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11. FUNDING 
A. CITATIONSCITATIONS (1) Appropriation Number (2) Allotment Nu.art (3)PIO/TiObligation Number448-36-099-00-20-41
- - (nn&,̂ ,1 1g601 Gi. 
 .1 A-bq -9-164lA7 &AB. FOR PARTICIPATING (1) Initialor Current (2) heg (+Cagr .. (3) New Total 
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Block B)j I
12. Statement of Purpose 

I. Summary
 

The purpose of this agreement between A.I.D. and the Department of Health and HumanServices, Office of International Health, tois fund the development of iew andimproved vaccines for use in LDC primary health care programs. 

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

A budget which should include attribution of funds by each activity approved underthis agreement, i.e. by each protocol, technical assistance mission, trainingassignment, and data collection effort, irill be provided within 60 days. 

*Partial funding-to_ i.ncl.ude additional funds on subsequent amendments 
ii necessary or required. 

13. GOVERNING PROVISIONS: Pursuant to the General Agreement datedDepartment of Health and Human Serthe Agancy 
-March 3, 1966 between AID ani tre 

named above agrees to provide the services outlined in Block 12amplified as needed by Appendix A, unless otherwise authorized by Ai,,ah ervices halbe of U.S. origin. Any appendices
attached hereto are considered part of this PASA. 
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SCOPE THE AGENCY FOR INTERNATIONAL DEYELOPMENT AwOF WORK 
SCOPI~ OP ST-5947-P-RIDepartment of Health and Human Services WR ~ 

WILAR 
_C__________ Office of International Health 11984/85/86 

I. Background:
 

This project will facilitate development and application 
of newand 
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 theNational 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 principalsource of demand for health technologies to be used in
developing countries, is essential for efficient application ofnew technology in developing countries.
 

Vaccines are among the most cost-effective preventive healthtechnologies, and development, adaptation and field testing pewor improved vaccines to reduce infant and young child mortalityand to lower morbidity among women of cLildbearing andage othermembers of the labor force in developing countries is theprimary focus of the biomedical research program of A.I.D.
 
Recent advances in biotechnology have led to a resurgenceinterest in vaccinp research, and, as a 

of 
consequence, orimproved vaccine.% . .e under various stages 

many new 
of development. Mostproductive basic i, earch and development of new vaccines isconducted by inscier,..sts technologically advanced countries,and in the U.S. their work is supported primarily by researcbprograms of U.S. Healththe Public Service. Domestic researchprograms frequently do not have adequate resources to invest indevelopment of technology which is expected to find application
primarily in developing countries, and their legislative mandate
to do so are somewhat limited in that they require support ofresearch on health problems of the U.S. population. Agenciessuch as A.I.D., which have the primary responsibility to developand transfer technology to support the health programs of
developing countries, must remain abreast of technologicaldevelopments to assure adequate consideration is given to theinternational aspects of biomedical research, includirrg vaccine

development. 

fli.Specific Objectives: 

1. To develop, under guidance from A.I.D., a programsupplementing selected on-going vaccine 
for 

research and developmentwhich show promise for application in LDC primary health care 
programs. 

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 safetyand efficacy techniques required for participation in clinical
trials. 

4. To collect in-country data in support of the above
objectives of this program. 

- 00 
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-IV.Imp~lementation
 

This PASA between A.I.D. and the PHS defines the overall projectactivities. 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 International
 
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 amechanism 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.
 

V. SCOPE OF WORK: 

A. Program Management: 
 The PASA Agency will provide a senior,

full- timeprofessiona as the PHS Project Coordinator to developan 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
protocolr 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 wi 
 submit for A.I.D. approval an overall strategy for
selecting vaccines to be supported under this PASA. 
strategy is to summarize the status of R&D on 

This 
current 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 into 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, documentation identitfying principal
investigators, participating LDC institutions, budget, schedule,

compliance with investigational new drug regulations and human

subject procedures, and concurrence of participating
hnzt-government technical institutions.
 

http:WRKBST-59474..RI
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D. Technical Assistance: In 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
 
opportunities for adapting, testing, and applying new vaccines 
for primary health care programs; to provide laboratory, 
clinical, 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 program. 

E. Training: Training of LDC scientists and technicians will
 
be short-term and limited primarily to acquisition of specific
 
technical skills needed to support the field trials and data
 
collection supported under this PASA. 

VI. Liaison and Guidance. The PASA Agency carries out this 
vaccine development program under the policy guidance of A.I.D.
 
A.I.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 i- -Activties 
recommended for funding, and approve all travel. Copies of all 
correspondence sent to overseas A.I.D. Missions must be cleared 
by the A.I.D. progject manager of his designee. A.I.D. is
 
responsible for securing host country clearances for project
 
work sponsored by the PASA.
 

