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are writing in response to the goverik ent’s proposed # end ents to the

Patented Medicines (Notice of Compliance) Regulations §ghe NOC Regulations” or the

Regulations” and the Food and Drug Regulations as pu lished in the Canada Gazette
ofh ¢ 3 N er5 onDeCd e 2 .
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g are a coalition of Canadian conS% ers who are concerned a out the rising

cost of preScription drug products in Canada. The following groups aré% & ers of our

coalition Canadian Pensioners Concerned Incorporated National Union of Pu lic and

General B ployees Congress of Union Retirees of Canada Canadian Health Coalition

Consth ers’ Association of Canada Alliance of Seniors National Pensioners and Senior

Citizens Federation Incorporated and Ontario Society Qgoalition of Senior Citizens

Organizations.



) ﬁre su¥ itting C&Y ents on these proposed changes to the Regulations
affecting drug approvals in Canada ecause of the su stantial and



Recently federal and provincial govert¥ ent leaders% et to talk a out how to
ensure Canadians receive high quality¥ edical care. How can this goverik ent cla¥ to
e working toward ensuring that all Canadians have access to our healthcare syst® yet
at the S¥ eTh e keep in place an antiquated regulatory regk e that artificially increases
the costs of phak aceuticals?
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The NOC Regulations should e €T¥ inated in their entirety. In our view the
Regulations are not needed at all.

Patent laws exist to protect patentees. Only in the case of phal aceuticals are
patentees entitled to delay a proposed c& petitor fid entering the™ arket. The
Regulations provide rand n¥ e ¢& panies with an opportunity to prevent generic
c petition V¥ erely listing patents on the Patent Register and aui® atically enefiting
ffd  successive staggered 27¥ onth delays. No other category of patent holders has

een given such esxtraordinary*rights and the result of this extraordinary privilege to
rand n¥ e ¢& panies is contrary to the pu lic’s interest in having access to afforda le
¥ edicines.

__¢ are aware that in thé% ajority of cases the generic ¢& pany that has een
delayed ulfé ately wins the court attle and% ay e entitled to d¥ ages. However
rand n¥ e ¢& panies who enefit fik ~¥ proper delays never have to fully relinquish
all of the profits™ ade during the period of ¥ proper delay. Specifically Drug
Purchasers are never r&¥ ursed the additional™ oney paid for the higher cost product
during the period of unnecessary and unjustified delay.

Thus there is a uilt-in incentive for rand n¥ e ¢& panies to delay generic
approvals with disastrous consequences on the T% ely% arketing of afforda le generic
drugs.

For several years now we have een writing different levels of govertk ent to
express our concern with the NOC Regulations. For ei¥ ple in May 2.3 we
su itted an application for inquiry under section 9 of the Competition Act u&,ng the
C&™ issioner of C& petition to &Y ence an inquiry into patent evergreening and the
effect of evergreening on Drug Purchasers as well as provide ¢&Y ents on the
interpretation of the NOC Regulations and their ¥ pact on ¢& petition in phak aceutical
products. The C&™% issioner of C& petition had this to say a out the operation of the
NOC Regulations

...anty er of court decisions over the last several years regarding what
constitutes a relevant patent and the T e period during which such a
patent can e added [to the Patent Register] have s& ewhat altered the
alance contained in the NOC Regulations etween the C& peting
interests of the rand n¥ e pha® aceutical patent holders and generic
drug ¢& panies. Furthéd ore I note that there is no readV% echani® in
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the NOC Regulations for ¢& pensating conSth _ers affected vy delays in
the introduction of generic drugs there y creating a possi le incentive for

rand N¥ e pha® aceutical C& panies to strategically use the NOC
Regulations to'¥ properly delay generic drug entry.

Therefore fid a C¢& petition policy perspective in particular the
Goverh _enty ay wish to review the current regulatory process esta lished
y the NOC Regulations to ensure that an appropriate alance e

“%_aintained  etween protecting intellectual property rights and
encouraging a c¢& petitive supply of phal aceutical products for
consth ers. [& phasis added]

The R& anow C&™ ission which undertook a two-year ¢& prehensive review
of Canada’s healthcare sysid esxpressed a S¥ ilar concern a out the practice of rand
n¥ e eyergreening” of patents

% anufacturers of rand n¥ e drugs% ake variations to existing drugs in
order to extend their patent coverage. This delays the a ility of generic

