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The project aims to foster private business involvement in local production, niarketing,and distribution of oral rehydration salts (ORS) in countries facing high incidence of
infant diarrhea. 
The project is to establish full production in a minimum of 2 countries
and be near to production in 2 other sites, among other activities.
implemented by the 	 The project is being
Program for Appropriate Technology in 
Health (PATH) in
Washington. This 	 Seattle,
final evaluation (8/85-10/89) was conducted by 
a four-person team,
including an industrial pharmacist, using documents and visits covering AID/W personnel,
PATH offices and 
field sites in 
Guatemala and 
Ghana. The purpose was to determine
progress made, identify possible modifications for remaining months of the project, and
propose priority follow-on project activities. 
The major findings and conclusions are:
 
* This project will attain its objectives by its 
1989 end. with at 
least 4 sites in
production and over 12 sites participating to some degree.
 
* Initial selection assessments and later individual businss plans 
must cover indepth the areas of production, marketing, financing, staffing, and facilities.
extremely difficult, or 	 It is
even impossible, 
for the project to ensure the chosen firm a
stable market for the ORS product and sufficient freedom from government interference.
 
* Financing of production equipment has worked well by using an innovative arrangement
for direct loans or guaranteed loans. 

to regulatory scrutiny as 	

Pricing of ORS for commercial sales is subjected
a drug product. 
 It is extremely difficult
give-aways by government 	 to end free ORS
and to avoid 
pricing conflicts between
distribution systems. 	 public and private
Cash-flow problems for the producer ray become critical soon after
product launch due 
to regulated prices, 
low sales volumes, and unpredictable host
government promotion of the larger Oral Rehydration Therapy program.
 
* Production of ORS requires careful attention to Good Manufacturing Practices (GMP)
of the international regulatory bodies and worker training in qualityinitial assumption that existing local drug firms 

assurance. The 
are capable of marketing ORS withouttraining and consultant support is false.
 

The evaluators noted the following "lessons":
 

* 	 Suspicions between public and private sectors as to their respective motives andintentions related to local ORS production is present before and after local production
is launched and must be addressed by USAIDs.
 

Owing to the nature of ORS as a social good, policy dialogue by USAID and contractor
 
u I -'siness 
 leaders is critical to sustainability.


L EVALUATo cos 

i. Ewvugtion Town 
man"g~ 


~ n Couf QBHridaya N. Bhargava 	 T Y F w m D " U $ 
Iso . atMass.School of Pharmacy TOY 0 030	 funs

Craig W. Carlson 
 Pragma Corporation

Robert C. Emrey 	

30
 
Emrey Associates 
 30
James R. Messick Independent Consultant 
 30
 

S P i m faai )_.__ 

Szaff 

PW00 )mat) -ew 



PACE 3
 

AI.D. EVALUATION SUMMARY PART II 
. SUMMARY OF EVALUATION FINDINGS, CONCLUSIONS AND RECOMMENDATIONS (Try " to esgeed he 3 pages provlded)

Address the followlng hems: 

0Purpotte of activttyos) evaJuated * Principal reommendtn 
0Purpose of evaluation and MethodolDgy used * Lessons learned

* Findings and conclusions (rc~lte to questions) 

Missio,,orOtfice: S&T/Office of Health 
 Daetehissummaryprepared: April 15, 1989 

TitleandteofFullEvuaton %port "Final Evaluation of Project SUPPORT, 3/31/89
 

A. Prc~ect Purpose
 
T]J goals of Project SUPPORT (Supply, Production, and Promotion of Oral Rehydration
 

Salts) were: (1) to increase access to oral rehydration salts (ORS) through assistance
 
to local producers and (2) to test the feasibility of health sector programs joining
 
private and public organizations in partnership. Oral rehydration salts (ORS) are
 
packages containing scientifically determined amounts of four 
ingredients: sodium
 
chloride, potassium. glucose, and bicarbonate or citrate. The project is managed by
 
S&T/Health and implemented by the Program for Appropriate Technology in Health (PATH)
 
in Seattle. Washington.
 

