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AGTNCY FOR GINTDAINATION L DEVILONSNT

WA LING YT D) T

AUG <0 1985
Dr. Gordon W. Perkin
PATH/PIACT
Canal Mlace
LI0 Nickoerson Street
seattle, Washington 9dLew

subject:  Joopevanive fercement No.
DUL-00U 1A - 00 -5050-00

Dear Dr., Perkin.

Pursuant Co the avtherisy concained in rhe Foreign
Assistnnce Act of 1961, as smended, and the Feacrnl'Grunt and
Cooperative Agreement Act cf 1977, the Agency for lnternational
Developument (hercinafter referred to as "AID'") heveby provides
to the Progranw for Appropriate Technology in Healoh (heveinafter
referred to as "PATH'" or "Recipient'), the sum of one million
nine hundred seventy three thousand dollars ($1,973,000) to
provide support for a program directed towards increaging the
dvnilubility and acceasibility of Oval Rehydration Salc in order
to reduce the.mortality and morbidity due to diarrheal
dehydrarion, as describeé in the Schedule (Attachment 1) of this
Cocperative Agrecment and Atftachment 2, cntitled, "Program
bescription."

This Cooperative Agreement is effective Auguse 30, 1985,

{
Ubligation i made as of the date of this letter and shall apply
Lo commitments made by the Recipient in ’uftherancc of program
objectives during the period August 30, 1435 through August 29,
19388,
The total estimated "ogu of -this Apreement is $1,973,000 for

the period-August 30, 1985 chrough August 20, 1988,
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This Cooperative Apreement is made to PATH on the condition that
tunds will be adainistcered in nccordunée with the terms and
conditions as set forth in Attachment 1, Schcdu;e; Attachment 2,
}rogrum Duscriptkon; and.Accachmenc 3, Standard Provisions; which
have been agreed to by your organization.

Please sign the original and seveﬁ (7) copies of this letter to
acknowledge your acceptance of the conditions here‘n. Thereafter,

please return the originel ‘and six (6) copies to the Office of

Contract Mana:ement,

Sincefely

Judicth D, Johnson
Agreement Officer
Chief, PE Branch

Central Operations Division
Office of Contract Manaycment

Attachments:
1. Schedule
2. Program Description
3. Standard Provisionsg

ACKNOWLEDGEMENT ;

- ,_,,.-~--—'—'—\..
The Progranm, for Appropriatg,Technology in Health
BY: -~ ,"’,,l/’.fr’/./’..---'-’../\‘_;__, /C = am

Py

>l

TYPED NAHME: Gordon 4. Pnr@in, .0,

TITLE: President _

DATE: _September 18, 1585
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Appropriation No.:
Allocnent

Bud,. :t ¥lar Code:
P.LU/ ot

Project lio.:

Total Estimated Amount:

Amount Obligated:
Duns No.:
Funding Source:

72-1151021.8

" 548-34-0Y9-00-59-51

PDAA-85-13480-CG~11

534-2519

940-0009

§1,973,ooo
1,973,000

09-527-9224

AID/W



Attachment 1

SCHEDULE

TABLE OF CONTENTS

Article [

Article [1

Article 111

Article 1V
Article V
Article VI
Article V1|
Article VIII

Arciclé'IX

STANDARD

- Purpose and Propram Description

- Funds Obligated, Payment, and
Total Estimated Cost'

- Substantial Involvement
Understandiny

- Reports and Evaluation

- Key Personnel

- Financiais Plan

-  Negotiated Indivect Cost Rate

- Special Provisions

- Standard Provisions

PROVISIONS

The Standard Provisions applicabl~ to this Couoperative Agrecment

are AID 1420-52 entitled, "U.S. Cranﬁees and U.S. Subgrantees

NonProiit Urganizations - Other Thah Educational Institutions," dated

February, L1982,



Article 1 - Purpose and Progpram Descripticva

A. Purpose

The primary purpose of this ayceemeut is for the
Recipient to increase the aQailabilicy and accessibilicy of ORS in
order Lo .reduce the mortality and morbidity due to diarrheal
dehydration. A secondary purpose is to test tne fteasibility of the
proposed collaboration between the commercia. sectors, the PVO sector

and the public sector, and its ability to meet public health ne 48 .

B. Propram Description

The Program Description is ‘attached hereto as Attachment 2

Atticle 11 - Funds Obligatied, Payment, and Total Estimated Cost

A. Funds Ublipated

The amount obligafed by this Agreemenc is $1,973,000. It

is anticipated that this amount will suppoart Recipient performance of

the Program Description throupgh August 29,1984.

B, Jotal Estimated Cost

The total estimated cost of this agreement is
$1,973,000. Costs are subject to Standard Provision No. 1 entitled,
"Allowable Costs and Contributions," and mo. b entitled, "Revision of

Financial Plans."”
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C. ‘Pavment
The payment mechaniswm applicable to this agriement is the.

Letter of Credit/chasury Firencial Communications Systems

(Loc/rres; .