“%_anufacturers to develop cheaper products for thé% arketplace and it is a
questiona le outc® e of Canada’s patent law ... Clearly if this is the
case the practice is not in the pu lic interest.l [& phasis added]

In our ¢& plaint to the C& petition Bureau we discussed two cases of
evergreening & eprazole and paroxetine. The accth ulated loss to Drug Purchasers
ffd expiry of the original patent on & eprazole on July € 999 to April 2 3
§alculated to the date of our su™¥ ission to the C& petition Buriaau was appro i a’e’y
$53°% illion. This loss continued t&% ount y appro¥¥ ately $5 2 per day or $3.5

- ilifon per week. Thus if a generic version of & eprazole had ® e#vaila Ie in early
22 §hich is when we understand the first generic applicant would have een approved
®for the esistence of patents on the Register the average™® ployer’s total drug enefit
cost would have dropped y .€% on& eprazole alone. To the est of our knowledge a
generic'® eprazole product vyets not availa le in Canada until June 2 0
In the case of parosetine Health Canada’s review of one generic su'¥ ission was
C& plete in Octo er 999. Between Octo er 3 999 and April 2 3 Drug
Purchasers likely incurrgd a loss in the¥ ount of appro}k ately $28% illjon.

Phad aceuticals are the fastest growing ¢& ponent of Canada’s healthcare
systd . cannot tolerate these kinds of losses any longer. These losses are
unnecessary espenditures and are @% ajor drain on Canada’s healthcare sysid .

Jé‘ﬁ is it that this govert¥ ent and others have taken so long to respond to
CE™ issiher R& anow’s ¢& prehensive report? has this goveit¥ ent proposed
changes that erely tinker with the esxisting sysi® hich is fund¥ entally flawed?

' The K& anow Report at 2.9.
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: has this goveit¥ ent allowed rand n¥ e phal aceutical ¢& panies to unfairly
profit on the acks of consth ers?

Frdx  the perspective of Canadian Drug Purchasers the NOC Regulations are the
worst possi le sysitd . The NOC Regulations are profoundly unfair to Drug Purchasers
who have orne and will apparently continue ear the cost of every single unjustified
2% onth delay™ andated under the NOC Regulations. In this sense the NOC
Rggulations have really een adopted on the ack of all Canadian Drug Purchasers.
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Consth ers are generally not aware of the effect of patents on the cost of

% edicines. support asic innovative research into new ¥ edicines. There is

trd endous 00;& er enefit ffd the discovery of new% edicines and we support a
patent syst® that protects and encourages true innovation.

However recently phal aceutical ¢& panies have expended tid endous
resources on what is effectivelyy arketing old wine in new ottles. This practice is est
S arized y U.S. President George _._"]E'Kush who in 2“2 said as follows

...S& e rand n¥ e drug¥ anufacturers% ay havé% anipulated the law to
delay the approval of c& peting generic drugs. en a drug patent is
a out to expire onc% ethod s& e C& panies use is 10 file a rand new
patent ased on a% inor feature such as the color of the pill ottle or a
specific ¢& ination of ingredients unrelated to the drug’s effectiveness.
In this way the rand n¥ e ¢& pany uysTh e through repeated delays
called auf® atic stays that freeze the status quo as the legal ¢& ple xities
are sorted out.

J;Miote that at the T% e of'¥ aking this stai ent President Bush announced a
sweeping Change to the drug patent laws effectively preventing ¢& panies fith
o taining% ultiple delays of approval of generic products.

Although the Canadian govert¥ ent is o viously aware of thé% anner in which
the U.S. syst® was changed it nevertheless chose to not follow the U.S. lead and
instead proposed changes which still encourage the o taining of unnecessary and
unjustified delays. This is acc® plished y allowing patents on% inor changes to
approved products to trigger additional pre-approval lawsuits. _%whave antd er of
concerns with the goveit¥ ent’s proposedd end ents.
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It appears to us that the goverfdk ent has only suggested changes to the rules
regarding which patents can e added to the Patent Register and when they can e added.
Tinkering with the Regulations will necessarily leave ro®% for the creation of additional
loopholes and further delays.
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For ei® ple rand n¥ e ¢& panies will still e a le to Tk e the issuance and
listing of patents in order to delay entry of generic products. This could e done through
staggering patent applications §gnd even tinkering with the pa}¥ ent of fees to the Patent
Office to allow listing with suppI& ental su™% issions o taining and listing frivolous
patents o taining and listing overlapping use patents and o taining and listing patents on
different fo% s of the S& €% edicine. INY ost cases as has een the case under the
current Regulations such patents will not clak¥ anything genuinely new and are S¥ ply
the equivalent to packaging old wine in new ottles.

