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A B S T R A C T  

H. Evaluallon Abstrmct icw W O U I ~ ~ \  

The five-year Cooperative Agreement for Child Survival was signed in 1985 in response to 
a Congressional earmark. Activities were organized under three *'working groupsv (eval- 
uation, imnunizations, and Vitamin A )  chaired by faculty members. A fourth area of 
activity is the Child Survival Fellows Program, managed separately. 

The ceiling for the overall agreement was set at $4,700,000. At the time of this 
evaluation $4,119,329 have been obligated, of which $364,329 represent mission and 
Bureau buy-ins . 

9 

The Institute for International Programs has become an established entity at the SHPH. 
The evaluation, imunization and vitamin A activities have technical merit and are 
relevant and useful to A.I.D.'s child survival programs. Sane excellent studies and 
programs have been carried out. The Child Survival Fellows program is imaginative and 
conceptually sound, and represents a desirable long-term initiative on the part of A.I.D. 

Recommendations for improvement are as follows: 

- S&T/H should simplify its management of the project and provide clearer guidance 
concerning roles and respnsibilities, program planning and budgeting; 

- JHU/IIP needs to streamline and improve its management structure and provide 
better program and financial reporting to A.I.D.; 

- The imunization activities should be given to disseminating the findings of the 
research projects, particularly those of the evaluation working group; 

- Priority should be given to completing the Vitamin A activities which have 
particular merit. 

- The Child Survival Fellows Program should be continued. The follow-on project 
should have adequate central funding and very clearly established objectives so 
as to ensure broad participation of U.S. institutions. 

The team recomnends that S&T/H hold off raising the ceiling of the Cooperative Agreement 
and/or extending the PACD until certain elements of an improvement management system are 
in place. However, the team takes note of new management at the IIP which has already 
begun to coordinate SHPH departmental resources and 'io respond more effectively to the 
requirements of the Cooperative Agreement. 

C O S T S  
I. Evaluatlon Costr 

1. Evaluatlon Team 
Name Afflllrllon 

Barbara Turner, Director AID/ANE/TR ' 

William Bicknell, M.D. Boston University 

2ontrscl Number OR 
TOY Person Days 

Contract Cost OR 
TDY Cost 1U.S. I $1 Source of Funds 

2. MissionlOfflce Professlonml Slrff I 3. Borrower/Granter Profrssionrl 

Person-Days (Estimate) 5 1 Staff Person-Days (Esllnmte) 20 



A.I.D. EVALUATION SUMMARY - PART II 

- S U M M A R Y  I 

J. Surnmrry of Evaluation Flndlngs, Cuncluslons and Cecommondatlons (Try not to rxcred the three (3) page6 -7 provided) 
Address tho following Items: 

0 Purpour of evaluatlon and mathodology uuvd 
0 Purpose of actlvliy(1es) evmlumtrd 

EVALUATION FORMAT P.ND mJRPOSE 
This Cooperative Grant Agreement was evaluated retrospectively through review of files, 
project documents and financial records, and by personal interviews. The objectives 

0 Flndlnga and concluslona (rolate to quostlon8) 

of the evaluation were: 
1. To determine the technical appropriations and effectiveness of the various project 
components under the agreement as child survival activities; 
2. To assist the AID and JHU administrative management of the program; 
3. To provide usefcl information based on experience under the program for upgrading 
technical and administrative management and assisting with shaping future directions 
of these activities. 

OVSRVIEW OF FINDINGS AND RECOMMENDATIONS STflENGTHS 
1. The program activities in the evaluation, immunization and vitamin A areas are 
relevant to the AID Child Survival priorities and, without question, have technical 

Tltlo And Dale Of Full Evaluation R r ~ o r l :  

Mid-Project Evaluation Johns Hopkins 
Institute for International Prourarns 7-5-81 

Mlsrlon or Offlco: 

AIDD 

' merit. 
1 2. The Child Survival Fellows program is imaginative and has the potential to make a 
i significant contribution to the development of a new cadre of well qualified professiona 
comnitted to International Health. 

