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Lnited Dtates Denate

COMMITTEE ON FINANCE
WasHingTon, DC 20510-6200

April 13, 2011

Secretary of State Hillary Rodham Clinton
U.S. Department of State

2201 C Street N. W,

Washington, DC 20520

Dear Secretary Clinton:

In has been brought to my attention that Global Fund dollars have been used to procure
generic drugs at unnecessary costs in recipient countries while brand drugs remain available at a
lower cost. Further, it appears that officials of the Global Fund are promoting compulsory
licenses and verbally conditioning these licenses for the Global Fund grants. Information related
to the procurement of high cost generics is posted on the Global Fund’s website and [ have
attached a compilation of the data for your review. Slides used by the Global Fund to briet
officials on how to promote compulsory licenses have also been attached.

In a critical time for global health with caps placed on providing treatment to new
patients in a number of the President's Emergency Plan for AIDS Reliel (PEPFAR) countries 1t 1s
extremely concerning that U.S. funded programs, such as the Global Fund, are making
inefficient and unnecessarily costly procurement decistons that come with dire consequences.
Unfortunately, officials of the Global Fund are promoting the use of generics without regard to
the health and financial consequences it may have on the individuals benefiting from the
program. It is unclear how often this has occurred, but unfortunately, these actions have likely
cost millions of dollars of excessive waste and abuse of the program.

The original PEPFAR legislation was carefully written to ensure access to imnexpensive
life saving medication for recipient countries. The purpose of the IFood and Drug Adminmstration
(FDA) Tentative Approval process for Anti-retrovirals (ARV) was to allow the program to
purchase generic drugs for use only in PEPFAR countries and has been a great success. 1t was
assumed that access to generic versions of the innovator drugs that were still under patent would
provide access to lower cost medications, but the program does not require the purchase of
generics. The statute is clear that treatment funds should be used in the most efficient manner. It
1s quite concerning that the Global Fund determines procurement policies based on the producer
of the drug rather than the quality or price.

[n addition, the FDA Tentative Approval process was cstablished in partnership with
innovator companies and should never be exploited. By advocating for developing countries (o
disregard the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS)
through 1ssuing compulsory licenses to gain access to Global [Fund grants, we are abusing the
system. Access to these products is vital to our success n fighting the war on HIV/AIDS and
actions inconsistent with patent law such as these will only hinder our ability to work in



partnership with the companies that have provided the intellectual property rights to develop
generic versions of their products. This is a humanitarian effort that requires all parties -
eovernment, non-governmental organizations, and industry — to work together towards the same
goal.

I would appreciate a thorough review of the attached materials. 1 am requesting that you
work in coordination with the Global Fund to explain the decision to purchase generic drugs at a
higher cost, when brand drugs were available at a lower price. Further, the Department of State
and the Global Fund should develop a specific plan of action to rectify this discrepancy for future
procurement. [ also request that you provide an immediate plan of action prohibiting any
scminars or working groups by the Global Fund related to educating, training and advocating {or
countries to 1ssue compulsory licenses.

ARYV treatment and other medical care are a critical component to our success 1n the war
against HIV/AIDS, both at home and globally. In these difficult budgetary times i1t 1s imperative
that every dollar is spent in an effective and efficient manner and based on the quality and cost
efficiencies of the product. Individuals around the world are depending on access (o these
treatments. Impliementers must do everything n their power to maximize the impact of the
Global Fund grants, in order to treat the greatest number of individuals possible. Ilook forward
to your timely and thorough response to these urgent matters.

......................

Orrin G. Hatch
Ranking Member
Senate Commuittee on Finance



world Health Organization Global Price Reporting
http://apps.who.int/hiv/amds/price/hdd/index.aspx