b. Evaluation Methodology
 
This report covers the final project evaluation (8/85 to 10/89). Objectives for the
 

evaluation were: (a) to document project experience for possible follow-on projects;
 
(b) to assess the potential for further public-private cooperation; (c) to recomr-end
 
activities for the 14-month project time extension; and (d) to assess the project design
 
and implementation. The evaluation methodology consisted of review of documents 
and
 
discussions. The team of four evaluators, including an industrial pharmacist. visited
 
AID/Washington offices, PATH in Seattle, and two overseas sites: 
 Guatemala and Ghana.
 

C. Evaluation Findings
 
1. Status of ORS Production. ORS packets 
are more complex to produce that one
 

might expect. Several physical and chemical properties of the materials require specip!
 
attention and procedures in the mixing and packing processes. Production of ORS packets
 
must adhere to the high quality control standards of a pharmaceutical product. These
 
standards are known in the industry as Good Manufacturing Practices (or GMP).
 

.2. 
 Project Concept, Design. Strategy and Products. Project SUPPORT was planned
 
to harness private initiative to replace what was a continuing financial burden in paying
 
for public distribution of ORS packets. 
 The project provided financing and technical
 
assistance for production and marketing of 
ORS packets. Initially, A.I.D. did not
 
explicitly direct the implementing organization. PATH, to employ experienced marketing
 
personnel nor to develop marketing strategies and marketing plans in country programs.
 
A.I.D. believed that sufficient marketing expertise would already exist in 
the local
 
private firms selected by PATH.
 

3. Country Assessment and Company Selection. Assessment of countries for the 
project was made against four key guidelines which were prepared by PATH: (a) existence 
of sufficient demand and need for ORS; (b) degree of government support for ORS; (c)

level of technical feasibility and know-how available in the country; and (d) designation
 
as an A.I.D. Child Survival priority country. Company selection criteria included
 
business, financial, and pharmaceutical production and distribution factors.
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Modifications were 
made by PATH and A.I.D. in deciding to accept 
some
meeting all the guidelines. 
In some cases, they considered special circumstances outside
the original guidelines when a particular country appeared to offer promise of success.
Project SUPPORT conducted assessments in countries representing all A.I.D. regions.
project has 
provided technical assistance in about 

The
 
15 countries and participated in
discussions about the possibility entering local production in numerous others. 
The five
countries which have 
progressed the furthest 
toward completing the steps of local
production start-up are: 
 Ghana, Guatemala, Paraguay, Peru, and Turkey.
 

4. Production of ORS Rehydration Salts. 
 PATH has successfully reached most of
the production objectives set by the cooperative agreement. 
 The team found the startup problems of the SUPPORT Project manufacturers in most cases 
to be within the types

expected during the early stages of production.
 

5. Marketing of Oral Rehydration Salts. 
Marketing was investigated by PATH during
each assessment visit. The assessment documents contain data about marketing experience
of the producer firm and available media resources. 
Market planning was also a necessary
element 
in each site where Project SUPPORT assisted in starting production. The team
found that insufficient study and planning had been done at 
an early enough stage to
identify potential obstacles in an ORS marketing effort. 
There were no written marketing
strategies and marketing plans developed during the production planning activity for
 
Ghana and Guatemala.
 

6. 
 Finance and Business. Capital investment funds to start-up local production
were provided from a special 
fund from AoI.D. The flexibility of the 
loan program
responds well to the needs of local producers and the objectives of the project. 
 The
business plans prepared for each local producer provide documentation of the businessprospects of an ORS product. The business plan for Ghana emphasizes mostly productionissues to the near exclusion of financing and marketing factors. 

7. Impact and Sustainability. An extensive plan for impact field utudies was* prepared for the project. It was too early after product launch in Ghana and Guatemala3E for there to be evidence of final impacts. Intermediatechanges, production facilities 
impacts included: managementrenovations, and promotional 
program arrangements.
Sustainability is very important to the project. 
 Among other factors, sustainability
depends on: 
 good program management and coordination, acceptance of ORT within the host
country, continued and stable inputs of public 
funds, public promotional efforts
maintain the URT program, 
and product profitability 

to
 
for the local producer. Both
positive and negative signs concerning sustainability were uncovered by the evaluation
 

team in Ghana and Guatemala.
 

