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. 1. ;1Eﬁd Stagz:ng Date Y
(M., Day, Yr.] PASA EJ PAsA ORIGINAL
September 25. 1984 PARTICIPATING AGENCY SERVICE AGREEMENT | [] PASA AMENDMENT
2 ("'°5°°,;“’ Completion Date BETWEEN THE AGENCY FOR INTERNATIONAL DEVELOPMENT | 7- PASA Number
SepPanbes 30, 1988 : AND |_BST-5047-P_HI-4265-
3. Category Department of Health and Human Serviced® Country/AID/W Office
_&xj oY ] ASSIGNED Qffice af Taterpational Health Worldwide —_—
4. Duration of Funding 5. Project Number and Title 9. Type 10. Year
&] CURRENT YEAR 936-5947 [BGRANT
Vaccine Development and Health Research Clroan Fy 19 84/85.
K] FORWARD FUNDING _QEMB )
11. FUNDING -
(1) Appropriation Number {2) Altotment Number . (3) PIO/T/Obligation Number
I =36-099-00-20-
CITATIONS 72-1141021.8 s 23002081 | e c0n7.9.9601673 & 4
B. FOR PARTICIPATING (1) Initial or Current (2) Cherge (+ or —) (3) New Total
' AGENCY $429,573 $429,573
C. RETAINED FOR AID {1) Initial or Current (2) Change (+or —) (3) New Totai
DIRECT DISBURSEMENT
D. TOTAL AMOUNT (1) Initial or Current (2} Change (+ or -) (3) New Total
OBLIGATED (Biocks B + C) $429.573 8499 5§77
E. PRINCIPAL CC3T (1) Salaries, D #nrantial ommneperition Including | (3) Miscellaneous {4) Qverhead
COMPONENTS OF “and Benefits Per Diem
{Block B)
12. Satement of Purpose

I. Summary

The purpose of this agreement between A.I.D. and
Services, Office of International Health
improved vaccines for use in LDC primary

the Department of Health and Human
» is to fund the development of 1ew and
health care programs.

Funding period September 25, 1984 through January 31, 1986.

A budget which should include attribution of funds by each activity approved under
this agreement, i.e. by each protocol, technical assistance mission, training
. assignment, and data collection effort, will be provided within 60 days.

*Partial funding-to include additinnal funds on subsequent amendnents
if necessary or required.

13. GOVERNING PROVISIONS: Pursuant to the General Aqreement dated ___‘MaT-'Ch 3; 1966

Department of Health and Human Servihe Agancy named above agrees to provide the services
amplified as needed by A-ppendix A, unless atherwise authorized b
attached hereto are considered part of this PASA.

between AID and the

outlined in Block 12
Y AiC, al tervizes chall be of U.S, origin. Any appendices

14, Signatures WL z . R
N e L
NAME (L Soa Vi —~ NAME Ellen R. Wills, Acting
] . T -
TITLE/ {\Surgeon Gener#l. & Direct TiTLes  CHIiEF, INTERNAT'L & INTERAGENCY BRANCH
o!:".ac’é.'\ S rrector, oFfice _CONTRACT MANAGEMENT. AID
££1 g
DATE: Office of Internatlonal,’dﬁa’;th bATE September 26, 1984
Y __OASH JPRIE

15. Appendices

16. Negotiating Officers
(X1 APPENDIX A - SCOPE OF WORK

Xl APPENDIX B - BUDGET PLAN - Ceneral
X} apPENDIX C-USE OF AID PERSONNEL/FACILITIES
(X] APPENDIX D - SUBCONTRACTING
Z] oTHeR/ReFERENCE Appendix E - Billings
X _Appendix F - Special Provisions
AID 2-2 (12-80)
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AID: CM/SOD/IIA — Helen™T. Xlexar;?!er o

AGENCY: DHHS/QLH:J. Rutkoski
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II. Background:

This project will facilitate development and application of new
and improved vaccines which can be applied in developing country
health programs. The close cooperation between U.S. Public
Health Service (PHS) research programs such as those of the
National Institute of Allergy and Infectious Diseases (NIAID),
the lead U.S. Government Agency in vaccine development for the
civilian sector, and the health programs of A.I.D., a principal
source of demand for health technologies to be used in
developing countries, is essential for efficient application of
new technology in developing countries.