: 3 .  The Cooperative Agreement (CA) Institute for International Programs (IIP) has been 
- : a central factor in assisting the IIP to get established and functioning at the SHPH. 

i 4. The CA through the IIP has ken very effective in getting the time and attention of 
some of the SHPH's best professionals fccused on Child Survival issues. The CA has 

' offered opportunities for graduate students to become attracted to Child Survival 
research. It has also enabled the SHPH to leverage other resources for activities 

I developed under the CA. 
! 5. The areas chosen for emphasis within the broad parameters of the CA (imnunization, 
vitamin A, evaluation and Fellows) link the strengths of the SHPH to a number of A.I.D. 

I Child Survival priorities. 

Date This Summary Proparod: 

2/1 0/89 

- 4 ISSUES 

4 1. A.I.D.'s intent appears to have been to fund a set of activities limited by time 
, and money. The SHPH appears to have implemented the CA as if it were the first phase 
:of an assured long-term institutional support activity rather than for a finite set of 
! activities limited by money and time. 
2. The CA describes a set of activities far beyond the capacity of the budget. The 
annual work plans were intended to prioritize and refine those objectives and their 

! budgetary implicati 311s. Unfortunately, this has generally not been t?le case. 
) 3.  Although it is clear that a number of excellent studies and prcgrams have been 
carried out to dats under the CA, the evaluation team was struck by management weaknesse 
in CA administration at the IIP and S&T/H. These weaknesses should not be viewed as 
the fault of any one person or either institution. Rather they are the product of such 

I 

1s 

!S 

factors as: 
a. A program that was implanented because of a congressional earmark that 

circumvented more traditional program developnent. 
b. An .CdT/H overal program and managerent work load that severely stretches and 

perhaps occasionally exceeds the a~ilable professional and support staff 
capacity . 

+ I 
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- 
S L1 M M A A Y (Continued) 

c. A new organization at the SHPH - the IIP - with a new and'evolving mission, 
new leadership alld administrative capacity. 

d. A university environmnt where professional and academic interests may 
occasionally outweight management concerns. 

KECOMMEN?ATIONS MANAGENENT 
1. A.I.D. should designate a singl~, knowJ.edgeable, responsible Cognizant Technical 
Officer (cTO) in S&T/l-I who has the time, responsibility 'and authority to act for A.I.D. 
2. A sinqle person with fac~lty rank, administrative skills and time should be 
desiqnated as project director. This person should have the authority and responsi- 
bility within the terms of the CA to allocate funds within and between all CA activitie 
establish prmedures.for tho working groups, resolve conflicts, assure prcper technical 
oversight before subproject actil.:~ties are sulnitted to A.I.D., and be ultimately 
responsible to the Dean of the S.WH. This is not a full time position but will require 
30% to 50% time (time on the CA may decrease as the procedures are put in place and the 
CA winds down). 
3. At IIP a full-time or near full-time project manaqer should carry responsibility 
for day-to-day operations. The project director and project manager should be assisted 
by a project staff of no more than three full-time equivalent administrative support 
positions. This management unit should provide all necessary administrative support 
for all activities carried out in the four program areas (evaluation, vaccines, ' . 

'vitamin A and Fellows). 

BUDGET AND IMPLEMENTATION 
1. If A.I.D. chooses to support through the CA completion of selected ongoing 
activities (e.g. Indonesia vitamin A study and probably the Philippines tier 3 study), 
this will require extending the project completion date, ir.creasing the funding 
ceiling and providing additional funds. (n.b. The team wants to emphasize that it 
feels the Vitamin A study has worldwide policy relevance and once technical issues 
have been resolved, recormrends thaL the study be carried out in a timely manner.) 
Prior to doing this, a careful and comprehensive inventory of all projects underway 
should be rapidly completed and tight, realistic expenditure plans developed for each 
activity. These activities also need to be relatc., to the capacity of the management 
support unit. 
2. Mission buy-ins to date ($64,329) have been substantial and anticipated buy-ins arc 
anticipated to greatly exceed this, perhaps approximating 5% of total funds awarded 
to date. Care should be taken to assure that existing and anticipated buy-ins fall 
within the overall program, time and financial framework of the CA. 
3. As consideration is now being given to modifications in'the CAI it is essential 
there be clarity with regard to expenditures , obligations, unobligated funds, projects 
completed, projects underway, projects approved but not begun, etc. The IIC needs to 
develop a comprehensive project tracking system including program descriptions, annual 
budgets, issues, and implementation schedules, both financial and programmatic. 
4.  SCIENTIFIC REVIEW OF PROPOSED WORKING GROUP ACTIVITIES SHOULD BE 
REQUIRED 