Article IIT - Suybstantial Involvenment Understandings

| It i< anticipated that performance of the workscope requi:es
substantial involvement by AID. Specific areas df involvement
include, but are not limited to, the following:

A, Prior review of all country selections, country cssistance
plans, technical assistance requests, initial and exceptional
loan agreements. USALD procurement proposals, ey personncl
and consulcant appointments, Technology Reviews, and review of
all program reporting.

B.

Redirect work, if required, in the event of A.I.D.
determination that such action is necessary to ensure optional

use of A.I.D. funds and success of the undertaking.

Article 'IV - Reports and Implementation Reviews

1.

Feriodic Reperting will be in three forms: quarterly

«inancial reporcs accompanied by a brief narrative report,
semi-annual detailed narrative reports as a basis for
semi-annugl Progress Review meetings, and an annuval report
responding to the reporting requirement. of the Child Survival
Action Program. The quarterly and semi-annual reports will
follow an agreed format whiéh'will Be.outliﬁéd iﬁ an '
implementution letter from A.I.D. to the Recipient within 60

days of the signing of the Cooperative Agreément. Thaey will
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include a rveview of major activities carried out during the
period, of any major issues which will bave geveloped during
this time, and of performance against timetable.

a. Quartecly Reports will show expenses by

pregam/activities/functions, in addition to line items.
Any loan delinquencies will be reported. The financial
reports will explain any signiticant variances compared
to budget. They will include estimates of expenditures
for the ensuing three-month periéd, as well as travel
plans for that period. These reports will be provided
within thirty days following the end of the three-month
period covered by the report.

b. Semi-Ananual Reports will tequire the following:

1. Progress Review Meeting: This meeting, attended by

S&T, PRE and the Recipient, will serve to sunplement the
written report. The meeting will assess the implementation of
the projeét to date, will identify any problem areas to be
addressed, and will provide data for subsequent evaluation of
the program.

ii, Written Report: This réport will be submitted by

the Recipient [ifteen days in advance of the scheduled
progress review meeting. It will report on the status ot the
following:

For the overall project:

Needs Assessment/Upportunity Identification Studies.
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- Country Reports (and rveview ot Country Detailed Plans),

- Technical Assistance activities.

- USAID Commodity Procurenient Program.

- ' ProdbcsionJ Distripuﬁiun nnuvHurketing Plans ~»nd
Operations.

- Results 1in comparison with Timetable.

- “Additional informition as agreed upon between A.I.D. and
the Recipient,

For Sub-Projects:

- Status of sub-projects for which assistance has been
agreed tro but idvestment is ﬂot yet made,

- Status of sub-projects for which loan agreements have
been cigned (or investment maae), with regard to:
- Capitaliiacion ot sub-project.
- Projectgd S;les (value, and unit volume).
~ Loan terms.
- Reimbursemert of assistance, if any
- Licence and/or technical assistance agrecments.
- Projected timetable for distriburion of product,
- Copy of completed feasibility study (which will

contain valuabrle baseline gata).

- Names of key bank, and company decision makers.
- Technical Assistance for Sub Projects.
- Additionual data as agreed upon by A.l.D. and

Recipient.
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status of sub-projects 'in "post-investuent" phase, with

regars to:

- Inplementation progress.
- Sales (value and unit volume).
- Loan performance., In the case of delinquencies, to

include submission of balance sheets and income

statements, as well as an outline of a recovery plan.
- Any reflows (including any royalty payments to the

Recipient, whether or not credited to the program).
- Impact on target population.
Annual Progress Report on the indicators which respond to
the reporting requirements of the Child Survival Action
Program to be submitted, no later than 31 October in a
siven year. TFormat for this report will Be outlined in
an implementation letter from A.l1.D. to the Recipient
during the first quarter of the Cooperativa Agreement.

2. Other Reports: At the appropriate time the Recipient shall

submit to A.I.D. reports on the followiny:
Guidelines and Criteria for Country Selection (auring the
birst quarter of the project, to be reviewad over the
life of the pruject).
Timetable for majér events/accomplishments during the
life of the project: quarterly for the coming year,
annually for subsequent years (submit during the first

quarter of the project).
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- Li- of countries for implementarion accivities (in

stages, as outlined in Article-II, 1. & 2., with

]

e

election or e first two countries prior to the end
of the third quarter of the first year).

- Needs Assessment/Opportunity ldentification
Studies/Country Reports (within three months of final
selection of country).

- Country Detailed Plan (within six months of final
selection of country).

- Conditions and Apreenents tor Negotiations (within
nine months of final selection of country).

- Assessment of Two Country Intarventions (within
fifteen months of final selection of countries).

- Country Protocol for Monitoring and Evaluation (within
nine months of final selection of country).

- Mechanism for . USAID Proéurement cl ORS Packets (eight
months from start of project).

- rive Technology Reviews (in the f’-st two years).