Vaccines are among the most cost-effective preventive health
technologies, and development, adaptation and field testing new
or improved vaccines to reduce infant and young child mortality
and to lower morbidity among women of ci.ildbearing age and other
members of the labor force in developing countries is the
primary focus of the biomedical research program of A.I.D.

Recent advances in biotechnology have led to a resurgence of
interest in vaccige research, and, as a consequence, many new or
improved vaccines :'.e under various stages of development. Most
productive basic 1 ‘earch and development of new vaccines is
conducted by scier...sts in technologically advanced countries,
and in the U.S. their werk is supported primarily by research
programs of the U.S. Public Health Service. Domestic research
programs frequently do not have adequate resources to invest in
developnent of technology which is expected to find application
Primarily in developing countries, and their legislative mandate
to do so are svmewhat limited in that they require support of
research on health problems of the U.S. population. Agencies
such as A.I.D., which have the primary responsibility cto develop
and transfer technology to support the health programs of
developing countries, must remain abreast of technological
developzents to assure adequate coansideration is given to the
international aspects of biomedical research, includinmg vaccine
developrent.

IIT.Specific Objectives:

1. To develop, under guidance from A.I.D., a prograr for
supplezenting selected on-going vaccine research and development
wiich show promise for application in LDC primary health care
prograns.

2. [fo provide technical assistance to LDC officials to adapt,
test and apply new vaccines for PHC programs.

3. To train LDC scientists in epidemiological, clinical safety

and efficacy techniques required for participation in cliniecal
trials.

4. To collect in-country data in support of the above
objectives of this program. :
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v, Implementation

This PASA between A.I1.D. and the PHS defines the overall project
activities. Specific technical activities of the project are to
be performed by Agencies of the PHS according to the directions
and terms of sub-agreements between the Office of Internmational
Health and the PHS units, such as NIAID and the Centers for
Disease Control (CDC). The subagreements, which will be written
with the consultation and approval of A.I.D., will provide a
mechanism for allocation of funds to the appropriate PHS Agency
for specific activities. The PASA Agency may also sub~-contract
with non-PHS Agencies or with private sector and educational
institutions for specific technical activities.

y. SCOPE OF WORK:

A. Program Management: The PASA Agency will provide a senior,
full-time professional as the PHS Project Coordinator to develop
an implementation strategy, to serve as the principal contact
with the Office of Health, Bureau for Science and Technology, to
prepare and submit to A.I.D. recommendations for specific
activities to be carried out under the PASA, to organize
scientific panels to evaluate the merits of individual research
protocols submitted for funding under the PASA, and to prepare
semi-annual reports on the progress of the overall PASA.

B. Program Strategy: Within the initial 120 days, the PASA
Agency will submit for A.I.D. approval an overall strategy for
selecting vatcines to be supported under this PASA. This
strategy is to summarize the status of current R&D on vaccines
that appear highly relevant for LDC primary health programs,; to
identify the criteria for selecting vaccines for support under

this program, to describe the mechanisms that will be used to
implement the various activities funded under this program, and
to nominate the candidate for program manager.

C. Research and Development: The PASA Agency is authorized to
enter inte sub-agreements to implement research protocols for
the following two vaccines before finalizing the program
strategy for other vaccines:

a. Field trials of a rhesus monkey rotavirus vaccine
developed by scientists of the Laboratory of
Infectious Diseases of NIAID.

b. Field trials of a human diploid-grown attenuated
measles virus vaccine to be administered by both
subcutaneous and aerosolized routes.