In addition approval of generic drugs will continue to e delayed y ugse” patents

that are entirely irrelevant to the generic drug su™% ission. In our view a rand n¥ e

C¢& pany should not e pé¥ itted to prevent C& petition for a drug product ecause it has

developed a new use for an old product. For ei# ple Canadian consté ers should not e

deprived of access to afforda le aspirin for use in the tred¥ ent of headacheS% erely
ecause it has een discovered that aspirin is also an effective lood thinner.

The "% ended Regulations as currently drafted provide a nt¥ er of o vious
opportunities for continued delay in the approval of lower cost drugs. Put S¥ ply this is
unaccepta le.

An easy way to stop unnecessary delays is to Sk plify the syst® . Early access to
afforda 1€% edicine ought to e the fund® ental consideration ©ie he tosed® eyegntl consideratiohs ty ¢



Canadians with™¥ proved access to non-patented prescription drugs.2
[& phasis added]

In our view the goverthk ent’s att® pt to i edy the pro T& s associated with the
current operations of the NOC Regulations will not ensure an appropriate alance.
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note that the NOC Regulations contain a d% ages provision for generic
c& panies'who successfully defend a suit rought ythe rand n% e c& pany under the
NOC Regulations. The generic is entitled to recover its lost profits for the period of Tk e
itSY arket entry was inappropriately delayed. =—_¢ understand however that this d% ages
provision is ¢& pletely ineffective and that no‘%neric has yet een awarded d¥ ages
despite clear situations of unnecessary and unjustified delay.

In any event we understand that the rand n% e ¢& pany’s profits earned during
the exclusive arketing of its product are always greater than generic profits and in
every case the rand n¥ e ¢& pany’s profits earned during the™¥ propet™ arket delay
will e greater than the d& ages suffered y the generic ¢& pany.

Thus there is always a windfall to the rand n¥% e ¢& pany which corresponds
directly to a loss orne directly y Drug Purchasers who have paid higher prices when a
lower-cost product should have een availa le.

Under the current reg¥ e and the proposed®d end ents we have no legal 1& edy
3 .
to recover our losses.” Every dollar not spent y Drug Purchasers on increased drug costs
iSY oney otherwise availa le for our healthcare sysid .

In our view if the goverthk ent provided a sysi®% that c& pensated everyone
there would e less incentive for rand n¥ e ¢& panies to engineer delays in approval of
lower cost generic products.

» tf‘o'se“A eny en s s'hje‘ o.o.‘fn‘ ¢ e Ia s (“ ad % ¢ ecan )

As set out a ove in our view the goveri¥ ent’s proposed regulatory’® end ents
to the NOC Regulations fail to properly address the pro T8 of patent evergreening and
will still allow unnecessary delays. This is particularly trou ling in light of the
govertk ent’s proposedd end ents regarding Data Protection which will result in even
longer delays in the% arket entry of generic drugs.

2 The Romanow Report at 208.

3 We are advised by legal counsel that we would not be successful in obtaining our damages through a class
action alleging anticompetitive behaviour as Canadian courts have not allowed these cases to proceed, see
for example: Chadha v. Bayer Inc. 200 D.L.R. (4th) 309, at para. 41.



C&™ issioner R& anow the C&™ issioner of C& petition President Bush and
the U.S. Congress have all ¥ ong others called for an end to evergreening. In contrast
there has een no pu lic de ate in Canada a out data protection. Despite this the
govertk ent is proposing to lengthen the e xclusivity period of rand & panies fid five
to eight years. _c‘;yunderstand that i any cases this will delay the entry of lower cost
generic drugs at a cOst of hundreds of% illions of dollars per year.

This™ casure sé® s to counter the intent of the goverfk ent in stopping
unnecessary and unjustified delays in thé% arket entry of safe and effective lower cost
drug products.

Jé”da and that the govert¥ ent¥ aintain Data Protection at five years as we
understand'ls the case under the current regulatory reg¥ e.
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) ﬂel‘?!are concerned a out the™¥ pact of the Regulations on the future of the
Canadian H&althcare sysi® and are angry that the goverfék ent has not tackled this issue
in any% eaningful way. Changes to the proposed regulatory packag€% ust €% ade.

: welcd e any opportunity to ¥ eet with you to discuss our c&™% ents
specifically’ or refod to the NOC Regulations generally.
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