- LOP Evaluation Report, inqluding’:sﬁstantive field
notes (end of project). ‘

All reports shail be submitted in quadrUﬁlicate (two copies to
A.1.D./S&T and two copies to A.I.D./PRE). Periodic reporting,
‘including Progress Keview meetings, will be scheduled to

coincida with repdrtin“ for the Health Link project.
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3. Implementation Reviews: These will be conducted at the

end of the first and second year after commencement of the
project. The first review will be performed by S&T dnd PRE.
The purnose of the review will be to determine the Succéss of
the ORS project in ameeting certain established objectives. . The
review will cntail three coaponents:
i. An implementation report prepared by the Recipient for
review by S&T and PRE. '
ii. An implemenc;tion review meeting attendeﬁ vy the
Recipient, S&T and PRE, and
iii. A cummary memorandum prépared by S&T and PRE.
The implementation report, to be prepared by the Recipient,
will focus on providing objective data concerning
implementation of the GRS preject in terms of the objéctives
outlined in Article II, and Particularly with vespect to 1I.6.
(Monitering and Evaluation). In its report, the Reclipicat will
provide a dctailed summary of progress toward the achievement
of these objectives. 1In addition, the report will discuss any
unexpected problems or opportunities, and any recommendations
for modification of the project design for future projects.
The second implementation review will be wore extensive, and
will include limited f£icld research. 1Included in the reviewing
team, in addition to representatives of S&T and PRE, will be a
represeﬁtative of PPC as well as an outside evaluator agreed
upon by A.I.D. and the Recipient. In addition to the three

work components listed above, the second year review will
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include field research conducted by 4 local consultant under
the direction of an outside evaluator. The outside evaluator
will desi,yn an interviéw format to bhe used by local consultants
in interviews with selected company rcpreSentutivesAwha huave
been identiried by the Recipient as the key decision makers
involved in the companies' decisions to undertake the health
product ventures. This field review will focus on:

- The specific incentives affecting the companies'
decisions;

-- The role of the Recipient in the transaction with the
companies;

-~ The effect of the ORS program in enhancing the
Recipient's irterest in, and institutional
capabilities for dealing with loans for low-income
pealth ventures;

-~ #“hether the local cowpanies' participation in the ORS
project has resulred in their consideration of other

(ion-ORS) primary health care product lines.

ARTICLE Y: Key Personnel

l. The key personnel which the Recipient shall fu-iish for the
performance of this work are as follows:
The Cooperative Agrecment shall recelve overall management
supervision from ur. Gordon W. Perkin. Proyram management
shall be the résponsibility of Dr. John Tohafo, Direrctor of
PATH. Dr. Richara Mahoney, Director of Health Link, would

assure successlul integration of tae new pruject with the
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Health Link program. Mr. Carl Mckvoy shall supervise the
placement and structuring of the loan component.  The
techuolopy veviews shall be prepated under the \llrpcl.lun ol
Msv Vivien Tsu. The Procurement study would be curciled out
by Ms. Marparet.Morrow.

The personnel speciticd above are considered to be
easential to the work being performed hercunder. Prior to
diverting any of the gpecific individuals to other
proprams, the Recipinnt shall notity the Contracting
Officer reasonably in ndvqnce and shall submirt
Justification (including proposed substitutions) in
sutlicient dgtail o permit evaluation of the impact on the
program.  ho diversion shuli be mage by the Recipient
without the written consent of the Contracting Officer;
provided, that the Contracting Qlticer may ratify in-
writing such diversion and such ratification ‘shall
constituty the ceonsent ol the Contracting Uflicer required
by this clause. The listing of key persoanel may, with the
consent ot the contracting parties, be amended L[rom time to
Uime "during the course ot the cooperative apreement (o
either add or delete personnel as appropriate.

Fhe Recipient shall obtain A.T.D.'s approval to change key

personnel, or to continue the work hercunder during a

.continuous period in excess of three months without the

participation of the above approved personnel.
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4. ln additiou to these, a Lull-time propram officer shall be
recruited to assist {u propram iwplemencation.  This
individual should have o bachprouud in public health with
experience in diarcheal discase control programs and be
approved by AlD. Consultants with expertise in aiarrheal
disease control propram manapgement, ORS producticn, and
market development will be utiliced as necessary. ‘The
Recipient will make an celfort to bLring in:“junior”
consultants uand professionals trom developing countries to
fncrease the pool ol cxpertise in this area. Possible
consultants include Mr. Stephen Fabricant, Mr. Rodripo Arce
Montiel, M=, Pamela Greene, Ms. Cdrole Kazi, ahd

Ms, Cecilia Versosa,

Article VI - Minancial VPlan

Funds in the amount of $1,973,000 have been obligatea to
fully fund this Agreement. The buupet indicated below sets
Limitations for reimbursement of doilar costs [or individual
JAtems,  The Recipient aprees to furnish data which the
Apreement Ollicer may request on costs expended or accrued

under the Cooperative Apreement in support ot the budpet

information provided herein.
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Budget Summary by Component

Year 1 Yoar 2 Year 3¢ Tetal
A. Program Marketing .
and Management $100,830 $97,305 $103,910 %302,045
B. TCORT Workshop 93,900 -0- -0~ 93,900
C. Prolect Initiation
Trips 60,970 27,095 = -0- 88,065
D. New Opportunity ’ ' ‘ ' T
. Indentification 27,090 28,710 -0~ 55,800
E. Market Development -0- 344,960 239,930 584,890
¥, Producticn Technical
Assistance -0- 124,120 63,695 187,815
G. Loans -0~ 465,785 . 48,575 514,360
H. Procurement Mechanism
Development 46,125 -0~ -0~ 46,125
I. Evaluetion -0~ -0~ 100,000 1C0,000
TOTAL 328,915 $1,087,975  $556.115 $1,973.000

The Agency for International Development agrees to reimburse the
Reciplent for all reasonable, allowable end allocable costs incurred
under this Agreement for the pefiod August 1, 1985 through August 30,
1985, provided such costs do not exceed $5,000. These anticipatory
costs are included in the funds obiigntcd by the budget.

