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‘ 1. INVOLVED PARTIES

The Parties to this collaboravion, initiated in 1990 for an in;:xal
four-year period and excended for a further five-year pericd
through August 7, 1999 and which agree hereby to extend the
collaboration for a further five-year period extending through
August 8, 2004, are the Centers for Disease Contrcl and Pravantion,
Atlanta, Uniced States Public Health Servica, U.S. Department of
Healeth and Human Services (hereinafrer referred to as CDC) and the
Ministry of Public Healrth of the Royal Thai Govermment (haeraeinafter
rafarred co ag the MOPH). The CDC and MOPH may be referred to
hereinafrer collectively as "the Parcies’.

2. NAME

The name of the activity doscribad herein ia the SHIV/AIDS
COLLABORATION (BAC)}." In the Thai languaga, the name for this
acrivity is: ‘ :

guinImiaisniidulsnend

:) Terminology used inm this document is liaced in Annex I.

3. PURPOSE AND DESCRIPTION
3.1 Goals

This collaboration is undertaken for the purposges of conducting
joint epidemiologic, laboratery, operational, hehavioral, and.
health education/media communication research and ctraining
ralated to HIV infection and AIDS in Thailand. The goal is to
improve understandlng of the occurrance of HIV infeccion and AIDS
.and the dynamics of its epread in Thailland, to provide a
aciencific basis for the planning, monitoring, and evaluation of
intervention programs tc prevent and cantrol tha disease in lina
with the prevention strategics outliped in the Natiomal AIDS
Prevention and Cantrol Policy of the Ministry of Public Health
and co davelop a sustainahle structure in Thailand that ran
continue the activities and develop capacity for conducting
KIV/AIDS research in the host country.
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3.2 Benefits

This collaboration is intended for the nmutual banefit of beth
Parcies. The collaboration will focus on Thailand's high
priority areas and urgent public health needs to study and
contral the epidemicg of HIV infection and AIDS. The United
States expects to benefit from the knowledge gained from
epidomiologic and leboratory studies and by the evaluation of

" prevention strategies.

' !

3.3 Location_

The collaboration shall be based within the city of Bangkok, -

Thailand and 1ts suburbs. It may involve activities and/or study
cites at other locations wicthip Thailand.

3.4 Qualifications

CDC is not a donor agency. The collaboration will not involve
donations eof financial or other aid to Thai governmental or
non-governmental agencies or organizations.

) 4. STRATEGY

In order to meet the goals of capacity building and

sustainability, the following strategies will be inplemented by
the Partiesa:

4.1 Developmant of Researchers

The collaboration will involve working wich collahoratlng

ingticuciong to select potential candidate(g} to receive further
training and/or work with the collaboration

4.2 Institutionalize a Research Unit in MOPH

- A Working Group appointed by the Executive Committee (as defined
in section 6.3 of this collaboration) will continue discussions
and propose appropriate strategy and actiong for consideration by
the Executive Committee. The agenda for discuysasion will include
locarion of -the research unit, budget, and staffing.
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) 4.3 Expansgion of Training Capacity

In order to facilitate the transfer of technology necassary to
conduct research, tha collaboration will provide on-site,

- paticnal and international craining cpportunities to develop
Royal Thai Government staff and inscitutional axpertisa in
epidemiolagy. laboratory support and data managament.

5. POLICY
5.1 -Developman:'of Overall Policy

‘The collaboration shall paricdically present the progress of
activities to the Executive Committee (as definad in gsection §.2
of this collaboration) for its review. The Committaa will set
ovarall policy and suggest revigions of proposed resecarch studies
a8 reaguired. : _

5.2 Approval of Formal Research and Scudies

Individual formal research studies planned by the collaboration

) shall be proposed to collaborating instituticns for advance
approval before implementation. Any protecol involving human
subjectra or laboratory animals shall bas referred ta the Thai
National Commictea for Bthical Raview of Human Subjaects Research
and the CRC Institutional Review Board (see Section 6.4) for
-review ragarding ethical considerationg cf the appropriateness of
the use of human or animal subjects in the proposad resaarch.
Protocols relatred to AIDS vaccine research must aleso. be submittad
to the Technical Subconrmittee on AIDS Vaccine of the Thai -
National AIDS Commitree as outlined in the Nacional Guidelines
for AIDS Vaccine Ressarch. Upon the initiatvion of chis
collaboracion, tha Parties shall davelop spacific mechanisms,
proceduraes, and timatables for the preparation, submiasgion,
review, and the approval or disapproval of study protocols for
research to ba undartaken by the collaboration.