1. Finding reviewers, working with them and feeding their results back to SHPH 
faculty is a time consuming and technically demanding task. It is not clear that 
in-house staff resources are now or in the foreseeable future will be sufficient to 
coordinate and direct this type of extramural review. This issue doubtless extends 
beyond this CA and illustrates the problems of diverse and canpeting agendas fact.& 
by S&T/H. 

SUBPROJECT3 CHILD SURVII'AL FELLOWS PROGRAM 
The concept behind the Fellows Program - Providing a financial and program incentive 
for health professionals to gain shtantial long-term overseas experience and opt 
for a career in International Health - is sound and from a public policy perspective 
is emblematic of a very desirable long tern A.I.D. initiative. The emluation team 
mphasizes that the concept of the Fellows Program has great,vrlt. It is unlikely 
that other funding agencies will assume a comparable responsibility for strengthening- 
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the cadre of U. S . health professionals committed to international health. Subject to 
the resolution of policy issues raised in the evaluation, we urge A.I.D. to continue 
the program. 

IMMUNIZATION 
The team recornends that the activities underway in the vaccine area should be 
completed. New activities in this area that A.I.D. may wish to support should be 
incorporated into the overall S&T/H vaccine research program through a vehicle more 
sensitive to the needs of vaccine development and testing such as the S&T/H agreement 
with HHS/OIH. 

VIl'AMINA a 

The CA activities in Vitamin A are very relevant to current A.I.D. priorities. The 
inprcssion cytology findings were timeiy and useful. The state of the art paper is 
widely regarded as a significant contribution. The Vitamin A morbidity study-scheduled 
to W,in soorin Indonesia is the centerpiece of the activities of this waking group 
and has the potential to make a major impact on Vitamin A program decisions. The 
Vitamin A morbidity study now planned for Indonesia has near !.mnediat,e important 
policy relevance for A.I.D. and the larger international health aonnnunity. Prior to 
final approval of the Indonesia Vitamin A study, the research protocol should be 
submitted by A.I.D. to selected independent expert reviewers. In the review process 
particular attention should be paid to assuring rigorous attention to epidemiological 
detail. 

EVALUATION 
The activities of this working group are very consonant with the mission of A.I.D. and 
the current Qlild Survival program priorities. They are an excellent example of the 
type of activity that should be ce~trally funded. It is most appropriate thzt this 
research has focused on the tier 3 level evaluations. 

In addition to completing activities underway in the evaluation area, S&T/H with the 111 
should consider ways to disseminate findinqs, methods and information generated by . -  

evaluation pro~ects not only to the academic community but also to individuals and 
agencies responsible for the planning, management and evaluation of international 
health programs worldwide. Although findings are only now becoriring available, plans 
for dissemination are weak. 
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JHU-IP Mid-Project Evaluation 

I - THE EVALUATION TEAM 

This mid-project evaluation was carried out by Ms. Barbara Turner (team leader) Director, 
AsiaINear 13ast Office of Technical Resources, Agency for Jnternational Development (ALD.), 
and Dr. William Bicknell, Professor of Pl!blic Health and Director of the Office of Special 
Projects, Boston University. The charge to the team is outlined in the Scope of Work (appendix 
1). The team interpreted its charge to mean it would limit itself to a mid-project overview of project 
activities and would not conduct a detailed scientific and technical review of each activity. 

The team was augmented by Dr. William Jordan Jr., formerly Director, Microbiology and 
Infectious Diseases Program, National Institute of Allergy and Infectious Diseases. Dr. Jordan 
contributed to the review of immunization activities (appendig 2). Dr. Larry Clark, Assistant 
Profcss2r of Epidemiology at the University of Arizona School of Medicine was provided with 
projcct background materials on Vitamin A and provided most helpful input by telephone and in 
writing to the team ( appendix 3). 