With prior written approval of ALD project managers, the Recipient
may adjust line itewm amounts as reasonably necessary for the
performance of work hereundoer.

Article VIT - Negotinted Indirect Cost §ntes

a, Rates

———————

. Pursuant to the Standard Provision of the Agreement eptitled,
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B. The use of consultants Ls authorized under this Agreement
subject to the techafcal concurrence of the CTO that the proposed
individual is suitable tor the cask assipned.  Fees paid to
consultants and reimbursed heveunder shall be reasonable in
accordance with the applicable cost principles, OMB Circular

A-122, Paragraph 34, Professional Service Costs, and shall not

exceed, without specific approval ol the Agreement Officer, the
maximum daily rate of a Foreign Service 1 (FS-1).

C. Mansgement and Technical Direction

The Ccoperative Agreement will be jointly managed by S&T/H
PRE/IPR and, each of whom will designate a project manager.
The S&T/H project manager will have ahthority for all
technical matters, and will be the principal. A.I.D. contact
for the Recipient on such matters. The Recipient will be
expected to work closely in all significant technical matters
with S&T/H as well as with otner A.I.D. porsonnel from time to
time as designated by this office. The PRE/PPR project
manager will serve as the principal A.I.D. contact for the
Recipient on non-technical matters. His responsibilities will
'inc]udu private enterprise involvement on sub-projects,
.orgunization and financing of sub-projects, loan policy and
terwms, and relactionships to the Health Link project. PRE's
Lovolvement as co-maéagcr inay be wost beneficial in the early,
organtzaﬁional stages of the project. The Recipient is
expéctcd to coordinate activities closely with other A.I.D.
projects.such as Health Link, as wéll as with other

organizations such-as PRITECH, MM&H?, and WHO.
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Program Income

As with the Health Link project, the Recipient 2y recover somu

portion of its direct costs associated with the production of

feasibility studies, or it mav negotiate with U.S. technology sourc

for a share of rovalities or fees. All such fees and royalties wil

be treated as prograam incoae,

In the event that a PATH proprictary technology is utilized in this

project, royalties and fees earned on the PATH cechno‘ogy shali be’

treated as program income and reimbursed to AID in an amount

equivaleac to the costs incurred by the sub-project which enployed

tewnnology. Unless otherwise approved bv the AID Contracting Offic

income in excess of sub-oroject costs shall be treated as program

inconme.

a,

Program income represents yross income earned by the Reciplent
from A.I.D. supported acrivities. Such earnings exclude inter
earned on advances and include, but will not be limited to,
income from sevvice fees, sale of comaodities, usage or rental
feeé, and royalties on patents and copyrights. The standards
forth in this special arovision apply to Recipient accounting
program income under this Cooperative Agreement.

Interest earned ac ahy timefon advances of Agency funds shall
remitted to A.L.D, axcept for interest earned on advances to
States or instrumentalities of a State as provided by the
Intergovernmencal Cooperation Act of 1968 (Public Law 90-577).
Proceeds from tie sale of veal andg personal property eitner

provided by AL T.D. or surchased In wnole or in part with ALLLD

Zunds, shall be handled in aceordance with paragrapn 17T of

dandbook 13, Chapter
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d. Unless the agreement provides othervise, the Recipient
shall have no obligation to A.L.D. with Tespect to
royalties received as a result ofvcopyrights or
pntents_produced under the agreement.

e. All program income carned prior to the euarliev of the
expiration date of this agreement or the date upon
-whiéh no further funds remain undlsbursed shall be
retained by the Recipient and used to reduce the total
amount of A.I.D. funds required to support the ORS
project{

£, All program income as descibed in this paragraph,
which is earncd afc;r the earlier of the expiration
date of th;s agreement or t%e date upon which no
further funds remain undisbursed, shall be refunded to
A.I.D.

Source and Origin of Goods and Services.

"Goods and services procured under this grant must have
their source and origin in the United States or an AID
Geographic Code 941 councry."

USAID Mission Relationships.

‘The Recipient agrecs that it will consult regularly with

the USAID Missions located in the country where each
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proposed product is to be marketed regarding the

relationship between the product, the basic health uneeds of

the residents of that country, and the health strategy of

the

Mission,

G. Emerpency Locator Information

The Recipient agrees to provide the tollowing information

Lo the Mission Administrative Officer on or before the arrival

in. the host country of every agreement employee or dependent:

L.

The individual's full name, address, and telephone
nuimber;

The name and number of the Apreement, and whether the
individual is an employee or dependent;

The Recipient's name, nhome oifice address, and
telephone number, including any after-hours emergency
numbcr(s), and the name of the lecipient's home office
statf member haviﬁg administrative responsibility for
the Agreement;

The name, address, and telephone number(s) of each
individual's next of kin; undg,

Any special instructions pertaining to emergency
situations such as power of attorney designees or

alternate contact persons.

