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Do the Benefits of Parallel Drug Imports Outweigh the Costs?

Colombia's government in April

decided to allow the import of

drugs from countries where they

are available at a lower cost, a
WTO0-approved practice known as parallel
importation. The government says cheaper
medicines will save the national health
system $151 million annually, but the phar-
maceutical industry argues the savings
are pocketed largely by intermediaries,
and that parallel imports open up a slew of
safety concerns. Do the benefits of paral-
lel importation outweigh the costs? Do you
see more governments in the region adopt-
ing this practice? Do drug companies have
any recourse to counter the effects of par-
allel importation on their business, given
that the practice is allowed under interna-
tional intellectual property law?

Andrew Rudman, associate vice

president for Latin America at

PhRMA in Washington: "Parallel

imports of drugs from foreign
countries present real safety risks for
patients, and provide no guarantee of
lower costs. In Europe, it led to the intro-
duction of counterfeit medicines into the
legitimate supply chain. For example, three
medications were recalled in Britain in
2007. Also, 8.9 million counterfeit pharma-
ceuticals were seized in the European
Union in 2008, an increase of 118 percent
from 2007. Parallel imports are handled by
various independent actors, often with lit-
tle to no oversight, which can create safety
issues due to improper handling and stor-

Inside This Issue

age and facilitate the introduction of coun-
terfeits.  U.S. Food and Drug
Administration Commissioner Margaret
Hamburg recently noted that imported
drugs in the United States present 'genuine
safety concerns' because 'quality cannot be
assured.' Parallel importation is often iden-
tified as a way to reduce the cost of medi-
cines for patients, but the European experi-
ence demonstrates that this practice bene-
fits intermediaries rather than consumers.
According to a London School of
Economics study, profits from parallel

Continued on page 2

Poor Conditions in Haiti Put
Democracy at Risk: U.N. Envoy

The fragile democracy in Haiti could be
in jeopardy if living conditions do not
begin improving in the earthquake-rav-
aged nation, the United Nations' top
envoy to Haiti, Edmond Mulet, said
Wednesday. See story on page 2.

File Photo: United Nations.
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M POlitical News meeting brought together approximately

90 international delegations to discuss

Storm !Vlay Cost Central An_lerican housing, education, electricity and other
Countries $300 Mn to Rebuild United Nations Envoy: Haiti's projects. Two months ago, representatives
Authorities in Guatemala, El Democracy in Jeopardy After Quake

Salvador and Honduras released

preliminary estimates Wednesday of Haiti's fragile democracy could be threat-

the darmages caused by Tropical ened' if the lives of mlll'lon.s of ear.thquake So far, little of the aid
. . survivors do not begin improving, the
f;‘;rm Aglatha’lWhltC}}l{ kﬂle‘i{ a: ﬁea“ United Nations' top envoy to the impov- countries have pledged has
people earlier this week, the rish ribbean ntr ; ) ) ..
Associated Press reported. iVesdnejsdayfliril;Zea confecrce)gcet o}; Hasia‘lci'(i actually arrived in Haiti.
Guatemalan officials said they reconstruction, the Associated Press
would use $190 million in previous- reported. "The longer that the victims
ly allocated aid money for recon- continue living in precarious conditions,
struction efforts, while the the more they will have reason to be dis- of more than 140 nations pledged the
Honduran government estimated content," said Edmond Mulet, the  funds for the projects during a conference
$90 million in damages. El Guatemalan diplomat who heads the  in New York. Countries pledged to con-
U.N. Stabilization Mission in Haiti. "That  tribute a total of $9.9 billion over the next

Salvador's transportation minister
said reconstruction costs there could
reach $20 million.

discontent can be manipulated for politi- decade. However, little of the money has
cal ends." Wednesday's meeting, held in  actually arrived in Haiti, the Miami
the Dominican resort town of Punta

. . ; Correction

Garcia Taking Time to Decide Cana, is the first meeting of the commit-
Whether to Deport U.S. Woman tee headed by former U.S. President Bill Commentator Casey Reckman's title was
Pertvian President Alan Garcia said Clinton and Haitian Prime Minister Jean- misstated in Wednesday's Advisor. She is

i : _ Max Bellerive. The two leaders are over- director in the sovereign group at Fitch
Wednesday he will wait to dec.lde seeing a planned $5.3 billion in recon- Ratings in New York.
whether to allow the deportation of struction projects through 2011. The
a U.S. woman Who was relez‘ised last Featured O&A
week after serving 15 years in a Continued from page 1
Peruvian prison for aiding leftist
guerrillas, the Associated Press imports accrue mostly to third-parties  in Panama. Given the wide range of safe-
reported. Garcia said he would "take that buy and resell the medicines, not to  ty issues and lack of cost savings associ-
his time" in choosing whether to patients. Several of Colombia's neigh- ated with parallel importation,
commute the sentence of Lori bors including Argentina, Brazil, Peru, Colombia's new policy may jeopardize

the health of Colombian patients and in

Berenson, who is required to remain . . .
so doing ultimately increase the coun-

in Peru through 2015 under the

terms of her parole. ¢ Parallel imports are handled try's total healthcare costs.