The team has reviewed project documents supplied by Johns Hopkins University (J.H.U.) and 
A.I.D:, met with numerous J.H.U. frlculty, staff and fellows in group and individual sessions and 
interviewed selectcd A.I.D. centrd and mission staff. 

The Bureau of Science and TechnologyfHealth Staff particularly Dr. Pamela Johnson, Ms. 
Veronica Elliott and Ms. Julia Teny provided much needed input, support and perspective. The 
Johns Hopkins faculty and staff, exemplified but by no means limited to Dr. Mosely, Dr. Black 
and Mr. Seaton, organized an excellent, intensive and informative set of briefings over 1 112 days 
for the team in Baltimore. 

I1 - OVERVIEW 

The Johns Hopkins University School of Hygiene and Public Health (SHPH) Icstitute for 
International Programs (IIP) Cooperative Agreement Number DPE-595 1 -A-00-505 1-00 (CA) 
began August 30,1985 in responbe to a Congressional earmark with a ceiling of $4,706,000 for a 
5 year period ending August 29, 1990. Initial funding was for $1,156,000 from Science and 
TechnologylHealth (S&TlH) central Lnds which have been augmented to date by $2,599,000 
additional Burcau of Science and Technology funds (Health, Child Survival and Nutrition) and 
$364,329 buy-ins by missions and regional bureaus for a total obligation of $4,119,329. 

The SHPH, the IIP's parent, is a long established, preeminent school with an annual operating 
budget of $90,000,000, endowment income of $1,500,000, 900 students (20% non-U.S.) and 
nearly 300 full-time faculty in 11 departments (Biochemistry, Biophysics, Biostatistics, 
Environmenial Health Sciences, Epidemiology, Health Policy and Management, Immunology and 
Infectious Diseases, International Health, Maternal and Child Health, Merrtal Hygiene and 
Population Dynamics). 

The TIP is a new entity within the SHPH and is intended to facilitate the Schools ability to 
coordinate its departmental resources particularly in response to the needs of the international donor , 

community. 

The current programs of !he IIP are: 

1 - Cooperative Agreement for Child Survival (CA), $4,706,000 
2 - Private Voluntary Organization Child Survival Support, $1,040,000 
3 - Joint Memorandum of Understanding J.H.U./Charles Drew, $399,000 
4 - Hubert H. Humphrey North-South Fellowship Program, U.S.I.A., $9,000" 
5 - India Network, Ford Foundation, $300,000 

*Tuition funds are not included in this figure. 
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Activities 1 - 3 are A.I.D. funded. Other A.I.D. funded activities at the SHPH do not fall within 
the umbrella of the IIP. 

The Chair of the Population Dynamics Department, Dr. W. Henry Mosely, is the Director of the 
IIP and the Project Director for the CA. The Chair of the Department of International Health, Dr. 
Robert E. Black serves as Associate Director of the IIP and Associate Project Director (n.b. The 
Department of International Health is reported to have grown from 6 to 41 full-time faculty in the 
last several years). 

The Deputy Director of the IIP, Mr. Paul Seaton, serves as the overall project manager for the CA. 
The CA organization closely parallels the organization of the IIP and is the largest activity within 
the IIP. (appendix 4 - organizational chart) 

The ILPICA has an overall advisory group (appendix 5) chaired by Dr. D. A. Henderson, Dean of 
the SHPH. Three active working groups and the International Child Survival Fellowship 
Advisory Committee oversee the funded areas of program activity: 

Evaluation - Coordinator: Dr. Ronald H. Gray 
Immunization - Coordinator: Dr. Neal A. Halsey 
Vitamin A - Coordinator: Dr. Kenneth H. Brown 
International Child Survival Fellowship Program: Dr. Stella A. J. Goings 

The Social Science working group, coordinated by Dr. Peter A. Bcrman, and Dr. Carl Kendall 
has not been funded under the CA. (appendices 6, 7, 8 & 9 list the membership of the working 
groups). 

Expenditures and obligations through March 31, 1988 by program area aqd management support 
are shown in Table I. 