These protocols are to contain, in addition to the usual
scientific content, documentarion identitfying principal
investigators, participating LDC institutions, budget, schedule,
compliance with investigational new drug regulations and human
subject procedures, and concurrence of participating
host.~government technical institutions.
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D. Technical Assistance: 1In addition to technical assistance
for project management and research directly related to
development and testing specific vaccines, technical assistance
in support of the general purpose of the PASA is authorized up
to ten percent of the accrued obligations. Generally, this
assistance will be to help LDC officials to define the needs and
opportgnitxes for adapting, testing, and applying new vaccines
fo; primary health care programs; to provide laboratory,
911n}ca13 immunological and epidemiological support to LDC
institutions for safety and efficacy and field testing new and
improved vaccines; and to suport the collection of country data
relevant to the implementation of this progranm.

E. Training: Training of LDC scientists and technici i

g nin : ians will
be s ort-tera aud limited primarily to acquisition of specific
technicgl skills needed to support the field trials and data
collection supported under this PASA.

VI. Lisaison and Guidance. - .- The PASA Agency carries out this
vaccine development program under the policy guidance of A.I.D.
A.I1.D. must approve the program strategy, concur in individual
activities recommended for funding under the program strategy,
have the right to make suggestions for changes in activities
recommended for funding, and approve all travel. Copies of all
correspondence sent to overseas A.I.D. Missions must be cleared
by the A.1.D. progject manager of his designee. A.I1.D. is
responsible for securing host country clearances for project
work sponsored by the PASA. )

ViI.Reports: The PASA Agency will submit semi-arnual
substantive and quarterly financial reports to the A.IL.D.
Project Officer. The substantive reports are due 30 days atter
the reporting periods ending March 31 and September 30 of each
year. The reports should imnclude all travel and research
activities for the previous six-moanth period. 1In additiom, the
report due after September 30 of each year should contain an
action plan for the following l2-month period and an assessment
of accomplishments against the previous year's actiom plan.

The PASA Agency shall submit three copies of all reports listed
as being a product of the PASA (administrative, progress, final,
and technical reports, ctc.) to the Documentation {oordinator,
PPC/DIU, A.1.D., Washington, D.C. 20523, or his designee. Such
reports shall include a title pagz showing the title of the
report, project title as set forta in this agreemer.t and the
PASA agreement number. One copy of each report shzll be clearly
typed or printed on white paper so that it may be photographed
to produce a micro-film master. Technical Reports shall be
accompanied by an author-prepared abstract.
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VIII.Evaluation: Within six months of the conclusion of the
first 24 months of PASA activity, technical experts from the
Research Advisory Committee of A.I.D., professionals frem the
Directorate of Health_and Population, and from aon-U.S. ]
Government organizations will assess project progress against
the stated technical goals of the project and will recommend
changés to A.I.D. Within three months of the conclusion of the
60th month of PASA activity a terminal evaluation of the PASA
will be conducted by non-A.I.D. health and biomedical research

professionalg. Specific plans for the mid-term and terminal
evaluations will be developed by the PASA Ageacy and submitted
to the A.I.D. Project Manager for approval.

Ix,Special Conditions:

a) A.I.D. must review and approve'all research
sub-projects to be implemented under the PASA.

b) A.I.D. must have a complete list of PHS staff and
their specific identites to be included in the "key
personnel” clause of the PASA. Key persoanel wiil
include the PHS Project Coordinator, those directly
responsible for field trials, and those responsible
for each individual vaccine sub-project whether in a

PHS Agency or in an organization contracted through
the PHS.

¢) All equipment purchased under this PASA must
remain the property of A.I.D. until such time that
A.I.D. releases title in writing.

d) All cables sent to overseas A.I.D. missions must

be cleared by the A.I.D. Project Manager or his
designee.

e) The PHS will take all necessary steps to secure
approval for testing vaccines in humans in the U.S.
and 'in LDC settings including exeamptions to
investigate new drugs (IND) and approval of
institutional review boards which oversee compliance
with regulations governing human subject research.
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X. Travel

All travel, foreign and domestic, must be cleared in writing in advance by
the A.I.D. project mansger. or his designee. .

All travel arrangements will be handled by the Participating Agency, including
tickets, and/or advances.

