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) 7.2 Clinical and Epidemiologic Studies

Described below are examples of the types of activities in which
the colleboracion may engage, subject to the mutually agreed upan
prioritvies above, the financial resources available, and the
requirements fpr prior approval by the Exacutive Committee {see
6.2) and Ethical Review Board and CDC IRB (6.4).

7.2.1 Study Goals

Studies may be implaemented to:

+ Delineate the clinlcal course and response to traatment of
HIV infecrtion.

+ Determine the clinical spectrum of opportuniatic diseaanesn
and conditions affecting infected persons.

+ Davelop, inplemenrt, and evaluate the efficacy of various
interventiang to control the spread or impact of HIV
infection, including health educatrion measures., community
outreach programs, mass media advertising, and new vaccineasa,
virucides, prophylaxes or treatment for HIV, other sexually

) cransmitted infections, tuberculosis, or other ralated
opportunistic conditions. :

7.2.2 Potentilal Study Subjects

intravenocus 4drug users,

+
+ commerclal sex workera,
+ prigoners,
+ patients at sexually-transmitted dzaaase clinics,
. + spouses and Bexual partners of persons with EIV infection or
at risk for same,
+ hemophiliacs and other blood transfusion recipients
+ other groups at high-rigk for HIV infection,
+ women sSeeking prenatal care,
+ newborn infants.
+ hospital patients.
+ blood donors. :
+ healthy concrols for cormparison purposes, -
+ other sentinsel low-risk groups presumed to be representative

of the general population,
Bex partners or contacts of the above,
persons with potential opporrtunistic diseases, such as

+ 4
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7.

leprosy or tuberculcesis,
+ members of the general peopulatian for developing health
" education stratagies.

7.2.3 Types of scudies

Surveys collecting questionnaire informaction and/or blood or
other body fluids and tissuas,

cage~coanctrol studies,

ratrospective atudies,

cross-gectional studies,

cohortv/prospectiva sctudies,

facue groups and ocher non- qunnci:utlve studies.

clinical trials

4+

+ 4 4 4 44

3 Laboratory Investigations

The collaboration may perform parologic and virologic tasting to
detect antibody, antigen, viral DNA or other markers of HIV or
similar agenta, or to isclare virus in ordar to support the
clinical and epidemiclogical studies of the collaboration, and
may de 80 in conjunction wicth qualified cellaboratera. Related
laboratory work may be carried out to support tha clinical and
eplidamiological studias of the collaboration, e.g., collection
and quantitative typing of lymphocyres or immunoglobulina. If
included in specific praoroceols raceiving the advance approval
{Section 5.2 of the Exacutiva Conmittee (Secvion 6.2), sBome
laboratory testing may occur in collaberacing research labs.
outgide of Thailand, sSuch as at CDC-Arlanta or elsaewhera.

7.¢ Training

7.4-1 The collaboration may asgist in idencifying,
facilitating, arranging and/or praviding short-term or
long-term training in the U.S. and in Thailand for public
health and medical personnel who will serve as a nucleus
to develop and disseminate a systam and network of

craining programs for other health workers in Thajiland
and intermaticnally.

7.4.2 The focus of such training may include:

+ Bpidemiological methods and skills for surveillance,
monitoring, and study of the HIV and AIDS epidemices,

+ Laberatory methods and procedures related to the diagﬁosiS‘
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or dertection of BIV infection or the measuremant of
T’ imminoclogical function, including guality concrol of
laboratory testing,

-+ Clinical management. of patients with HIV infection and
varioug oppertunistic diseases,

+ Intervention and prevention modalities for personnel
rasponaible for control efforcts,

+ Policy and content faor the development of programse to
couynsel persons before and after HIV-testing,

'+ Policy-making for setting national guidalines for medical
care and public healrh response to the HIV and AIDS
epidemics.

7.4.3 The amount and frequency of @uc¢h training is dependent on
the financial and personnel regouxrces which may be
aveilable to the collaboration, and no specific Quantity
of such training is intended by thias collaboration.

7.5 Congultation and Assistance

#) Cocllaboration estaff may teach, lecture, facilitate, cansult with,
' or help arrange outside asgistance for colleborating Thai
institurions in areas of epidemiology. laboratory science,
. Burveillance, monitoring, patient managemant, education, policy,
ressarch, or prevention and control of HIV/AIDS, STD and TB.
Such activities aye dependent on availablae financial and
personnel raesources.

7.6 Changes in the acopa-of-work

Changes in the scope-of-work of this collaboration ahall raguire
the advance yutual consent of the Parties. ' .