TABLE I 
EXPENDITURE SUMMARY 
(3/31/88 estimated) 

Expenditures 
, Vouchered Unvouchered Total Percent 

Evaluation $682,089 $28,567 $71 0,656 21 % 
Immunization $460,550 $41,330 $501,880 15% 
Vitamin A $252,257 $1 1,050 $263,307 8 %  
Fellows $1,044,253 $1 14,920 $1 , I  59,173 35% 
Management $672,337 $29,016 $701,353 21 % 

Total $3,111,486 $224,883 $3,336,369 100% 
Funds Awarded $4,272,000 
Balance Remaining $935,631 

A summary of CA funded activities is shown in Table II. 



Evaluation 
Immunization 
Vitamin A 
Fellows 
~iscellaneous3 

TABLE I1 
PROGRAM ACTIVITY SUMMARY 

ACTVITIES 1 
COMPLETED UNDERWAY APPRoVED~ 

Total 13 25  1 

JHU-IIP Mid-Project Evaluatic 

Total 

1 See Appendix 10 for details 
2- USAID approved, funded (in whole or part) but not begun 
3 Seminars for USAID staff giver, In Rosslyn 

The IIP reports the following: 

- If the CA were to be termhated immediately expenditures and obligations would total $4.9 
million. 

- Funds expended and obligated plus what is required to complete approved projects 
approximates $5.9 million. 

- In order to complete approved projects, initiate and carry to completion the Vitamin A study 
and the Philippines tier-3 activity funds along the following lines will be required: 

Complcte approved projects 
Vitamin A Indonesia* 
Philippines tier-3* 

Total estimated cost $6,960,000 

It should be noted that none of the activities marked with an *, if approved by A.I.D., can be 
completed by August 29, 1990. 

Further detail on the Fellows Program is shown in Table 111. 
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TABLE Ill 
FELLOWS SUMMARY 

Placement 
Overseas* Domestic 

USAID Placement 1 4 
USAID Choice" 1 0 
IIP Choice 8 2 

Career Choice 
New Career 

Same Career 

Citizenship 
US 8 5 

Non-US"* 2 1 

AsiaINear East LAJCaribbean 
Overseas Site 3 '  5 

Total 
5 
1 

1 0  

* 

3 
1 3  

1 3  
3 

Afr ica 
2 '  

'includes placement of Kenyan and Indian nationals in their 
respective home countries 
"person chosen by mission for PVO placement, not an IIP choice 
"'2 of 3 are green card holders. 

111 - THE FUNDING VEHICLE 

As the majority of the teams findings and recommendations are in the areas of project management 
and relate to the funding vehicle, it is important that there is a clear understanding of what a 
Cooperative Agreement is and how it differs from a grant and a contract. 

According to the A.I.D. Handbook, a grant or cooperative agreement is "in the nature of a gift in 
support of an ogreed upon purpose," A cooperative agreement is used when a grant would be 
appropriate except that a substantial involvement is anticipated between A.I.D. and the recipient 
mu tuallv =reed u F n  points during the activity. A cooperative agreement therefore, should begin 
with a clear statement of the purpose and objectives of the activity and a clear agreement on the 
points at which A.I.D. involvement will be required. The types and frequency of approvals and 
reporting should be mutually agreed upon the c o w a t i v e  
subsequent to Recommendations for the nat 
and reporting are contained in the sections N-P. and IV-B. 
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IV - FINDINGS MID RECOMMENDATIONS 

Strengths: 

1 - The program activities in the evaluation, immunization and vitamin A areas are relevant to the 
A.I.D. Child Survival priorities and, without question, have technical merit. 

2 - The Child Survival Fellows program is imaginative and has'the potential to make a significant 
contribution to the development of a new cadre of well qualified professionals committed to 
International Health. 

3 - The CA has been a central factor in assisting the IIP to get established and functioning at the 
SHPH. 

4 - The CA through the ID has been very effective in getting the time and attention of some of the 
SHPH best professionals focused on Child Survival issues. The CA has offered opportunities for 
graduate students to become attracted to Child Survival research. It has also enabled the SHPH to 
leverage other resources for activities developed under the CA. 

5 - The areas chosen for emphasis within the broad parameters of the CA (immunization, vitamin 
A, evaluation and Fellows) link the strengths of the SHPH to a number of A.I.D. Child Survival 
priorities. 

