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investing in our future

The Global Fund

To Fight AIDS, Tubercutosis and Malaria
Tenth Board Meeting
Geneva, 21-22 April 2005

Gluality Assuranice of Limited and Singie S8urce Pharmiceutical Prodéicis - -

Decision Point:

The Board decides to change its policy on quality assurance approved at the

Thi

rd Board Meeting on “option (¢)” by replacing the declsion on Agenda Item

10(B)(4)(b)(c) with the following and eliminating the last sentence of that decision
on the "option (c)” time limit:

Once there are two or more equivalent pharmaceutical products that meet the
standards in Option (a} or Option (b), then ‘Option (¢} is not applicable.
Contracts entered into on or before Aprit 30, 2005 with suppliers for products
that qualified for purchase under Option (¢) may be honoured by the Principal
Recipient untii they expire. No new purchase contracts or contract extensions
for such products will ba allowed after April 30, 2005. :

If the Principal Recipient determines that there is only one or no equivalent
pharmaceutical product that meets the standards in Option (a) or Option (b)
OR if the Principal Remplent determines that the products that meet these
standards are unavailable? and represents the same to the Global Fund
Secretariat, and the Secretariat does not object, then Global Fund resources
may be used {o procure other equwdlent pharmaceuticai products provided
that the products are selected in accordance with the following, in order of

priority;

(i) the manufacturer has submitted an application for product approvai to the
WHO Prequalification Program or a stringent regulatory authority AND is
manufactured at a site that is cornpliant with standards of Good
Manufacturing Practice (GMP), as certlﬁed after inspection by the WHO or
a strmgent regulatory authority;

{ii) the product is manufactured at a GMP-compliant manufacturing site as
 certified after inspection by the WHO or a stringent regulatory authority.

A Principal Recipient shall inform the Global Fund Secretariat if it procures
under provisions (j) or (i), after having followed the above process. In turn,
the Secretariat, working with technical partners, shalf contract an independent
third-party to conduct random quality analysis of products being procured

2 Ungvalisbie’ Is delined as: inat " of the mar..~. _. 3 suppl Siclent quantity of finished product within 80 days
from Cate of order.



according to these criteria to ensure their quality in the absence of the Option
(a) or Option (b) standard.

In the event that (a) the submitted application for product approval is no
longer under conskieration; or (b) the independent third party finds the quality
of the product to be unacceptable, then the-Principal Recipient shall promptly
terminate the contract with the supplying manufacturer,

« in all cases, products purchased with Global Fund resources are subject to
the monitoring product quality standards prescribed by the Fund as specified
in Section 6 of the Report of the Third Board Meeting.

« Procurement of products according to criteria (i) or (ii} should be time limited
and Principal Recipients should defer to Optlons (a) or (b) as soon as
possible.

The Secretariat will monitor implementation of this decision and report {0 the
Board at the Fourteenth Board meeting.

The budgetary implications are in the amount of up to US$450,000 per year
for possible staffing and contracting costs associated with Implementation
of the decision above. The accuracy of this estimate and the need for
additional funds beyond the approved total 2005 budget will be revnewed by

the Finance and Audit Committee at its next meeting.

Signed 22-04-2005

/MZ/

Dr. Refi Minghui Dianne Stewart

Lo I PR N 3
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- BRIEF
GLOBAL FUND and THAILAND

Global Fund — an Introduction

« The Global Fund (GF) is a public private partnership launched in early
2002. it acts as a financial instrument to increase the funding for programs
against the 3 diseases (AIDS, Tuberculosis and Malaria). It is based in
Geneva, with the status of a Swiss foundation, but in accordance with an
administrative arrangement with WHO, it largely follows WHO procedures.

o GF has an innovative governance body (The Board), with seats attributed
to “constituencies”, each representing several countries (with some
exceptions for donors, where a single country is represented) or entities,
The complete board is made up of 2 blocks: one for “recipients®, including
a) 7 country-seats, allotted according to WHO regions’, b) an additional
seat for Africa; c) a representation of communities with the diseases, and
d) two NGO seats representing respectively civil society organizations
from the developing and from the developed countries. The "donor” side
comprises a) 8 donor countries- constituencies?, b) private sector and ¢)
private foundations. WHO, WB and UNAIDS are also represented on the
Board as technical advisers and non voting members. For legal purposes,
a Swiss citizen is included. Voting rules require majority in both the blocks.
An e-mail procedure based on "no-objection” is used for urgent decisions,
such as phase two funding decisions which are made each month. The
Board meets three times a year, the last Board Meeting being traditionaily
held in a Recipient country: Thailand hosted the 9™ Board meeting; Next
one, number 14, will be hosted by Guatemala.