I, Sub-contrac ting

DHHS/OIH is hereby authorized to sub-contract as appropriate to support the
best research and development on the selected vaccines, under its own
contracting authority and :in accordance with AID Handbook 12, pages 1-21,
1c7, paragraph (a) througa (f).
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AFPENDIX B

GENERAL BUDGET
Overall Vaccine Development Activities $179,368
Technical Assistance 130,668
Project Management 106,668
Other Professiocnal TA 24,000
Travel 40,000
Domestic 7,000
International 33,000
Other vaccine development activities 8,700
Studies to Adapt and Test Vaccines 245,260
Measles 145,260
Rotavirus 100,000
Total Direct Costs 424,628
Indirect Costs 59,474
Technical Assistance 19,600
Project Management 16,000
Other Professional TA 3,600
Other Vaccine Development Activities 1,300
Measles Studies 23,574
Rotavirus Studies 15,000

Total Costs 484,102
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LPENDIX C

"Use ¢f ATD Facilities and/or Personnel
——tn= TacilICles and/or Persomnel

3.

Participating agencies, their employees, and comsultants are prohibi:ed from

using AID facilicies (such as office Space or equipment) and AID clerical/ctechnical
personnel in the performance of sérvices spécified in a Resources Support Service
Agreement (RSSA) or Participat:igz Ageacy Service Agreement (PASA), unless the use

of such personnel and/or faciliéies is/are specifically auchorized in che RSSA/PASA

agreement.

If ac any ctime it .is determined thar the participating agency has used AID
facilicies or perscanel without authorization in che RSSA or 24%A, cthen the amount
Payable under the RSSA or Pasa agreement shall be reduced bv an amount equal to the
value of the AID facilicies or personnel used by the participating agency as

deternined by the AID Agreement QOfficer.”
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~Subcontracsing

b.

(-

As used herein, che term "subcon:rac:ing" includes purchase orders.

Subesatraciing by ehe Paricipacting agenmcy wizh AID funds must be sSpecifically
authorized in che PASA or RSsa involved or, .separacely Tequested in writing

and approved by che AID AgTenmencs officer PTiOT to negotiacions. Agcordingly,
participa:ing-agiﬁcias 478 raquired o clearly indicace iz their budget sube
mission to AID for 3 particular PASA or RSSA the extemc of ancicipacad Sub=
comtracting. Whers such subesneraciing iTises duriag bc:fbrnance an zninded
budgec and amendment to che PASA-of 2SS4 o cover Subcomtraczing may be necsssary
prior oo witaving iﬁto:; subccmeracz. All subcaa::ac:inz wmder PASA and RSSA
igTsenancy gsing AID.Eunds is subjcct'co thé provisions onm conctTacting as szaced
in AID Ezadbook 12, 1C7. a. chrough £ pages 1-21 and 1-214.

AID authorizaed subcontracsing shall be undertaken using che pasticipazing
agency's own contracIing auzhority and irs Ov@ contracilag regulationms. Such
authoricy shall be éi:ed in the subesntrac:. When subcontTiacss aTe negotiated,
the circmscancas permiczing negotiacion shall also be cited. ADD may, vhen i: ig
in the r:s¢ incarest of che Govermmenc, authoriza a Participacing agency co
subcoatTacs wich | individual for Perscnal services abroad under a subconeracr
ir vhich the Barzicipacing agency may, abseat irs cum 3utlOTicy to contrac: for
PeTsonal Sarvicas, cite Seczion 636(a) (2) of the Foreigz Assiscanca Act of 1961,
3% amended (FAA). Ia such eveat, tie circumsctance Jer3iiiing aegotiation ig

41 U.s.C. 252(e)(15). whers zhe Ti4 :ig useqd as ducaorizy, che Paricijacing

4gency shall also uga avplicable AID cdntraciing regulazigag_ "

\]
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BILLINCS

Billings. should be submicted for paymant to A.I.D. on Standard Fom

1030 or 1031, together with datss of services Tendared and a break-

down of accrued axpenses.

oT quarterly basis.