Concerns: 

6 - A.I.D.'s intent appears to have been to fund a set of activities limited by time and money. The 
SHPH appears to have implemented the CA as if it were the first phase of an assured long-term 

. institutional support activity rather than f9r a finite set of zctivities limited by money and time. 

7 - The CA describes a set of activities far beyond the capacity of the brldget. The mnual work 
plans were intended to prioritize and refine those objectives and their budgetary implications. 
Unfortunately, this has generally not been the case. 

8 - Although it is dear that a number of excellent studies and programs have been carried out to 
date under the CA, the evaluation team was struck by management weaknesses in CA 
administration at the IIP and S&T/H. These wdcnesses should not be viewed as the fault of any 
one person or either institution. Rather they are the product of such factors as: 

- A program that was implemented because of a congressional earmark that circumvented 
more traditional program development. 

- An S&T/H overall pmgram and management work load that severely stretches and 
perhaps occasionally exceeds the available professional and support staff capacity. 

- A new organization at the SHPH - the IIP - with a new and evolving mission, new 
leadediip and administrative capacity. 

- A university environment where. professional and academic interests may occasionally 
outweigh management concerns. 

Fundamentally, there is lack of clarity within S&T/H and the TIP with regard to who is responsible 
for what, what is the approved scope of work and level of effort, what the parties expect of each 
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other, how they should communicate and what even basic terminology means. A situation such as 
this can only lead to Iost time, increased work, frayed tempers and sub-optimal use of human and 
financial resources. 

The evaluation team chooses not to list examples of the management problem as we feel this may 
tend to focus on the past when the focus should be forward looking and directed toward making 
changes that are in the best interests of everyone. 

9 - As consideration is now being given to modifications in the CA it is essential there be clarity . 
with regard to expenditures, obligations, unobligated funds, projects completed, projects 
underway, projects approved but not begun, etc. Therefore we recommend that S&TM require the 
IIP to submit the following as a cohesi . . ve-llv consis!ent a c k a ~  prior to any consideration of 
amendments to the CA: !. 

a - A program budget (an example of one possible format is shown in table IV) within the 
budget framework of funds awarded to date ($4,272,000). 

b - A one paragraph summary of each project supported activity co.mpleted to date, its I 

outputs and a cost estimate (we recognize costing completed projects may be impossible 
and therefore ciiiphasiie estimate). 

c - A one to three paragraph sununary of all ongoing approved CA activities that includes: , 

i - A realistic timetable for completion. 

ii - A realistic line item budget. The budget should include direct costs associated with 
the activity but not the time of the CA management and administrative support staff. If 
buy-ins are part of the funding the amount and source of buy-ins to date and 
anticipated should be shown. 

iii - A summary of uncertainties that may result in delay in competing the activity. 

iv - A brief statement as to the significance of the activity and how results will be 
disscrninated. 

d - A realistic budget estimate of funds required for CA management to support the 
completion of the remaining activities and a summary of how staff time will be focused. 

It should be noted that A.I.D. did request a number of these items in March and several are 
already in preparation by the IIP. 

10 - Prior to amending either the funding ceiling or the end-of-project date, a plan for improved 
management should be agreed to by J.H.U. and A.I.D. (see recommendations below). 

B - Management 

1 - Given the limited time remaining to complete CA activities, it is now essential that S&TM and 
IIP agree on the definition and use of key terms such as approved, funded, expended, obligated 
and unobligated. An early task of both parties should be to list and define key terms and the 
"process" of specific clearances within the IIP and within A.I.D. that must be in place prior to 
initiation of a sub-project activity. These definitions and agreements as to process should be 
shared by IIP with all working groups. 
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2 - At present, at least five persons in S&T are actively involved in the day-to-day management of 
the CA. This is not working well. A,I.D, should designate a single, knowledgeable, responsible 
cognizant technical officer (CTO) in S&TlH who has the time, responsibility and authority to act 
for A.I.D. 

3 - Three levels of management by S&T/H are possible: 

a-detailed oversight, review and approval of all activities on a near day-to-day basis. 

b-a quarterly review and approval of the program and budget including a travel plan with 
day-teday involvement limited to essential coordination within the agency and particularly 
with field missions. 

c-an annual review and approval of program and budget with quarterly submissions of 
travel plans for review and approval. This essentially converts the CA into a grant and 
J.H.U. becomes fully responsible, in an audit sense, for program performaxe. 