Atticle IX - Standard Provisions

The Standard Provisions, coontained in ‘attachment 3, are

applicable to this Agreement with the exceptions of the

modii .cativns made hereunder.

e,

~
-
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A. Delete the following provisions in their entirety:

1. 5A. Negotiated Overheaa Rates - Predetermineg;

2. h. Payment - Periodic Advance;

3. /C. Payment - Reiwmbursement;

4. LOB. VProcurecment of Gouods and Services uver 3250,000;
5. LL. Local Cost Finmancing with U.S. Pollurs;

6. 13B. Title to and Care of Property (U.S. Government
. Title); and, '
7. - 13C. Title to and Care of Property (Cooperating
Country T cle).
8. l6. Voluntury Participation
9. 17. Prohibition on Abortion-Related dctivities
10. 18. Voluntary Participation Requirements for
Sterilization Programs
B. Standard Provision No. 7A entitled, '"Payment - Federal
Reserve Letteerf Credit (FRLC) Advance," is hereby amenaed to
delete all reterenc2s to '"Federal Reserve Letter of Credit
(FRLC)" whereever it appears and insert in lieu thereot "Letter
of Credit/Treasﬁry Financial Communications System (LUC, TFCS) ",
C. Standard rrovision No. 15 entitled, V%ermination,” is
hereby amended to read, "Termination and Sugpension,' and to
incorporate the following parapgraph therein:
"(d) Suspension: Termination for Changed Circumstaences.
If at any time AlD determines (1) that disbursement py A1D
would be in violation of applicable law, or (2) cthat

continuation of funding for a program shoula be suspended
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or terminated because such assistance is-not in the
national 1nterest ot the United States, then AID may,
following notice to the Grantee, suspena tiris Grant and
prohivit rhe Grantee trom incurring adaitional obligations
chargeavle to this Grant other than neceésary and proper
costs 1n accordance with the terms ol this CGrant during the
period ot suspension, If Ehe situation causing the
suspension continues to pertain for 60 days or more, then
AID may terminate this Grant on written notice to the
Crantee ana cancel that portion of th%s Grant which has not
been disbursed or irrevocably committed to third parties.
Financial settlement of this Urunt,shali be governed by the
termination procedurcs specified in paragraph (c) above."
D. Standard ¥rovision No. ZQ entitled, "Patents," is hereby
deleted in its entirety and a new Stavaard Provision No. 20
entitled, "Putent Rights (Small -Business Firms and Nonprotit
Organizations)(March 1982)," is incorporated herein and

attached hereto.

.
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Attachmont 2

PROGRAM DESCRIPTLION

Purpose and Cbhjectives:

The primary soal of this Cooperative Aprecment 1is to increase
&2 éJ

the availability and accessibility of ORS in order to reduce

the mortailit: and morbidity due to diarrheal dehydration. A

sccondary goal is to test the feasibility of the proposed

collaboration between the commercial sector, the PVO sector and

the public sector, and its ability to meet public health needs.

The specific objectives of the agreement are:

1.

[4S]

[

Through discussions with A.I.D statf, existing A.I.D.
centractors, aad otherx organizations, identify at least six
develeping countries in which produciion of ORS could be
initiated,'expanded, or significanclv improved in quality,
To reach agreements with éompanies in at least four
developing countries to undertake activities leading to the
manufacture and/or distribution of ORS, (This would be a
phased.brocess so that the last two coun;ries would start
only after un assessment bad been conducted on the initia)
sites.)

To develop a scries of guidelines for the local production
of saits through private anctor companies and revise them

over the life of the project.



4. To provide technical assistance and othoer support so that
new or expanded production facilities are operating in at
least two countries and in at least the fipnal stages of
preparation in two others.

5. To develop an efficient mechanism to procure and distribute
Lo country port J.S. produced OKS packets co meet USAID
requests.

6. To conduct a series of Technology Reviews on Key primary
health’care issues to help identify new opportunities for
future commodity support interventions.

B. Statement of Work:

The Recipient ghall provide uecessary technical and
administrative support to expand the production and
distribution of ORS using privete sector resources in
developing countries. Thig Couperative Agreement will involve
a set of components which will be dbplied in individual
combinations ag appropriate to each country situation. Thesge
periods of activities would overlap to a cértain extent as
different country projects progress at differenc rates,

In general, the first year wculd involve ex;énsive needs
assegsment activities; ideptification of specific project
opportunities, the development of guidelines, initial start up
in ‘at least one country and development and ihplementntion of a
Procurement mechanism for ORS. The second year would involve
further implementation of activities begun iﬁ the first year,

lauhching additional activities, assessuent of progress to
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date, and identification of new activities. In che final year,
at least two projects would be compléted and, 1f sc¢ determined,
the other two country activities would also be initiated.