5.3 Informal Consultations

The collaboracion is authorizaed on an ad hoc basis to informally
consult with and provide assistance -- upon advanca approval by .
the Executrtive Committes (as defined in Section 6.2 of chis
collaboration} or the Senior Thal Investigator (as defined in
Section 6.5 of thig cellaboration) or othar designated liaisen or
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5.4 Dissemination or Publication of Data or Results

representative(s) ~- with.other institutions, organizations, or
individuals.

5.4.1 No publication or dissemination of data resulting from
' this collaboration shall be made by the Parties or by any

of its callaborating institutions without the jeint
mutual advance approval by the Executive Committee (as
defined in Secrion 6.2 of this collaboration), or by its
designated representative(s) or liaipon, and by CDC,
unless otherwise required by the 1aws of the
parcticipating countries. .

5.4.2 Manuscripts about collaboracive ecudies submitted for
publication by any of its investigators or by
participating investigatorg from cellaborating
institutions shall have the approval of all the prinaipal’
investigators (or their designeaes) listed on the study
protocol. : T :

5.4.3 2Authorship of publications based on ccllaboration sctudies
ghould include investigators making subsatantial
contributiona of time and effort to the plsenning,
implementation, date analyeis, and writing of the
gpecific manuscript in qQuestion. The order of authors in
manuscripts should reflect the relative contributions of
the various individual researchers involved. The
selection and order of euthorship for spacific
publications ghould be based on advance discussion and
mutual agreement among the principal investigators.

5.5 Intellectual Preoperty

5.

In the event that intellectual property cther than for
publications deacribed in Section 5.4 ig created in the course of
caoperation under thie collaboration, Annex II to this Agreemant
will apply. .

6 Preservation of Dera and Specimens

Data and laboratory specimens collected by the collaboration
shall remain under its concrol and custcdy or as mey otherwise be
specified in individual study protocols. Upon termination of the
collaboration, transfer of custody shall be based on the

~principle of copying (or splitting)} and sharing of such data
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and/or specimens between the principal Parties and collaborating
inscicutions.

- 5.7 National AINS Prevention and Control Policy

This collaborartion is intended ro be fully consisctent and
complemantary to the policiaes, principles, and prioricies
established in the Naticnal AIDS Prevention and Control Policy.

5.B WHO and UNAIDS Participation

Upon the iniciation of this c<ellaboration, the Parties will
invita the World Heaglth Organizartion (WHO) and tha Joint Uniced.
Nations Programme on HIV/ATIDS (UNAIDS) to support itc, and agree
that recognition appropriate to any such support which may be
fortheoming would be desirable.

6. ORGANIZATION AND ADMINISTRATION
6.1 advigory Council

An Advigoery Council to che cellaboration shall consiast of a small
numbar of senicr MOPH and CDC offieials (2 - 3 sach). Members of
the Advisory Council shall be apprised pariodically of the
activities of the collaborarion for purposas of general guidance
and review, and such members aor their dea;gnaea shall gerve as
_contact parsons with the caollabkoration. .

6.2 Executive Committaea

The MOPH will provide an Pxecutive Comzittee for the
collakoration, congisting of a small number (approximately 10) of
sanior public health officials and may include recognized HIV and
AlDS experts from cocher key medical and health ingtitutions. The
- Exacutive Committee shall meet twice a ysar and review
_collaberation activitcies in its role to provide broad direcczon.
policy guidance, and recommendations of priorities and targets;
it will also explore developmental potential for capacity
building in ressarch and related interventions.