Level a is unworkable and inappropriate. 

Level b is desirable if, and only if, a staff member with the time, skill and knowledge is 
realistically available who occupies a position that allows the requisite assumption of full CTO 
authority and responsibility. Estimated level of effort - 1 to 2 dayslweek heavily clustered around 
the quarterly reporting periods. 

Level c is the minimum acceptable level of Agency oversight. Estimated level of effort - 0.5 
dayslweek. 

In determining the management approach to be taken by S&T/H, it is essential that a very harci- 
nosed and realistic assessment be made regarding staff capacity, S&T/H priorities and the many 
other competing demands for scarce SPcTIH staff time. 

Although the CA specifies only minimal annual reporting, under Section VIII of the CA there is 
clear authority to request and obtain such information as the agency may feel is needed. Further, 
when the CA is about to be opened to amend funding ceilings and dates it is a propitious moment 
to also amend reporting requirements consistent with a revised S&TM and IIP CA management 
plan. This should include as a minimum the program and budget status information recommended 
in IV.A.9a1 b, c, d. 

4 - The IIP CA administrative structure is cumbersome and communication problems appear to be 
substantial. At present there are functionally three not quite coequal project directors and 2 of these 
persons and others from within the IIP are in frequent contact with S&T/H over CA management 
issues. A single person with faculty rank, administrative skills and time should be designated as 
project director. This person should have the authority and responsibility within the terms of the 
CA to allocate funds within and between all CA activities, establish procedures for the working 
groups, resolve conflicts, assure proper technical oversight before sub-project activities are 
submitted to A.I.D., and be ultimately iesponsible to the Dean of the SHPH. This is not a full- 
time position but will require 30% to 50% time (time on the CA may decrease as the procedlures are 
put in place and the CA winds down). 

At IIP a full-time or near full-time project manager should carry the brunt of responsibility for day 
to day operations. The project director and project manager should be assisted by a project staff of 
no more than three full-time equivalent admiriistrative support positions. This management unit 
should provide all necessary administrative sup,port for all activities carried out in the four program 
areas (evaluation, vaccines, Vitamin A and Fellows). When overload situations occur, they can be 
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handled by overtime and the occasional use of temporary persome!, 

5 - Working group coordinators and all faculty responsible for carrying out specific projects should 
have a clear quantitative understanding of the funds availa!de to then and how they may be used. 
This is most important at this time so that Working Groups can be assured there is either sufficient 
time and money to complete subproject activities or to make needed adjustments now. 

6 - Assuming that A.I.D. opts for a management intensity along the lines of level b (item IV.B.b3 
above) then certain guidelines should be established. For example: 

I 

- Discrete new projects within the CA whose direct costs are less than $50,000 do not require 
A.I.D. approval. However, they must be described in a quarterly report prior to their being 
initiated. If in-country contact is a part of such a project IIP is responsible for obtaining written 
mission concurrence for the overall activity before conunencing same. Travel must still be 
approved but will be done on the basis of a quarterly travel plan. 

- Projects costing between $50,000 and $100,000 require presentation to A.I.D. on a case by 
case basis. This will be most easily done within the context of the quarterly reporting process. 
However, time constraints may dictate presentation between reports. In any case all such 
projects must be included in the quarterly reporting process. If A.I.D. does not respond in 
writing in 4 work weeks the project is deemed approved. Travel and mission contact as 
above. 

- Projects costing over $100,000 must have the formal written approval of A.I.D.. 

- AL any time A.I.D. reserves the right to suspend or terminate a specific CA activity. 
However, this right should only be exercised for good cause such as serious political 
objections to a project, political unrest or other sensitivity that in the judgment of A.I.D. 
requires suspension or termination. 

Whatever guidelines are choser. by A.I.D., the essential point is they must be clear, understood by 
both parties and workable. This places a burden on S&T/H to develop management guidelines that 
are crafted to reflect the existing realities of an already seriously over burdened staff within 
S&T/H. 