In the early stape, rthe program vould provide assistance in
assessing the feasibility of individual projects (making use of
the existing reports and feedback from current projects in the
field), in developing production plans (including facility |
design and equiprent p"ocurement) and in arranging loan
financing as nceded. 1In larver stages, theiprogra@ would
provide assistance in estaeblishing actual producfion and in
developing appropriace marketing and distribution systems
(working closely with select groups with -projects and expertise
in this area).

Specifically, the Recipient sheall do ‘the following:

1. Identification of Project Opportunities snd Needs

Assessment

a. The Recipient shall develop criteria and guidelines for
the selection of appropriate countries Ffor assistance in
production and distribution of ORS using private sector
resources. (The Recipient should utilize information
Lontainod in che A.L.D. OKS Data Base and existing
consultant reports on this subject.)

Possible criteria include:

- Cbmpaﬁies
1. Previous experience with the manufacture and/or

distribution of pnermaceutical -quality products.
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2. Established capability for quality assurance cf
pharmaccuticals and powders, Adequate market for
private sector ORS supply.

3. Suificient tinancial resources to assure
foliow=throuyh on the project.

4.  Good uwanagement skills.

5. Exccllent reputation in the private sector and with

the Minlstry of Public Health.

Countries

0. A.L.D. child survival priority country.
7. Country to be targeted for other A.I.D. activities

(MM&HP, PRITECH, SOMARC, etc.)
)

8. High prevalance of Diarrheal Disease.
9. Established private pharmaceutical sector.

The Recipient shall organize a Coordination Meeting, soon
afrer the Cooperative Agreement beping, of the various
contractors and organizations currently involved in ORS.

These agencies could include PRITECH, AED, NCIh, CCCD, WHO,

.and UNICEY.  This meeting should be in Waeshington, D.C. and

should cover the curvent status of ORS production, ways to
increase ORS supplies (wich a focus on the private sector),
and means to coordinate such activities together,

Necessary baclyground material, to be determined by AT.D.,
vill be provided by PATH, Participants ét_the meeting

would identify up to six countries in which private sector

‘production of ORS appears to be desirable and feasible.

17
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The Recipient shall organtse a day=lonyg iuturnnc§ona1
meeting to be held Lumedtatoely following TCORT U which
will be held o Washington, DGty December 1985,  This
meeting would bring tonether staff of AL DL, WHO/UNICEF,
loey PVOsj.S&T contractors engaged {o ORT, private seccor
Elrms, especially from poteat tal councries {or assistance.
The Recipient shall be responsible tor the invttntion,
Cravel, and follow-up ot approximately 16 pnrticipunts (an
estilmated four‘people from ecach of the four solected
countries). If feuﬁiblo. two shall be the genfor executive
of the company and the heud of manufacturing.

The other two ‘shall consist of one Key povernwment official
and one person knowtedgeablo "about marketing of
pharmaceutlcal products in Chac country. The objective of
the mceting'would be.to-gonurnte a consensus on what is
needed to expaﬁd private sector lnvnlvcmcnt‘in ORS. The
discussions at the wmeeciug would be used to generate
materials, Including a sorles of guidelinug, for the local

production of salts throuph private sector coupanies,

Some of the toples to be addressed would be:

l. Options for machinery to he used for Cilling ORS
sachets.
v Cost implications of various size packets (150 ce, 500

ce, L liter).

&
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3. Pricliong stracepies.
@, Harkecing approaches, includinog placement of the
product in conjunction with government ~supplied

praducts.

5. Advertising and wmass media campaiyns.
L, Storage, logistics, shelf~11ife, and quality assurance.
/. Financing requivements for various levels of

production and distribution channels.
8. The involvement of pharmacies and other distribution

sources.,
9. Likely future developments in ORS formulation, c.g.,

requivement for anhydrous glucose, cercal-based ORS,
The Recipicnt shall conduct nceds assessment/opportunity
ldentification studics in selected developing countries.
These visits would be wade only after a full roview of
existing consultant reports in the proposed country and a
déterminntinn by A.1.D. that additional infeormation will be
necessary to determine needs and opportunitics. If
appropriate, the teams shall generally consist of
two-persons and shall weet with appropriate USAID and host
country persoanel,  The countvactor is encourapged to make a
svecial effort to incorporate "junior" consultants in such

visits to increase the pool of expertise in ORS.

\:"\
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Areas to be leoked at during the needs assessment/opportunity

Identification stare include:

L. Sources of supply and current use of ORS.

2. Distribution chanuels-public sector/private sector.
3. Nature and gqualicy ot {u=country producrion.

4. Trends in use and plans by the government for

expansion ot coverage.

S. Assessuents of climate for establishment and/or
expansion of private sector manufacture and
distribution. This would include identification of
constraints to licunsing,.pricing, registration, etc.,
for implementation of the prograws.

6. Idencificarion of private sector entities that could
undertake manufacture.

7. ldentification of private scctor organizations with
the capabllicy to distribuce ORS.

‘The resu'ts of this nssc;sment would be presented to A.I.D. as
a report on each country reviewqd. This information should be
reviewed in terms ot the guildelines and criteria for selection
previously developed. Companies with partial goverumont
ownership shall be eoligible, but ﬁrufercnce shall be given to
fully private companices in order to demonstrate that: the
private sector can make contribution to the avallability of ORS

In developing countries.