6.3 Working Group of the Executive Commictee
The Chairman of the Executive Cammittee may canvene a Working

Group on an ad hoc basis to develop plans of action or to address
specific issues as necessary. The Working Group will normally be

Page -6-




"May-23-01 02:44pm  From-NCHSTP +4046398600 T-703 P.U8/22  F-840

composed of members of the Executive Committee, but peraons not
l on the Committee may be appointed when deemed appropriate or
necessary te accomplish the task.

6.4 Ethical Review Boérd

The existing National Committee for Ethical Review of Human
Subjects Research of the Royal Thai Government shall be utilized
as the Ethical Review Board of the collaboration to consider the
_ethical implications of proposed research involving human
subjects. The National Committee for Ethical Review of Human
Subject Research shall have the reeponsibility to review research
protocols planned by the cellaboration and to determine whether
the proposed studieas are ethical and humane. Revigions will be
made @8 required by the authors of the proposed protocols in
cooperation with the HIV/AIDS Collaboration.

All protocols must slso be reviewed and approved by the Cpc
Insrtituticnal Review Board (IRB) responsible far ressarch
supported by the U.S. Public Health Service.

6.5 Thal Senior Investigator

The Thai Benicr Invanstigator for the collaboration will be a
senioxr MOPH cfficial with primary reeponeibility for the

. callaborarion on the Thai side. The Thai Senior Invastigator
shall serve as a liaison between the collaboration and the
Advigory Council, the Exascutive Committee, and the MOPH. CDC
shall be notified in writing of changes in the person designated
by the MOPE as the Thai Senior Investigartor.

6.6 U.B. Senior Investigator

The U.8. Senilor Investigator for the collaboration will be the
Chief of the Internmational Activities Branch, Division of
HIV/AIDS Prevention - Surveillance and Epidemiology, National
Center for HIV, STD and TB Preventicn, CDC. The U.S. Senior
Investigaror will have primary responsibility £ay the
collaboration on the U.S. Government side. The MOPH shall be
notified in writing of a change in the person designated ag Chief
of the International Activities Branch, serving as the U.S.
Senior Investigator.: o

6.7 Collaboration Direcror

The Director of the ceollaboration will be & U.S. Government
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h employee of CDC approved by the MOPH. This individual should be
j) a physician wich. acien::f;c, ep1damiolog1cal gkills and
exparience.

6.7.1 The Director will be responsible for overall coordination
and supervision of all activicies and all staff of the
collaboration in seciencific, rechnical and administrative
axeas. : :

6€.7.2 Tha Director shall gerve as the primary liazison with CDC
and cther U.S. Government agencies, the World Health
Organization, UNAIDE, and any other interasted agencies
or orxganizatcions. ' .

6.7.3 On administrative, technical, policy and personnel
matters related to employment by the U.S. Government, the
Director will be superviged by the U.S. Senior
Invenatigator.

6.7.4 On issues of Thai policy and clesarance for activities,
the Director will be guided by the Thai Senior
Investlga:or

. 6.7.5 oOther U.S. Government employeesé that are assigned to the

) cocllaboration shall report to and be supervised by the
Diractor. As with the Dirsctor. such other U.S. staff
shall be nominated te and require advance approval by the
MOPH. .

€.8 Adjunct Director
6.8.1 Selection and Rasgonsibili:ies

The aAdjunct Director will be e Thai national gelected by
murtual consent and agreement of the Thail Senior Investigator,
the U.S. Senicr Investigator, and che Director. Thisg
individual should be a physician with scientific epidemialogic
skille and experience. The Adjuncr Directar will wark wich
and assist the Director in the development and implementation
of collaboration activities.