VII,Reports: The PASA Agency will submit semi-acnual 
substantive and quarterly financial reports to the A.I.D. 
Project Officer. The substantive reports are due 30 days after 
the reporting periods ending March 31 and September 30 of each 
year. The reports should include all travel and research 
activities for the previous six-month period. In addition, the 
report due after September 30 of each year should contain an 
action plan for the following 12-month period and an assessment 
of accomplishments against the previous year's action 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, otc.) to the Documentation Coordinator,
 
PPC/DIU, A.I.D., Washington, D.C. 20523, or his designee. Such
 

reports shall include a title page showing the tit-e of the
 
report, project title as set forth in this agreement and the
 
PASA agreement number. One copy 3f each report shall 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 theResearch Advisory Committee of A.I.D., professionals from theDirectorate of Health and Population, and from non-U.S.
Government organizations will assess project progress against
the stated technical goals of the project and will recommend
changds 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
 
professional;. 
Specific plans for the mid-terr, and terminal
evaluations will be developed by the PASA Agency 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 personnel will
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.
 

c) 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 exemptions 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 bythe A.I.D. project manager 
or his designee.
 

All travel arrangements will be handled by the Participating Agency, including

tickets, and/or advances.
 

XI. Sub-contracting
 

DHHS/OIH is hereby authorized to sub-contract as appropriate to support thebest research and development on the selected vaccines, under its owncontracting authority and "n accordance with AID Handbook 12, pages 1-21,
lc7, paragraph (a) throu.i (f). 

i /
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APPENDIX B
 
G ERA. BUDGET 

Overall Vaccine Development Activities 
 $179,368
 

Technical Assistance 
 130,668

Project Management 
 106,668
Other Pxofessioal 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
T"^Ject Management 
 16,000
Other Professional TA 
 3,600
 

Other Vaccine Development Activities 
 1,300
 
Measles Studies 


23,574
 
Rotavirus Studies 


15,000
 

Total Costs 

484,10Z
 



Revised April 15, 1983 

APP 0 D C 

"Use cf AID Facilities and/or Personnel 

a. Participating agencies, their employees, and consu tans are prohibited from 
using AID facilicies (such as office space or equipment) mnd AID clerical/ecbnical 
personnel in the performance of services specified in a Resources Support Service 
Agreement (RSSA) or Participating Ageicy Service Agreement (PASA), ,nless the use
 
of such personnel and/or facilities is/are specifically authorized in the RSSA/PASA 

agreement. 

D. If at any time it .s determined cha.rhe participating agency has used AID 
facilities or personnel without authorization in the RSSA or 2,?A3A, chen the amoum 
payable under the RSSA or ?ASA agreement shall be reduced by an amount equal to the 
v lue of the AID facilities or personnel used by the particlpa:ing agency as 

determined by the AID Agreement Offtcer." 



Revised: 8/15/81 

APEMI D 

"Subcoueracing 

a- A used herein, th C3?3 "Subcu::aciglo ±C.Iudes purchL~me orders. 
b. Su4bcou=a~l b7 tcle PA t'c"'Pa:±= ageny with A=D fuma =zst be s~iiaa

auhoize 
in cta. ?ASA, or ZSSA involved or, .Saparac&17 requeted min .,tn 
and~~ ~ ~~~ Ar. apoebyciA.C Off'cesrPrior Cc u*90tlaclons.' Accordingiv

Paz-icipciogagecids are required to c.lealy indicate in th~dx budget ubCLSaiOn to AID for a PatlC*4Ll ?ASA or RSSA the -f sub.ezt~r .ni~a 
"==cActing- Where Such subcontrcrzcing aises during Per-formane.. an amendedbudget a=d ammet to the PAS-or RSSA, to Coec subconcacl= may be naecss=
P?±o?' t* wet-ZAgj ino*a subccac:. All1 subcourac4= 'nde PASA and RSSAagotmn using AID f=.d- :Ls sUbJecT CO the ±o arn concracin as Staed
In AD Uadbook 12, 1C7. a. t~hrough f. ae -iadLZa 

C_ A= autborza subcontacting shall be undertaken uizsng the &,i 
qec 5 own con~acz:'g auhr" and its Ou' catn regulations. Such

anchCT Ity shaUj be c±:etd in the subcon".act, 9,hen subcocr=.,cz, are megotiatethe cir stauce's Permttng 2egotiation siia.L also be c:trd. AM may, when i: is
in the !':tst interest of the Gcvprmen, &utcbOri.z a part,_cjpat~in agenc7
subca~ ;ric am individual for persona.1 servjic~a abroad under a subcontac:
ir vhbcI thelar c'-Patl= &ancyma, absent its own auhrl. to Concract forp==sna-1 service, cite Sec!= 636(a) (.I) of the FOre;= ASSIStance Act of 1961,