4/11/2011

Quantit Total Annual Country
Country Drug Name Strenath o Y Number Unit Total Price Treatment Dosage Therapeutic Abbott Manufactu of Date of Grant Source
y 9 g Per Smallest Price Paid Cost per Form Category Cost rer Manufac Order Number Name
Package : .
Units Patient ture
. Lopinavir {LPV) Oral Solid
Burkina : . 133.3 mg . : . . 09.12.20 BUR-202- Global
250 + Ritonavir +33.3mg S0 99,360 $0.25 $24,706 545 (tablets/ca Antiretroviral Cipla Ltd. India 05 GO02-H-00 Fund
(RTV) psules)
Lopinavir (LPV) | | |
+ Ritonawr 133.3 mg 99,360 $0.25 $24,706 - 547.5 $22,654 Abbott _, 09.12.20°
+ 33.3 mg | | . 05
RTV | |
., Lopinavir (LPV) Oral Solid
Equatorial : . 133.3 mg . . . South 22.05.20 GNQ-405- Global
Guinea + Ritonavir + 33.3 mg 180 11,520 $0.23 $2,630 500 (tablets/ca Antiretroviral Cipla Ltd. Africa 07 GO1-H Fund
(RW) - psules)
Lopinavir (LPV) o e e |
_ + Ritonavir  133:3mg 5,760 $0.46  $2,630  1,007.40 $1,313 Abbott . 22,0520
+ 33.3 mg | c T e 07
Lopinavir (LPV) Oral Solid _ )
Eritrea  + Ritonavir oo M9 90 18,000  $0.92  $16,486  2,006.00 (tablets/ca Antiretroviral Hetero g 01.12.20 ERT-304- (Global
+ 33.3 mg Drugs Ltd. 06 G02-H Fund
RTV) psules) L
:: ........... LﬂplnaVIF(LPV) . : | . ; . SR S Lo g 4 | o | R
i + Ritonavir 3339 18,000  $0.92  $16,486  2,014.80 $4,104 Abbott o _01_12 20
S & v 2 VAY + 33'3mg L i | O . | | 6 I
RTV L S - T i SR ST R A LS S T S ST R I A
Lopinavir (LPV) Oral Solid e
Gambia  + Ritonavir 133.3 mg 90 45,000 $0.71  $31,750 1 546.00 (tablets/ca Antiretroviral Hetero India 02.08.20 GMB-304- Global
+ 33.3 mg Drugs Ltd. 06 GO1-H Fund
(RTV) TS psules) _
Clopinavie(BV) i = DA g el U i e i
2 RItOﬁaVH’.-fﬁ*-- 1333’“9 . 45,000  $0.71 531 75:: '"1‘“554_90 """""""""" © 410,260 Abbott . - o ¢ -502 08. ..... .29. S
'R; . +333 .mg ...... T . 5_ R O AT T oA S B o {36 .................
Lao PDF No information on this purchase
LOpmawr (LPV) """ K o o e
+ thonawr """"" 50@' mg + 3,480 - $1.29 $4,501 . . .1,883.40  $1,190 Abbott 10 0420
i n s D 200 mg | S e _ 08 o . o
RW T - e R L
Lo pinavir (LPV) Oral Solid
Malawi + Ritonavir 133.3 mg 90 137,700 $0.46 62,883 1,001.00 (tablets/ca Antiretroviral Cipla Ltd. India 23.10.20 MLW-102- Global
+ 33.3 mg 06 G01-H-00 Fund
(RTV) psules)
Lo pinavir (LPV) - | | o | : o | e
+ Ritonavir 133.3 mg 137,700  $0.46  $62,883  1,007.40 $31,396 Abbott 23.10.20
| + 33.3 mg | | o 06
RTV | s
Lopinavir (LPV) Oral Solid
Malawi + Ritonavir 133.3 mg 90 291,600 $0.46 $133,164 1,001.00 (tablets/ca Antiretroviral Cipla Ltd. India 10.10.20 MLW-102- Global
+ 33.3 mg 05 G01-H-00 Fund
(RTV) psules)
Lopinavir (LPV) - |
+ thonawr oo 133.3mg 291,600 $0.46 $133,164  1,007.40 $16,416 Abbott 10.10.20
R + 33.3 mg - 05
TV
: Lo pinavir (LPV) Oral Solid
Sierra _ ;
+ Ritonavir 1333 mg 180 72,000  $1.00  $72,320  2,200.00 (tablets/ca Antiretroviral Cipla Ltd.  India  -L-10-20 SLE-405- Globa
Leone + 33.3 mg 05 G02-H Fund
(RTV) psules)
Lo pinavir (LPV) | .
+ Ritonavir 133.3 mg 72,000 $1.00 $72,320 2,190.00 $16,416 Abbott 31'10-2_0
(RTV) + 33.3 mg . | 05
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"~ ToFight AIDS, Tuberculosis and Malaria

Global Fund Experience:

access to patent information ana

impact on procurement of
medlcmes

Dr. Sophie Logez Carmen Perez Casas
Manager, QADM Team, Pharmaceutical Unit Senior TO, Pharmaceutical Management Unit
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— Procurement and Supply Management Policies
— Price differences among grantees

— Management of patent issues in procurement cycle
— Avallability and quality of information

— What inormation could be useful
— Sustainable and simplified approaches

;% El Fondo Mundial Q,} Ik BE &\ 9 TheGlobal Fund (% » § Le Fonds mondial {.. 5 rnobanbHuii GoHA ellall g gnall {,
h ana - & X * : X " ToFight A0S, Tuberculosis and Matara - _ e €1 TR Ty tra A welarand

e De hacha contra #f SIDA, L3 tuberculosity is maana e JAE N ER. BHEMER il De kitte contre e SIDA, ks tubertuirie et le paludnme wi LWk g a¥ g Y dansl L