B. RESPONSIBILITIES AND OBLIGATIONS OF THE PARTIES

y . ' , ’
8.1 All activiries and obligations under thig Agreement are
subject to the availability of appropriated funds.
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8.2. CDC Responsibilities and Obligations

)

B.,2.1 éDC Financizl Commitments

+ Salaries and prescribed benefits for official U.S.
Government employees and local hire staff:

+ Purchase and maintenance of furniture, supplies, equipment,
and reagents for collaboration officas, laborateries and
studies; _

+ Purchase of vehicles, fuel, maintenance and repairs for
same; - -

+~ Usage charges for telephone and othey telacommunication
"servicas, such as telex and international computer messaga
and data transmission servicas; :

+ Auchorized transportation and shipping expenses required for
collaboration activicies;

+ Authorized travel and migcellanequs incidental and
associated axpenses of the collabaration: :

:) + Incidental rsaimbursament and ccmpensatibn (See 6.12)

+ Usaage charges for electricity consumption by collaberatcion
offices and laborateories, including use of scientific
aquipmant, office equipment, and air condzticnxng. plus
other nermal ut;lxt;as,

8.2.2 CDC LONG-TERM STAFFING Commitmentsa:

Subject to the appropriation of funde, CDC will provide ac
least two U.S. staff for long-term aasignmenc ro the
collaboration in accordance with the nominaticn procedures and
approvals in Sectian 6.7. :

8.2.3  CDC SHORT-TERM STAPFING commitments:

ChC will also provide, on an as-needed basis wichin che limits
of available resources, additional cfficial U.S. Government
employees for short-texrm asaiqnmenta to assist on
collaboracion activicies and needs.

Page -14-




"May-23-01 02:4Tpm  From-NCHSTP +40453%8800 ' T-703 P.16/22 -840

B.2.4 CDC ADMINISTRATIVE SERVICES commitments:

+ Procurement and shipment to Thailand of specialized
supplies, squipment and reagentns for the collabqration.

+ Personnel acrions and administrative support for U.S.
Government CDC employees assigned to the collaboration.

8.3 ROYAL THAI GOVERNMENT Responsihilities and Obligatione
8.3.1 RTG FINANCIAL commitmenta:

+ . Salaries and prescribed benefite of RTG employees assigned
on detail as RTG staff of the collaboration.

+ Waste and garbage collection and sewage disposal from
collaboration cffices and laboratories;

8.3.2 RTG STAFFING commitments:

The RTG may provide, in accordance with 6.8 and 6.9 RTG ataff
for long term aassignment with the collaboration.

p 8.3.3
J

The RTG shall]l be responsible teo idencify and provide hoth
cffice and laboratory and parking sgpace that is deemed
suitable for the collaboration.

RTG SPACE conmitments:

Suitability cf the space shall be determined hy its: -

+ B\ize,
+ location and contiguity,
+ access to Thai 1natitutiona responsible for care of AIDS
patlmta .
+ type of construction and capab;lxty to meet 1aboratory and
office regquirements,
+ Becurity from unauthorized entry or theft,
-+ aufficiency of parking spaces reserved for collaboration and
staff vehicles,.

9. DURATION AND CHANGES TQ THE COLLABORATION

All acrivities undertaken pursuant to this Agreement will be
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subject to the laws and requlactions of the United States of Americs
and the Royal Thai Government. This ¢ollaboration enters into

force upon signatuze for a period of five years, . effective August

B, 1999, It may be terminated earlier by either party upon written
notice to the other at least 6 months in advance of the proposed
date of termination. This collaboration may be amended or extendad
by wricten consent of the Parties.

This collaboration is agreed to by the Parties upon the signatures
below of their authorized representativaes.

¥TOR THE CENTERS FOR DISEASE - FOR THE THAILAND :
CONTROL AND PREVENTION, UNITED MINISTRY OF PUBLIC EEALTH
STATES PUBLIC HERLTH SERVICE,

DEPARTMENT OF HEALTH AND HUMAN

SERVICES

Sigﬁature: Date: Signature: Date:
S Lmreneande, B2 0CT 199

Bkt B b fo 7 -- g

Name: Scephen B. Blount, MD, MPH - Name: Dr. Sucharit Sriprapandh

Title:Associate Director for Globgl HeglthTitle: Permanent Secretary

Signature: Date:

Name:
Title:
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Y ' | ANNEX T

The following terms .and ritles are used in this document:

“pEfiliated staff" - Persons approved to work on cellaboration
activities as employeea of other agencies
cooperating with the collaboration on spec1f1c
regearch studies or activicies.

“AIDS*™ : - Acquired immunodeficiency syndrome.

o) o [l - Centers for Diseass Control and Prevention.
Atlanta, U.S. Department of Health and Human
Services.

"HIV" - Buman imminodeficiaency virus.

Independent aemployees émployed for the

'Lo:al hire staff"

. collaboration. | _
9 " MOPH" - Miniatry of Public Health, Thailand
*RTG" - Royal Thai Government of tﬁe'xingdam of
Thailand
"RTG Staff" ~ Royal Thai Government employeas dotaiied to
. ' work full-time on the collaboration.
- *STD" . - sexually Transmitted Disease
*TB" . - Tﬁbarcuiosis
"UNAIDS* - Joint United Nations Programme on HIV/AIDS

"U.S. staff" " - Official U.S. Government CDC employees apsigned
to the collaboration.

'Voluﬁtary staff"

{

Parsons approved to work on collaboration
activiries on a voluntveer basis.