« The board decisions are supported by the work of 4 committees®. These
Committees study pertinent issues, and present a possible decision for
board approval. If and when required, according to the issues to be
considered; ad hoc transitory committees or working groups can be
constituted. Committees meet more frequently — upto 6 times a year.

« Thesecretariat, Based in Geneva, is in charge of implementing Board
Decisions and the varivus programs under the guidance of the Executive
Director. The GF has no.country representatives, the initial founding

! That is: Bastern Mediterranean (Djibouti), East and South Africa (Angola), Eastern Europe(Russia), Latin
America and Caribbean (Barbados, current chair of the board), West and Central Africe (Cameroon),
Western Pacific (China), South East Asia (Indonesia).

2 That is: Canada (Germeny, Switzerland), European commission {current vice chair of the board, with
Belgium, France (and Spain), ltaly, Japan, Point Seven (Denmark, Ircland, Luxemburg, Netherlands,
Norway, Sweden), Private foupdation (Bill Gate), Private sector (Mac Kinscy director), United kindom
(and Austrelia) and USA. - L

7 Policy and Strategy (all constituencies preseat, Chair USA, Vice chair Developed NGO), Portfolio
committes (4 constituency of each block, Chair WCA- Cameroon, Vice Chair Australia), Finance and
Audit Committee (3 constituency of each block, Chair Point seven -reland, Viee Chair WP - Chins). The
Ethic committee is chaired by BSA, vice chair is Private Sector.
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principles being: that GF contribution is based on country demand (it
should b= country driven and led by a multi-sectoral coordination body in
the country called the Country Coordination Mechanism- CCM), supported
by pariners (being a partnership) and is a financial contribution to the fight
against the diseases. GF works on a project-based model with an average
of one call for proposals per year. it is currently working with 183 countries
and has committed more than 4 billions USD sihce 2002.

» The selection of proposals for funding is proposed by an independent
Technical Review Panel -~ TRP comprised of experts (currently chaired by
a South African university scientist). The projects are accepted forupto 5
years, but funded for the first 2 years with performance based (another
fundamental criteria) disbursements; The projects are managed by one (or
more) Principal Recipients —PR; they undergo a review (notably on
achievemnent of the targets set at the project onset) before being funded
for the Phase 2, the remaining duration of the initially accepted project.

s Two main subjects are under review by the GF: (i} the elaboration of a 4
year strategy, under the guidance of the Policy and Strategy Compmittee
(PSC). This work examines, and will define for the future, results, impact,
added value and operating mode of the GF. A draft strategy paper is being
prepared for the 14™ board meeting (scheduled for end October-beginning
November), (ii) the change of the Executive Director, which is now
underway: the choice arnongst the applicants will be made at the 14
Board Meeting. As a result, GF is now on the threshold of possible
important changes. ' :

UNAIDS collaboration with the Global Fund occurs at two levels:

o At country level, UNAIDS supports the grant's process and
implementation. This includes support to the proposal deveiopment,
through efforts to fully involve all constituencies, provide technical,
managerial and financial support, and ensure compliance as well
as evidence of compliance with GF requirements. It also supports
TRP clarifications requessts, and preparation for the phase two
process. Implementation bottlenecks are rapidly addressed through
GIST consideration. Through participation on the CCM and in other
ways broader support is provided to governance issues (e.g. by
helping resolve issues around fair representation of constituencies
in the CCM). UNAIDS also provides support to the monitoring and
evaluation system, which is essential for tracking results, on which
grant-continuity is based, It supports the development of the
national strategic plan which can provide the overall framework,
towards which the GF projects contribute..

o At governarice level, UNAIDS participates as a board member, by
taking part in the debates, either directly on the Board, or through
UNAIDS' membership of the Policy and Strategy as well as
Portfolio committees, or in other working groups. UNAIDS also

’%/ro
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supporis the participation of Civil Society and persons living with
the disease in these bedies and groups.
s+ Al either level, the main concemn of UNAIDS is to promote country
ownership and the implementation of the Three Ones (one national
authority: one action plan; one monitoring and evaluation framework). All
efforts and contributions towards coordination, alignment and
harmonization are framed in the UN division of labor among UN agencies.