2. Country Selecqigp and Propgipd P’lan
a. From the discussion at the Coordination “lecting and the

identification of prolect opportunities and needs
p n
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assessment, the Reciplent shall presene to A.L.D. a {ist of
at least six developing countries in which produccion of
ORS could be initiated, exparded, or signiticantly improved
In quality. A.I.D. shall review this list and backuround
material and wich the Recipient Jetermine two sites for
initial start up activities. Two additional sites shall be
identified for possible start up in yrars 2 oand 3, These
additional sites will be funded after a review of program
performange of the existing sites. A.L.D. will seek to
have regional representation in the countries sclected.

The Recipiunt shall develop a detailed plan fgr providing
assistance in ORS to each country chosen. This plan shall
include a timetable for events, types of technical
assistance Eequired, possible financial conditions to be
provided, oucaide resources to be utili:cd, étc.' ﬁ.I.D.
shall review tnese plans and approval is necessary before
further activities aré'underanen. It is anticipated that
country visits will be necessary during this sgage by the
Recipient.

Country Neyotiations

After countrices have been selected and the plans approved,
the Recipient shall negotidte agreements aS-neccssuEy. Two
types of implewentation agreements will most likely be
needed.  One agreement shall be between the Recipient and
the manufacturer. This apreement shall specify the nature

of the technical assistance to be provided and other
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assistance viich the Recipient shall provide such as loan
financing. Another agreement shall be between thoe
Recipient and che_distribucor, if different from the
manufacturer. This agreement shall lay out Ehe terns under
which the Recipient or other contractor shall providé
assistance in developing the warketing plan and supporting
materials such as pesters, packet instruction.leaflets,
advertising copy, etc.; it shall also lay out the
obligations of the distributor to undertake the sales cf
the product throughout the country. In wmany cases the
manufacturer will have its own distribution mechanism,
either in-house or through'a separate company with which it
has an established relationehip, Inlthe cace of an
in-house distribution éapability, the two agreements would
be combined into one agreement.,

Before any final commitments are made by the Recipient,
A.I.D. shall review conditions and agreements as to thelr
aopropriateness for the given country specifications. This
would include a review of financial conditions, including
annual interest rate proposed. A general statement of
these conditions should be presented in the previous
country plan.

Visits by Recipient to the various countries will be

necessary during this stage.
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2roduction Technical Asgsistance

The Recipient shall provide technical assistarce as

necessary te support the goals of this Cooperative

Agreement. Arcas of assistance could include zhe following:

- The exact fermula, including the option of using
bicarbonate or citrate, and the characteristicy of the
formulation in terms, for exauple, of its flow
characteristice ln packaging;

- Specifications for quality assurance procedures and
equipument;

- Desirable factory lavout plané, assistance in
upgrading existing facilities, and specifications for

air conditioning and humidity control;

- Options for procurement of raw materials not available
locally;

- Packng#ng requirements; and

- Information on sougces, prices, and availasility of

méchinery and quality assurance equipment.
Once production has begun, the Recipient shall srovide
technical assistance, as appropriate, to any prsblem arcas
that would need outside expertise. A.I.D. apprsval is
required 6n all technical nssistnn&e requests.
For all technical assistance, the Recipient is zacouraged
to make a special eftfort to incorporate "junior '

consultants and developing country persennel t2 facrease

the pool of expertise in ORS, Sprecitically, by the ond of
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the three-year grant period, at least two individuals wtll
have been trained who could provide assistance in ORS local
production.

Distribution and'Hnrketing

The Recipient shall pla& and provide, .as necessary,
assistance for distribution and marketing. It is expectud
that extensive coordination will take place at this stage
with PRITECH, the Mass Media and Health Practices (MM&HP)
and the SOMARC projects. MM&HP will be launching new
activities in five countries and could potentially assume

respousibility for such communication efforts,

The major components of market development efforts shall
covef'such items as package'aesign, instructional and
promotional material déveloﬁment, and mass medid cnhppign
planning. Use of focus group discussions.and in~depth

interviews shall be incorporated as appropriate.

Monitoring and Evaluatipn

The Recipient_shall develop and maintain a sufficient
monitoring and evaluation system, consistent with the
requirements, of .the Child Survival Action Program, to be
approved by A.I.D., to identify areas of difficulties énd
successes and to measure the overall progress amd impact of
the projept. As this is a new activity in the areca of ORT,
we feel that sufficient time and effort should be spent in
mohiﬁoring énd évaluution to ensure a learning process
approach. Through regular moultoring, the Recipient is

expected to identify areas where corrections should be made
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in che initial country plans and aveas that he ve been

n

uccessfully implementoed. This is especially critical in
the firsc two countriecs as new approaches will be field

tested for the first time.

The Recipient shall conduct assessments on the two

countries after the first year to determine lessons learned
and arezs of improvement. Based on this analygis, A.I.D,
will determine the scheduling of further site

implementation.