Ecuador's Petroamazonas Inks by various independent Francisco Rossi, director of
Carbon Financing Agreement actors, often with little gl:goltgl:“?vlrla?t g:gi?;le? t;llel
Ecuadorean state oil firm to no oversight, which Colombian government
Petroamazonas has formed a part- . » declared a 'social emergency' in the
nership with Sweden's Tricorona in can create safety issues ... health sector. One of the arguments for
an effort to reduce greenhouse gas — Andrew Rudman the emergency was the excessive spend-
emissions and boost efficiency, the ing on exceptional-use drugs, which has
Swedish company said Wednesday. doubled each year since 2006. The
Under the agreement, Tricorona will Venezuela and Panama have document- Catholic Church and various non-
g ed problems with counterfeit medicines. ~ governmental organizations (Misién

Four years ago, counterfeit cold medicine ~ Salud, IFARMA and the Federacién
containing diethylene glycol, the main =~ Médica Colombiana) highlighted the
ingredient in antifreeze and traced to a  impact of intellectual property on drug
factory in China, killed over 100 people  costs, suggesting the use of compulsory

by 1 million metric tons annually.
The agreement involves
Petroamazonas' sale of carbon
bonds to Tricorona for as much as
$30 million, Reuters reported. Continued on page 4
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Herald reported. So far, Brazil is the only
country to have made good on its prom-
ise, sending $15 million for direct budget
support and $40 million for the Multi-
donor Trust Fund for projects. More than
1.5 million survivors of the Jan. 12 earth-
quake remain living under tarps and
tents. The massive earthquake is feared to
have killed more than 230,000 people. On
Tuesday, Clinton toured the Haitian city
of Leogane, which was hard-hit by the
quake, the AP reported. He said hurricane
season makes it more urgent that the
needy receive shelter. "We cannot let peo-
ple die for lack of safe shelters," he said.

Company News

Codelco May Sell Power Company
Stake for as Much as $800 Million

Chilean state-owned copper producer
Codelco may sell its stake in power com-
pany E.CL for between $600 and $800
million in order to pay for expansion
plans, the company's chief executive offi-

: cer, Diego Hernandez
told Bloomberg News
Wednesday. Codelco
has a 40 percent stake
in E.CL, formerly
known as Edelnor.
The power company
supplies electricity to
the mining region of
northern Chile.
Codelco, the world's
largest copper pro-
ducer, may sell the
stake within the next 18 months, said
Herndndez. Codelco could sell the stake
to Paris-based GDF Suez, which already
has a controlling interest in E.CL, or it
may sell shares on Santiago's stock
exchange. Codelco is planning $15 billion
in investments over the next five years.
The company's board will make a deci-
sion on selling the E.CL stake later this
year, Hernandez added. In April, Codelco
workers said they would oppose any plans
to sell the company's assets. Shares of
E.CL, which has a market value of $1.92
billion, leapt 4.3 percent Wednesday dur-
ing trading in Santiago. Shares of GDF
Suez declined 0.2 percent in Paris.

Hernandez

File Photo: University
of Chile.
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The Dialogue Continues

Do Microlenders Have Excessively High Interest Rates?

Microlending in recent years

has been hailed as an effec-

tive strategy for poverty

reduction. But some
microlenders have come under scrutiny
for charging high interest rates. An
April 13 article in The New York Times
said the average interest rate charged
by Mexican microlenders is approxi-
mately 70 percent, with rates surpass-
ing 100 percent in some cases. Why are
microlenders’ interest rates so high,
particularly in Mexico? How much
profit is too much when it comes at the
expense of the poor? Are microlenders
adequately policing themselves or must
governments toughen regulation so that
poor borrowers are not exploited?

Gina Harman, CEO of ACCION

USA: "Since we were founded

by ACCION International

almost two decades ago, the
U.S. ACCION Network has distributed
more than $260 million in loans to
microbusinesses across the United
States. While our experience is based on
microlending in the United States, our
business model and approach was based
on the decades of experience of
ACCION International. The interest
rates on our loans reflect our primary
mission: to put reasonably priced credit
in the hands of those who are locked out
of the traditional financial mainstream,
and to do so in a manner that assists the

Brazil's Gerdau Buying Out Shares
of Ameristeel for $1.77 Billion

Brazilian steelmaker Gerdau said
Wednesday that it will buy out U.S. unit
Gerdau Ameristeel Corp. for $1.7 billion,
Bloomberg News reported Wednesday.
Porto Alegre-based Gerdau plans to pay
$11 cash per share for the 33.7 percent of
Ameristeel that it does not already own,
Gerdau said in a filing. Shares of
Ameristeel rose as much as 57 percent
during trading Wednesday in New York.