Thalland

» Regarding the epidemic status, Thailand has a 1.4 % prevalence rate for
the HIV infection amongst adults; 580 000 persons, 220 000 of them
women, live with the diseasé. The last World Bank report commended
Thailand for its treatment and prevention program and offered it as a
model for other countries. Indeed Thailand started with a strong focus on
prevention (Condom distribution, awareness campaigns, no cost
examination in pubiic clinics,...) in the early 90s and presently has around
80 000 persons on ARV treatment®. Thaitand has also several examples
of good practice of HIV programmes in the workplace (automobile
industry). All these, based on a strong and early government response,
led to a containment of the epidemnic in-the mid-90s. )

« Yet, more recent evolution raises some concerns on the sustainability of
the Thai response, especially regarding its prevention focus (i.e. The
oromised “harm reduction pelicy” is still not available) and the protection of
most vuinerable populations (i.e.: men having sex with men, prison
inmates, IDUs). In some of this population, including migrants®, the HIV
prevalence rate has recently been reported to have increased. The
workload of existing human resources for providing the care, treatment
and support is close to saturation, and shortages could be ahead; an
increasing number of patienie need to switch to second line ARV, which
might shortly dramatically increase the costs. These are concerns, with
activists demanding the authorities maintain their commitment and their
financial participation in the long lasting fight against the disease.

« Thailand produces ARV generic formulas, in use for its own market. The
Thai Govermnment Pharmaceutical organization (GPQO) has applied for
WHO good manufacturing practices (GPM) and for ARV drug
qualifications; currently WHQ is waiting for the'answer 10 the 79 remedial
actions requested for GMP, and to the19 comments for the bioequivalence
studies requiring clarifications. Note that the dead line of end 2006 for this
process should not be passed, since , if not respected Thailand will have
problems with supply of ARV for the GF project, all of them requiring to be
qualified by WHO or other stringent authority.

* ARV package is 1o be introduced in the insurince coverage offered by the national Health insurance
YO ET2IN '

?Due to its relative wealth, and the politicel situation in the region, Thailand faces an important flow of

immigration from its neighbouring countries.
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« However the Thai government is to date in the 4™ round of negotiations
with the US to enter a global Free Trade Agreement (FTA); ﬁ’lls could
jeopardize the future access of the country to ARV, including 2™ line drugs
and redice the country's ability to sell its. production to neighboring
countries. Recently, following PLWA demonstrations, GSK withdrew its
patent application for a brand drug, the price of which is 20 time that of the
generic formula in other countries. Given the present status of the Thai
economy, Thailand might not be authorized to access the preferential
price available to low income countries.

Thailand and the Global Fund

. Thailand is a donor to the Global F und contributing about US$ 1 million
per year, for 4 years (till 2007).
. Thailand benefits from 4 HIV GF Grants;

o Round 1 *Strengthening national Prevention and Care” program,
now in phase two. Principal recipient —PR - is the ministry of health

o Round 2 *Prevention of HIV/AIDS among Migrant Workers®. Now in
phase 2. PR is the RAKS Thai Foundation

o Round 2 *Enhancing HIV-related care and treatment for infected
mothers, their partner and children. Now on phase 2 after a
conditional go requesting for readjustment of targets. PR - is the
minisiry of health

o Round 3 "Preventing HIV/AIDS and increasing care and support fo
IDU". This program is a non CCM one, a program advisory
committee (which includes representative from the government) is
acting as a proxy CCM for it. Phase 2 as been accepted in July
2006, for one year only the program being 3 years long; GF
secretariat proposal was a conditional go with reduction of targets,
establishment of a plan for out phasing. PR is the RAKS Thai
Foundation

o Thailand has applied for R8, with financiai support from UNAIDS
and WHO, and technical support from WHO.

Thailand is globally ranked among the “good performers” for the GF grants
implementation and has few t» zero implementation problems; M&E has
been raised once, as well as some insufficiencies concerning the foliow-up
of sub recipients, yet these were handied locally, never becoming
bottlenecks. The country managed, with some implementation delay
accorded by the GF, to deal with the consequences of the Tsunami and
also with some social instability in the costal provinces. Due to Thailand's
revenue level, GF is nearly the-only donor in this country (no bilateral, no
PEPFAR or big foundations programs)

« Thailand is part of the South East Asia constituency, the Board Member of
which for the 2006/2008 pericd is Indonesia (Dr Broto Wasito) and