8. Potential for 
Local Production 
of 'New Products. The evaluation team
investigated informally the potential for products other than ORS to be developed for
local production. A number of potentially viable products were found 
from the World
Health Organization essential drug list together with alew other devices, such as AIDS
 
diagnostic kits.
 

9. Central Procurement of ural Rehydration Salts. 

to Project SUPPORT was required
.rovide advice and assistance to A.I.D. in its efforts to serve field missions with
supplies of ORS packets. Throughout the period of the project, a debate raged with the
Federal Government and other interested institutions concerning the proper arrangementsto be used in controlling quality of ORS production, 
In part, this debate was a result
of the sad deaths of several children in Peru in 1986 from over-concentrated doses of
ORS, which had been manufactured by a 
U.S. firm and imported to Peru by USAID/Lima. The
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evaluation 	 ' team found that PA 
 had provided appropriate and valuable assistance.
 
10. Dissemination of Proect SUPPORT Experience. 
Project SUPPORT was required to
 

prepare written reports and other forms of dissemination based on its experiences.

project prepared manuals and reports concerning: The
guidance for local procurement of ORS; 	

volume and labeing of ORS products;
 
and standards, among others. 

and analyses of ORS quality assurance practices
 

11. Management. 
 PATH followed 
a matrix organizational 
structure, with staff 
assigned by program area to work over on several related projects. Field implementation
 
in the six countries in which comprehensive ORS production and marketing serves are being

provided has provided with many difficulties and delays.
complex host country bureaucratiz and business procedures. 

The delays mostly relate to
 

D. Recommerdations
 

The evaluation team recommended certain modifications for the remainingthe project and provided suggestions for a follow-on project.	 
months of 

Production and quality control: 

of all stages of production for 

develop a uniform sampling plan for quality testing
use 
in all sites;
sealing processes used, according 	 validate mixing, filling, and
to GMP; 
and develop specifications 
and testing
methods for packaging materials.
 
Marketing: 
 provide funding 
from A.I.D.
experience 	 to permit additionin marketing; 	 of personnelensure 	 withachieving planned 	

that marketing performancetargets before considering 	 in project sites isexpansion of projectadditional countries.	 
or follow-on to 

Finance and Business: 
 continue the present loan arrangement.

Dissemination of SUPPORT Experience: 


s 
 provide for wider funding latitude in followon project for greater variety of dissemination activities.
 
Impact and Sustainability: 
pursue rigorous data collection from participating firms
 
to establish baseline situation and progress; collect data concerning production and
 
marketing efforts during the early period after product launch and until measurable

impacts can begin to be identified; conduct spot surveys of outlets and consumers
during the follow-on project.
 
Management: 
 plan and prepare for higher levels of resource investment per site in

any follow-on project to ensure adequate technical support is provided; arrange for
 
waivers to permit selected senior pharmaceutical prcduction and marketing personnel

to be available 
to 
the project follow-on; consider 
use of 
short-term 
resident
advisors during the most critical phases of planning and implementation.
 

E Lessons Learned
 
o 	 Suspicions between public and private sectors 
as 
to their respective motives and
iAtentions related to local ORS production are a constant factor to be reckoned with.
o 
 Owing to the nature of ORS as a social good, policy dialogue by USAID and contractor
p rsonnel with national health and business leaders is critical to sustainability.
 

/ 
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Hridaya N. Bhargava, Craig W. Carison, Robert C. Emrey, & James R. Messick. 
Final
Evaluation of Project SUPPORT: 
 Supply, Production, and Promotion of Oral Rehydration
' Salts. Rockville. Maryland: Office of International Health, Public Health Service, U.S.
 
Department of Health and Human Services, March 31. 
1989.
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