Uwnedad (FAA)' Tn such ent, :beO Ciclc~s:ce ;er_:: =S megotiat.lon41 U.S.C. 252 is 
IV(1r :hezcb Ai used as authrr, :&-e partc±:at 

&9eMiC7 ShAl-. 71.SO s cableapp 1 AI:) :nrrTactm:g e~at4_z=S.. 

cc 



3,1114,S. should be submt:ted for paymaent to A..D. on Stadard To 

1080 or 10U, together with dates of sevica s md-ersd md a brsak­

dam of accrued ezpenses. Submission should be ad. on a uthly 

or qu~ar.el7 basis. 

The format of the =eport .ccoqmyn the S .1080 or .1081 should be 

substantially as Indicated below. Disbursemnts i not be zue vithcut 

the followinX identifying irloazzaio: 

MDA I P OR A=~CT 
PMMCZIL STAS BE?= 

On am Accrual 3asus 
?ASA/-SSA No: 1eziod Covered: Pm: 

1oj ecr. 3.- z 

• o:lect 3=6-e: ?Agement Pexiod: Pm: 
_iscal Data: P.O/T Oblig No. 

Approp-iao No. 

)esc±pt.c.'of ,ud Linee Iems Cw-mt Billinx 3lling to Date 

4*plieas maerials 
ItheI 
Tewxead 

Totals 

Cmlative Ftmds Authorized in PAWSASh thzouo 

Billings Afor servicas rendered m4:r this agrsee~w shiould ba adderassed to: 
Office of Financial Management 
Agency for International Development
Washington, D.C. 20523
 



APPE IX F 

1. IDEM7wICIMI, SELIW AND US oF CMMAcrms AND TANrs 

(a) It is the respaxibility of the patcpating agency to identify and 
select coaltractora and cosutants in accardanc-e with participating agency 
proedre an, to the mdmu extent practicable, "qder competitive
procedures. AID emplaoyees are not smxbrized to sugest or recommnd specific
ndivduals or orgnizations. The participating agency agrees not to solicit 

suggestions or. li of potentl contractors or consultants from AID 
ealayees. Discussions between AID eployees ard the participating a'exe on 
specific .id al or org ia:tic,:s are permi=ed only after an fidividual or 
organzatioi has ben Idenified as a potential contrac or cosultarnt by the 

~ipatingagency. 

(b) Cotractor (nwfederal) employees or c moltants perf=oming services under 
PASA or RSSA 4g sshall not participate in policy foulainbdeting, 

2. LIMATi aN C24 W C PAI,Pff AGCYP , C2 rC 
341DYMCR CMZULTAN1'S 

(a) Salaries ad wages or consula fees which exceed the mmdium level of 
the Foreign Service Officer Class 1 (FS-l), or the equivalent daily rate, as 
established in the paymt schedule of the unifo State/AID/ASIA Regulations, 
as frcm elm. to tim ndw =a~t be specifically ahiz in advarice by the 
AID Agreet Officer. 

(b) RaIFa- -- will not be made for im±Irized salary and wage, or 
consultaot fee amonts dch= eed the m.dmn pS-I level. 

3. L CT WflW TH U.S. c' PAM'ICIPATrI A M DTLEjM.a2MACrM 
EMM CEES,a'OMlMA 

(a) Relcpation within the United State of participating agency eployees,
coutractor employees, or consultants =st be specifically authorized In advance 
by the AID Agreeet Officer. 



(b) eilocation allowaces for a8k.orized particpating agecy employees will be 
reimbused as provided in the Federal Travel Regulations. 

(c) Relocation costs for I -,ed
cotractor employees, or cosultarts will be
reimbused in accordance vith Section 31.205-35 of the Federal Acquisition 
Regulationsa (FAR). 

4. PAM'cUp*~r TRIN arSM 

All pa=icipant training shall be cnucted in accordance with the policies and 
proce&kres established in AID Hand~book 10 - Participant Training unless othezwise 
specifically autkyri in aivance by the AMD Agreemnt Officer. 

5. wPK.u/cXGERENM2~ OO 

Meetings ~a feenes inclang mealssrnprain etlo etnfacdiles ad other inciz etal costs are allowable we the primary purposes of 
the 4=c rxe of the costs is the dsetatOUof technical informat10n. 

6. ~1A' r 

Costs of a, diversion, social activities, amd any directly associated 
coos such as tickets to show, sports ents, wals, lodgings rentals,
 
transportation, and ie 
 are not allowable. 


