply if it can establish any
of the following:

Application contained materially incorrect
information

Licencee failed to comply with required
anti-diversionary measures

Licencee has failed to pay royalties

Product was re-exported in a manner
contrary to the WTO waiver

One of the prescribed terms of the licence
has not been respected.

Research Core Facts

Views of Research-Based
Pharmaceuticals

FROM R&D at:

Termination rules are fair, necessary, and
an integral feature of the regime, which
exists in order to ensure "that patients get
the products destined for them.”

These grounds are clear, no changes
needed to make provisions "less stringent”.
Provision re: product exported to country
other than importing country [with
knowledge of licence holder] presents a
"very high evidentiary standard" - as such
this represents a strong concern.

If a licence is terminated because a product
is diverted, the same company can turn
around and re-apply for the country named
in the original licence; also, the same
company can apply to use CAMR to export
to a different country. Termination
provisions as such work against patentees
and do not deter misuse of system. Also: If
a patentee were to seek termination of a
licence, exportation could continue while
waiting for termination, and "no meaningful
damages or other compensation are
available to a patentee.”

Views of Generic Pharmaceuticals,
NGOs and Others

FROM MCGILL FACULTY OF LAW at:

The existence of potential for diversion is not the fault
of the licensing company, and “the real question
is how to allocate the cost of the unavoidable
diversion the occurs in the course of
distribution” If cost is borne by generic through
termination of license, those who need the
drugs are punished, and that is arguably absurd,
and inhumane. Governments of developed
nations should pursue “more effective border
control

mechanisms”.

Possibility of licence termination under 21.14 (f),
(9), (h), and (i) comprise significant deterence

for generics to use CAMR.

CAMR should be distinguishing between honest
mistakes and flagrant deceipt by licensing
company. 21.14 (f) (g) ,(h) , and (i) are all “counter
to the humanitarian goals of CAMR”.

(h) allows for termination when quantity authorized is

exceeded. CAMRs stated goal is to help developing

countries confront serious health problems,so surely

exporting more drug when that is what is needed
“lies

within the spirit of the program”.

(i) is “unduly restrictive and runs contrary to the
humanitarian goals” of CAMR. “Commercial
purposes” is a vague term which could preclude
countries with inadequate public infrastructures from
engaging private actors in the delivery of drugs.

Amend s. 21.14, the circumstances in which a
patent-holder can apply to terminate a license, to
make the license less brittle.


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_mcgill_20_e.pdf
http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_rxd_13_e.pdf

Research Core Facts

_ Views of Research-Based Views of Generic Pharmaceuticals,
CAMR Provisions Pharmaceuticals NGOs and Others

TERMINATION OF LICENCE (2)

FROM CANADIAN GENERIC

CAMR allows patentee to apply to Federal
Court to terminate a compulsory licence.
Patentee can apply if it can establish any
of the following:

Application contained materially incorrect
information

Licencee failed to comply with required
anti-diversionary measures

Licencee has failed to pay royalties

Product was re-exported in a manner
contrary to the WTO waiver

One of the prescribed terms of the licence
has not been respected.

PHARAMACEUTICAL
ASSOCIATION at:

“Eliminate patentee’s extra litigation
rights: CAMR gives the patentee three
separate, ambiguously worded rights to
litigate against the generic manufacturer
at various stages (ss. 21.08(4) and (5),
21.14, 21.17). These are unnecessary
and counterproductive. They are not
required under the Decision. The
patentee can pursue the existing
remedies under the Patent Act if it
wishes to argue the generic manufacturer
is not entitled to the protection of the
licence due to some alleged breach of the
licence”.


http://camr-rcam.hc-sc.gc.ca/review-reviser/camr_rcam_cgpa_01_e.pdf
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