Submissions should be zade on a monthly

The format of the rTeport -accompanying the SF 1080 or 1081 should be
substatially as indicated below. Disbursenents will mot be made without
the following idencifying informacion:

DEPARTMENT OR AGENCY

FINANCIAL STATUS REPORT
On a= Accrual Basis

JASA/RSSA No:
roject: Nama:
>roject Number:

fiscal Dara: PFI0/T Oblig. No.

Jppropriation No.
Allotoent No.

Jescripcion of Budzet Line Items
’alaries

jenefics

‘zavel

‘ransporzation

upplies § Matarials

ichek

vevhead

Totals

M

Pariod Covered: Freoa:

To:

PASA/RSSA Agreemant Period: Prom:

Cumlative
Current Billing Billing to Date

Cxmunlative Funds Authorized im PASA/RSSA through

Angndment’ Sumber

Billings for services rendersd under chis agreexent snould be addrassed tn:

Office of Financial Management
Agency for International Development

Washington, D.C.

20523



APPENDIX F

1.

mm.mmmwmmmm

(a) Itis:heresponsibm:yoftl'epmicipa:irgagencytoidmifyand
ul&tmtmaﬂmlcmsmmdmwi:hpmicipahgagemy
prwe&mam,m:hmdmmmdcable,"odetc@emive
procedures. Amenplayeesmnocaﬂndaedtomggescorrecamendspecific
individuals or srganizations. The participating agency agrees mot to solicit
suggatimsor-rwcmendatimsofpoten:mwwrsorconsultants from AID
employees. Discussions between AID employees and the participating agency o
speciﬁciﬁividmlsotorganimimsampemi:tedmlyaftermindividmlor
organiaadodhasbeéniden:iﬁeduapotenthlcoutractororcmmltm:by&e
participating agency.

(b) Contractor (nonfederal) employees or consultants performing services under
PASA or RSSA agreements shall not participate in policy formulation, budgeting,

orsupervisiou of AID persconel.

LMWWIW@PARII@MWPEM,M
IMPLOYEES, OR CONSULTANTS

- (a) Salaries and weges or consultant fees which exceed the madmm level of

&eForeignServiceOfﬂcerQasal(ES-l),orttneqdvalmtdﬁlymte,as
established in the payment schedule of the uniform State/AID/USIA Regulaticns,
a8 from time o time amended, must be specifically authorized in advance by the
AID Agreement Officer.

(b) Rei.nhn'smtwﬂlmtbemdefotmmﬂ'brizedsala:yarﬂwage, or
eonsultartﬁeemmaﬁ!ichemeedthemmdmnfs-l level.

RELOCATICN WITHIN THE U.S. OF PARTICTIPATING AGENCY EMPLOYEES, CONTRACTOR
EMPLOYEES, (R CONSULTANTS

(a) Relccation within the United States of participating agency employees,

contractor employees, or consultants must be specifically authorized in advance
by the AID Agreement Officer.
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{(b) Relocation allowances for authorized participating agency employees will be
reinbcmedupmvidedtn&n?ed&al?mli*egulm.

(e) Ralocatimcoetsfarumhadzedeontmctoraplayees,ormultmtswnlbe
miﬂ:xsedinaecordmwithSectim3l.205-350£&eFederalAch.si:im
Regulations (FAR).

PARTICIPANT TRAINING QOSTS

Allpa:ticipan:trainingshnllbeemdm:edmmordmcewidaﬂapoliciesarﬂ
pmmmeWIO-wmlessm
Q&iﬁallymtndzedinadebytheAIDAgreanm:Ofﬁoer. :

WORRSHOP/ CONFERENCE COSTS

Meetings and conferences, inciuding meals, transportation, rental of meeting
'mmmwmmdlmbhmmpdmmomof
theinamof:bemhdndissenim:ionoftedmicalinfomation.

 ENTERTATNMENT COSTS

Costs of amisement, diversion, social activities, and any directly associsted
costs such as tickets to shows, Sports events, meals, lodging, rentals,
transportation, and gratulties are not allowsble.