6.8.2 Assigqnment from RTG Employmant
If the proposed Adjunct Director is a current RIG erployeae,

hisg or her appointment to this position shall be by assignment
from his or he: current agency to a full-time detail] with the
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&6

collaboration, with simultaneous relesse fraom all other job
and work-related responsibilicies of his or her former
poeitiqon. The Adjunct Director shall continue to receive his
or her RTG salary, benefits, and promotions as if he or ghe
‘wae still working for his or her supporting agency. Detail to
the collaboration should not be on a *study leave" sBtatus, nor
other basis which requires payback obligations or penalties.

.9 RTG Staff

6.9.1 Selection and_ResponBibilities

RTG employees to be asgigned to the collaboration as RTG staff
shall he selected in consultation betwsen the Director and the
Thal Senicr Invesgtigator. in cooperation with other inveolved
officials of the RTG. RTG staff shall be supervised by the
Diractor and Adjunct Director. With cooperation and consent
from the appropriate authoritiecs, RTG Staff may be assigned
from the MOPH, the University system, and/or othay resaarch
instituctions and agencies cf the RTG.

6.9.2 .Terms of Assignment

RTG ptaff shall be aespigned on a full-time or parct-time derail
ocn loan to the collaboration in accordance with the procedurecs
of the RTG and the institution or agency with which they are
affiliared. RTG staff shall be released from all cther job
and work-related responsibilities of their former positions
for the time period specified in the terms of reference. RTG
st2ff ghall continue te receive their RTG salary., benefits,
and promotions as if they were otill working for their
supporting agenay. Detail or loan to the collaboration should
not be on a ‘gtudy leave" sratus, or othey basis which '
reQquires payback obligations or penalties.

6€6.10 Local Hire Staff

Local hire staff will be employed far and on behalf of CDC by the
U.S5, Embassy in Thailand under the rulee and procedures followed
by -the 11.5. Embassy. Local hire staff may include, but are not
limited to, the following job categories: secretaries, drivers,
clerks, cleaners, translators, wacchmen, computer cperators,.
administrarors, assistants, bookkeepers, physicians, nurses,
epidemiclogints, laboratory technicians and scientists.

 Page -9-

Ya,




‘May-ZS-Ul p2:45pm  From-NCHSTP +4046398600 T-703 P.i1/22 F-840

) 6.11 affiliared Staff and Veluntary Staft

Affilimted acaff may be employees of collaborating sgencles. and
ingritucions working with and assieting the collaboration on
spacific asrudies or research activities on a part-time or ad hoc
basis. Voluntaxy staff may be individuals willing to work
without pay or other compensation for the collaboracian. Any
affiliated staff or voluntary staff proposed to work in officaes
or laboratories of the collaboration or to use its equipment or
facilities must be approved specifically in advance by the
Director, the HIV/AIDS Collaboration, to wham they will report.

£.12 Incidental Reimbursement and Compensation

ChC may provide., within ita digscretion, reimburaement for travel
costs and incidental or miscellanecus expenses incurred on
collaboration activities, or for assigned or inviced travel or -
attandance at meerings related to collaboration activities. to
RTG Braff, local hire staff, affiliaced staff, wvoluntary staff,
and/or members of the Advisory cQuncil Executive Committes, o
Ethical Review Board.

CTDbC may provide, within its discretion, compensation to RTG staff
on full-cime or part-time detail to tha collaboration for

) . rovertime* work in excass of the normal number of warking hours
for smployees in Thailand, and/or for being on-call for 24-hour
availability to werk on activities whzch may raquire them.

7. SCOPE OF POTENTIAL ACTIVITIES
7.1 Priorities

Populatzon groups at risk and, charafore of high priority. for
collaboeractiaon scudies are:
+ Intravenocus drug users.
+ Female commercial svex workers
~+ Women of reproductive age
+ Yaouchs }

Anocher high prioricy is to monitor the apread of the HIV
epidemic in the general population and sentinel sub-populationsg
thereof by the adapration to Thailand of methodology for the
implemaentation of national seroprevalence gurveyse. Priorities
for collaboration activity may change upon the mu:ual consant of
the ExeCuclve Cormmittea and of CDC
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