"WHO "

World Health Organization
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) ANNEX IT
INTELLECTUAL PROPERTY
Pursuant to Parxagraph 5.5 of this Agreemsnt:

The Parties shall ensure adequate and effective protection of
intellectual property creacad or furnished under this Agreement and
relevant implementing arrangements. The Parties agrea to notify one
another in a timely fashion of any inventions oxr copyrighted works
arising under this Agreement and to geek procection for auch
1nte11ec:ual propercy in a timaly fashion.

Rights to such lncelloccual property shall be allcca:ed as providad in
this annex. :

I. SCOPE

A. This Annex is applicable to all coopegrativa activities undaertaken
pursuant to this Agreemenc, except 88 otherwise apecifically agread by
the Parties or their designees.

) B. For purpcees of chia Agreament, 'intellectual property® shall have
the meaning found in Arcticle 2 of the Convention Establishing the
World Intellecrual Property Organization, done at Stockholm., July 14,
1967. .

C. This Annex addresses tha allecation of righta, interescts, and
royalcias between the Parties. Each Party shall ensuzre that the other -
Parcy can cobtain the rights te intellecrual proparty allocated in
accordance with the Annex, by cbtaining thage rights from its own
parcticipants through contracts or ocher legal maeans, if necessary.

This aAnnex does not otherwise alter or prejudice the alleocation

between a Party and its nationals, which shall be decerm;ned by cthat
Party's laws and practices.

D. Disputes concerning intellectual property arising under thig
Agreement should be resclved chrough discussions berwean the concerned
participating instituctions oxr, if necessary, the Parties or their
designaes. Upon mutual agreement of the Parties, a dispute shall bhe
submitted to an arbictral cribupal for binding arbitration in
accordance with the applicable rules of internatiocnal law.  Unlaas the
Partieg oy their desigrieas agree ovherwise in writing, the arhitration
rules of the United Nations Commission on International Trade Law
(UNCITRAL) shall govern.

-
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E. Termination or éxpiration of this Agreement shall not affect
rights or obligationg under this Annex.

II. - ALLOCATION OF RIGHTS

A. Each Party shall be enrtitled te a naon-exclusive, irrevocable,
royalty-free license in all countries to translate, reproduce, and
publicly distribute scientific and technical journasl arcicles,
reports, and books directly arising £rom cooperation under this
Agreement. All publicly distributed copies of a copyrighted work
prepared under this provision shall indicate the names of the authers
of the work unlees an author explicitly declines to be named.

. B. Rights to all forms of intellectual property, other than those
rights described in Secricn II.A. above, shall be allocated as
follows: :

_ . 1. vVieiring researchere, for example, scientists visiting
primarily in furtherance of their education. shall receive
intellecrual property rights under the policies of the host

“institution.. In addition, each visiting researcher named as an
inventor shall be entitled to share in a portion of any royalties
earned by the hest institution from the licenaing of such intellecrtual
propercy.

3. {a) For intellectual praperty created during joint research,
for example., when the Parties, participating institutione. or
participating personnel have agreed in advance on the scope of work,’
each Party shall be entitled to obtain all righrs and interests in its
ownl territory. Righcs and interests in third counrriaes will be
datermined in implementing arrangements. If research is not
designared as "jaint research" in the relevant implementing
arrangements, rights to intellectual property arising from cthe
research will be allocated in accordance with pesragraph II1.B.{(1). 1In
addicion, each person named as an inventor shall be entitled to share
in a portion of any royalties earned by either lnstitution from the
licensing of the propercy.

{b) Notwithﬁtanding paragraph II.B.2.(a), if & type of
intellectual propercy is protected under the laws of one Party but not
the other Party, the Party whose laws provide for this type of
protection shall be entitled to all rights and interests worldwide.
Persens named as inventore of the property shall nonetheless be
entitled to royaltiee as provided in paragraph II.B.2.{8).
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III. BUSINESS-CONFIDENTIAL INFORMATION

In the event that informacion idenctifiad in a timely fashion as
business-confidencial is furnished or created under the Agreement,
each Party and its participants ahall protecrt sguch informacien in
accordance with applicable laws, regulationa, and administration
pracctice. Information may be identified as °“buginess-confidential’ if
a person having the information may derive an ecanomic benefic fram ic
or may obtain a competitive advantage over those who do not have it,
the information is not generally known ar publicly available from
ather socurces. and the owrler has nat previcusgly made the informarvion
available without imposing in a timely mannar an obligation te keep it
confidential. : .

Both Parties agree that no information or equipment requiring

- protection in the jintarescs of national defense or foreign relations
of either Party and clasgifiad in accordance with the applicable
national laws and regularions shall he provided under this Agreement.
In the event that information or equipment which is known or bslieved
te raequire such pratection is identified in the courge of cooperxative
activities undertaken pursuant toa this Agreemant, it shall be brought
immadiacvely to tha actention of the approprizte officials and the
Parties shall consulrt te identify appropriate security measures to ba-
agreed upon by hoth Parties in writing and applied to this informaticn
and the equipment and shall, if appropriate, amend this Agreement to
incorporate such measures. ' ‘
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