Use of the Global Fund Grant Funding

iture by cost category
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The Global Fund PSM Policy and Principles
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— Transparent, fair and competitive procurement

— Value for money

— Review of PSM plan and Price & Quality Reporting system
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Recipients must procure their products in accordance with na-
tional and international laws. The Global Funa encourages recipl-
ents to apply the flexibilities provided within national laws and In
the World Trade Organization’s Agreement on Trade-related As-
nects of Intellectual Property Rights (TRIPS), as interpreted in the
Declaration on the TRIPS Agreement and Public Realth (Doha
Dec

assurea cuality.

r

aration), to achieve the lowest possible orice for products o

I the event that a Frincioal Reciglent does not have the recul-

site capacity to assess the national and international intellectua
f_,.rf::}pe”u rignts issues that apply to the desired products in tneir
country, it may contract tne necessary expertize using funds

oudgeted for this purpose 10 the Glokal Funo grant,
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Global Fund HIV Financing
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Global Fund Financing

Wide spectrum of countries among grantees:

» Unequal access to differential price programs of
pharmaceutical companies;

» Ditferent level of patent protection and TRIPS
implementation;

» Bilateral and regional trade agreements;
» Unequal level of knowledge in IP.
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Price differences across grantees: examples

Lopinavir (LPV)/Ritonavir (RTV), 200/50mg

Prices paid per year/patient in middle-income countries- since July 2009
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Price differences across grantees/2

» Patent barriers affect some countries’ capacity to :

— Procure lower priced versions of ARVS

— Procure improved formulations (FDCs or children solid
formulations) when they only exist as generics

« e9.31C In China

« Among Global Fund grants, affected countries are
middle-income countries outside Sub-saharan

Africa

— Where patents for pharmaceutical products exist for key products

— Excluded from discounts from patent holders or eligible only to
second level of discount
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Price differences among grantees/3

« Some of these countries are making substantial savings Iin
grant budget by shifting to generic products (2009/2010

— [n some cases after implementation of TRIPS
flexibilities (governmental use-type licenses

Cost Coamparison: LPVY Prices Baefore and After Switcoh Lo Genernios
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Management of patent issues in procurement cycle/1

 Procurement bottlenecks are common among grantees

— weakness in forecasting, lack of capacity in PSM, problems on
storage and distribution, etc

« Management of intellectual property issues Is also a
procurement bottleneck, further delaying the process

— PSM plans (including estimated prices) are usually preparec
without taking into account patent iIssues

— Problems arise only late in the cycle, when procurement shoulo
actually start

— Searching information, clarifications, etc. creates long delays

— This leads to emergency procurement to avoid treatment
disruption/stocks outs
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Management of patent issues in procurement cycle/2

* Information about patents (and patent law) is not readily
available.

 Delays on clarifying situation and potential options for the
countries due to:

— Disconnection between Ministry of Health and other
authorities (trade, industry..)

— Lack expertise of Procurement offices in countries

. Technical assistance possible with Global Fund
grants but not very often requested
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Management of patent issues in procurement cycle/3

 Procurement agents used by grantees:

— |n some cases, responsibility placed at country level for
compliance with national law
« acceptance of governmental use licenses

— Or, request for patent status for all products in the oraer

— Generally, limited patent searcn:

« difficulties faced on doing patent search and very resource
demanding

 responsibility for verifying information placed at country level

In any case, time limit assessment to avoid stocks outs
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Availability and quality of information

» Information about patent status often available
only from the originator company (/etters)

* |t no Information, or when information available
from originator and other available information are
not coincident = Chilling effect

* procurement agent unwilling to take risks (e.g. China
lamivudine)

* generic companies refusal to quote (e.g. Guatemala)
e Pressure of time

* Anad eventually procurement of higher priced
proaducts
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Availability and quality of information

Validity of searches conducted at country level?

— In many cases, search in local patent office done only
using product name (INN) and formulation detalils.

— Wlth secondary patents, on new forms, comblnatlons N
How to ensure all possible patents are covered in

search? (e.qg. syrups )
— Need for further guidance to patent offices on moving

forward (new ARVs, increase in secondary patent
applications)
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More recent ARVS
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What patent information could be useful for facilitating
procurement process?

Public list of basic and secondary
patents of key products and

formulations

— date and numbers
— E.g. UNAIDS/MSF/WHO 2004

On-line data-base or consultation _
service _ '

— Specifically important now for middle income
countries

— E.g. WIPO
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Guidance and simplified tools

Guidance for developing

capacity at country level: sSarches for medicines
E.g. WHO 2010, UNDP Ty

* Once patent status known, in some cases = will
need [echnical Assistance to determine options
for procurement of lower-priced generics

» Need for simplified solutions for managing IP
rignts upiront =» Medicines Patent Pool
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