business owner in increasing, not
depleting his or her assets. Like any
lending institution, those interest rates
can vary based on the various differ-
ences between our borrowers, including
the risks posed by the borrower's indus-
trial sector, broad variations in adminis-
tration costs often due to geographic
differences and the specific credit risk
profile of the borrower. We understand
public concern that microfinance insti-
tutions (MFIs) might be profiting from
the poor; however, we believe that this
concern could be more effectively and
accurately addressed by focusing on a
comparative analysis of the margins
earned by different MFIs rather than
focusing on absolute interest rates.
Margin analysis will shed light on the
profits industry actors make and will
clearly convey each actor's mission bias;
profits or social inclusion. To enable
comparison, greater transparency is
required. We suggest the creation of a
single, publicly-accessible database that
provides margin analysis for MFIs based
on agreed methodologies and metrics.
While participation in this database
would be voluntary, we believe social-
driven MFIs would welcome the oppor-
tunity to join."

Editor's note: The above is a continua-
tion of a Q&A published in the May 24
issue of the Advisor.

Gerdau's shares rose 2.6 percent in Sdo
Paulo. "They're offering a very attractive
premium and I would be surprised if
shareholders don't accept it," Pedro Galdi,
an analyst with SLW Corretora, told
Bloomberg News. Gerdau said the deal
will lead to cheaper funding for the U.S.
unit because of Gerdau's strong credit rat-
ings. Gerdau generated 31 percent of its
sales last year from North America. The
price Gerdau is paying represents "full and
fair value,” Gerdau chairman Jorge
Gerdau Johannpeter said in a statement.
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licenses, parallel imports and the suspen-
sion of data exclusivity. Likewise, we drew
attention to the free pricing model as one
of the causes of increasing costs. Parallel
imports, although allowed under Andean
law, still had a legal impediment, which
required prior consent from the patent

““The product is from the
same manufacturer so the
concerns about quality

are not only ridiculous, but

aim to generate confusion. »

— Francisco Rossi

holder. This legal obstacle was removed
in the face of evidence that some of the
products accounting for the largest share
of spending (Rituximab, imatinib and
adalimumab, among others) were avail-
able in the international market for 40
percent to 60 percent less. This is where
the $151 million per year figure comes
from. The argument that parallel impor-
tation poses health risks or increases con-
traband is absurd; parallel importation
only forces manufacturers not to discrim-
inate against certain countries with abu-
sive pricing, which happened in
Colombia thanks to price freedom. The
product is from the same manufacturer
so the concerns about quality are not only
ridiculous, but aim to generate confu-
sion. As was to be expected, the drug
makers, Roche in particular, have
approached the government to negotiate
a 'voluntary' reduction of prices so as to
make parallel imports unnecessary,
meaning the measure has largely achieved
its objective."

Adrian  Cruz, CE0  of
PharmaProspect International
in Austin, Tex.: "The issue of
parallel imports has been
plaguing the pharmaceutical industry
since the first patent was issued a century
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ago. In the 30 years I worked in leadership
positions in the industry, I spent much of
my time fighting parallel imports of
drugs that were either counterfeit or in
violation of intellectual property. The
task was made difficult by the fact that
many of our products were priced differ-
ently in different countries. Let's review
some facts. First, Big Pharma is responsi-
ble for almost 100 percent of new prod-
uct discovery investment. Generic com-
panies may spend in product develop-
ment, but not in discovery. Academia
may sometimes discover, but lacks the
funds to develop. For each new product
discovery, there is nearly $1 billion in
investment and 10 years of Phase I, Il and
III clinical trials, required by the FDA and
local boards of health. Today's products
fund tomorrow's research. It is simple as
that. Second, multinational Big Pharma
recognizes that it simply cannot price its
products the same way in every economy.
This leads to different prices in different
markets. However, everybody regards
health as a 'right." 'How can Big Pharma
dare make a profit on people's health?' is
a common complaint amongst the misin-
formed. The dirty little secret is that if the
first world had the same drug prices as
Africa or Latin America, there would not
be enough return on investment for Big
Pharma to reinvest the billions of dollars
required to bring us the next retroviral
anti-AIDS product, anti-cancer drug or
cardiovascular cholesterol-reducing
agent. Open the floodgates of parallel
imports and you may assist the economic
accessibility of today's patients. However,
you may be sacrificing tomorrow's AIDS
patients as incentive for innovation dries
up. The only answer is allowing parallel
importation of legitimate generic prod-
ucts, i.e. those that have proven bioequiv-
alence with the originals and do not vio-
late intellectual property law."

The Advisor welcomes reactions to the
QA above. Readers can write editor
Gene Kuleta at gkuleta@thedialogue.org
with comments.
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