Over the life of the project, thé Recipient shall seek. to
determinc the extent to which avallubility of ORS and people's
knowledge about using ORS for diarrheal disease treatment has
'increased. 'Some possible means to measure this include the
following: Availability could be measured accordiny to units
of packets manufactured and sold and purchaser follow=-up
%urveys to determine actual use. Knowledge about ORS could be
evaluated by surveys conducted before and after launching of
any ofthe communication activities. (Such studies would be
done either by existing A.I.D. contractors or in close
cooperation with them.) ‘uccess would be indicated by
increésed understanding of the use of ORS and of its correct
preparation and administration. Another element of success

could be increases in levels of positive actitudes towards OKS.
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Data on availability could be collected from the manu:acturers
with confirming studies using interviews with pharmacists and
other retailers. Kunowledpe and attitudz2 of consumers could be

measured by house-to-house surveys.

In each country, a'specific protocol shall be developed after
the countries have been selected and the country plén
developed. A.I.D. shall review each country's protocol for
monitoring, and evaluation by an A.I.D. - approved contractor
based on an A.I.D. - approved Scope of Work, before it i{s used

in the field.

The Recipient will submit annual progress reports on the
indicators wnich respond to the reporting requirements of The

Child Survival Action Program (see Article vV, 1.)

7. Loans

a. Loans shall be negotiated from the Recipient to the
manufacturer, either directly.or as ; guarantee, to finance
the procurement of machinery, quality assurence equipmenf,
and working capital for initial supplies of salts and
packaging materials. It is anticipated that four countrics
will be covered for a total of $AOQ,OOO._ The loans would

be made at terws to be determined on a country-by-countsy
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basis after a thorough review of the particular conditions
in the country and the financial standing of the
participating company.

The struccure of all loan, agreements will Se rovieved by
A.1.C, before execution.

The loans may be denominated in local currency, since it is
anticipated that the products will be sold almost |
exclusively in the local market and thus will nor generate
foreign exchange. Exchange risk should be evaluated on a
case-by-case basis, taking into account the probability of
devaluation, the credif worthiness of the borrower, and
other factours.

A.LI.D.'s prior approval shall be required for all U.S.
dollar loans at intefest rates more than 17 below that of
U.S5. Treasury Notes of corresponding maturity, for all®
local currency loans at interest rates more than 27 below
what is typically‘available to & commerciul lender 4in the
host country, and for all loans which are judged by the
Recipient to involve a higher degree of risk than would be
acceptable for a typical sub-project of the Health Link
Progran.

Any repayments of principal, interest, or fees from the
loans will not be used by the Recipilent, without A.[.D's

approval, for any other purpose than additional similar

loaus or guuarantees.

Reportiny procedure for outstanding loans is outlined in

Article V.
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8. Mechanirm for the Procur.ment of ORS Packets

From previous consultant reports, field cables, and ¢iscussions
wi;h A.L.D. staff, the Reciplent shall, over the initial
eighc—monch period, develop a proposed mechanism to quickly and
efficiently procure and distribute US-préduccd ORprackeCS to
USAID missions. Once approved by A.L.D., this mechanism would
provide a means for USAIDs to procure salts to meet their
ongbing program needs. The Recipilent will request additional
funding, via the Child Survival Action Prograz, to implement
this mechanism. Such a mechanism could involve a subcontract
Qith a US-based firm for production of packets and/or
stockpiling of supplies. The Recipient shall seck to reduce
the price of the packets through comperiftion and bulk

ordering. Also, the current length of time to procure for the
field (currently up to six monfhs) should he reduced. Some of
the issues to be examined include: a) uniform packaging and
labeling, b) bidding, c¢) package size, d) fornula, e) regponse
time, £) financing. The Recipient shall be responsible for any
correspondence to the field concerning this procurement
mechanism. In addition, over the course of the project a
system for estimating ORS demand for future years shall be

developed.

y
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New Opportunity Identification

The Recipient shall prepare five Technology Reviews during
the first two years of the project on key primary health |

care issucs related to the Child Survival Action Program as

mandated by The Congress (issues such as Vaccines, Weaning

Foods, Growth Monitbring, Haternal Education, Watef Supply
Sanitation, and others related to healt)i of children). The
pufpose of these reviews will be to identify other
opportunities, in addition to ORS, for which commodity
support inferventions in support of the Child Survival

Action Program might be useful.

The Recipient shall submit to A.I.D. suggested topics for
these reviews. The topics sl.all be chesen according to the

following criteria:

- relevance to primary health care and child survival;
- relevance to several regions of the world;

- substantial number of peoble affbcted by the problem;
- significant technology choice§ available;

- relevance to private health providers in LDCs.

The Recipicnﬁ.shall conduct an exténsive literature review

of journalg, bibliographic data bages, published'of'

’unpublished.material, and shall contact experts ‘by phone or
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mail to discuss the latest advances in a given field and

gather descriptions of relevant field programs.

Information should te gathered on the best available
technologies in select areas, how these technologics are
used, prices and sources of supply (whenever available),

and implications for progranm management.

The Recipient shall have this material reviewed by three or
four experts with a mix of academic and prﬁctical
experience in the copic‘aréa. * These reviews shall be
typescript, bound studies. The Re¢ipient shall be
acknowledged as the wuthor of the studies and would retain
full rights teo use the information developed for other
programmatic purposes. A.IL.D., shall be acknowledged as the

funder of the studies.