7 - S&T/H, in consultation with the contracting office, may wish to initiate an improved 
management process by sending the SHPH a comprehensive management letter that spells out the 
following: 

- What must be done prior to any consideration of a change in funding ceiling 
(e.g. recommendations IV.A.ga, b, c, d. & 1V.BA). 

- Defines the decision rules for extending the time for those few CA activities that cannot 
be completed by August 29, 1990. Requires IIP to identify any activities in this category 
and propose a specific plan for completion (e.g. amend activity and/or extend project 
completion date, delete activity, etc.). 

- Defines IIP program and budget reporting requirements to S&T/H. 

- Defines the content of the package that must be submitted to S&T/H for activities 
requiring requiring additional time and/or money (1V.B. 10). 

- Specifies and clearly defines the S&T/H project management choice (e.g. IV.B.3b or c 
or some defined variant, such as IV.B.6). 
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8 - Extramural scientific revicw of proposed working group activities should be required, This is 
basic to good science. However, the means of accomplishing such reviews may pose a policy and 
management dilenuna for A.I.D. Finding reviewers, working with them and feeding their results 
back to SHPH facul!y is a time consuming and technically demanding task. It is not clear that in- 
house staff resources are now or in the foreseeable future will be sufficient to coordinate and direct 
this type of extramural review. This issue doubtless extends beyond this CA and illustrates the 
problem of diverse and competing agendas faced by S&T/H. 

A partial answer to this problem for this CA is to establish in the CA the conditions for extramural 
review that must be met by all or designated classes of activity. For example: 

- Require the SHPH to identify non-J.H.U. reviewers and submit for approval to S&T/H the 
names arid credentials of proposed reviewers as well as the charge to the proposed reviewers. 

- After approval (or no A.I.D. comment in 2 work weeks constitutes approval) the review 
process commences. 

- Reviewer's comments are sent simultaneously to S&T/H and IIP. 

- IIP must respond to the reviewers comments in a single document that accepts or rejects each 
comment. If rejected the reason must be stated and if accepted note made as to how the 
proposed activity will be modified. 

- If no A.I.D. comment in 2 work weeks, this again constitutes agproval and the activity mzy 
begin. 

Should a process along these lines be desirable to A.I.D., funds will be needed to support the costs 
of extramural review, 

A.I.D. would still reserve the right to further review any activity as should be done in the case of 
the upcoming Vitamin A study in Indonesia. 

9 - The team recommends that the CA evolve along several different lines: 

- S&T/H should reaffirm that it sees the CA as a time limited vehicle. 

- Contracting limitations on new activities should be explicit and clear to S&T/H and the 
IIP. 

- Buy-ins should be carefully defined as to program content, time required and cost. Each 
buy-in should fall within the overall time, program and fmancial limits of the CA. 

- Should A.I.D. wish to continue or expand support for vaccine development, 
consideration should be given to transferring such a meritorious activity to a vehicle more 
consonant with the needs of vaccine development such as the Office for International 
Health, Department of Health & Human Services PASA, (Please see further discussion in 
Section E and appendix 2.) 

- Other activities such as the Fellows Program and the resource center require special 
consideration. Suggestions for approaching these activities are given below. (Sections C & 
F) 

- The 11. and the working groups should be aware that they are free and encouraged to 
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submit unsolicited proposals outside the framework of the CA for the support of new or 
con timing activities. 

10 - If A.I.D. chooses to support through the CA completion of selected ongoing activities (e,g. 
Indonesia Vitamin A study and probably the Philippines tier 3 study), this will. require extending 
the project completion date, increasing the funding ceiling and providing additional funds. (n.b. 
The team wants to emphasize that it feels the Vitamin A study has worldwide policy relevance and, 
once technical issues have been resolved, recommends that the study be carried out in a timely 
manner.) 

Prior to doing this a careful and comprehensive inventory of all projects underway should be 
rapidly completed and tight, realistic expenditure plans developed for each activity. These activities 
also need to be related to the capacity of the management s~pport unit. 

11 - Mission buy-ins to date ($364,329) have been substantial and anticipated buy-ins are 
anticipated to greatly exceed this, perhaps approximating 50% of total funds awarded to date. Care 
should be taken to assure that existing and anticipated buy-ins fall within the overall program, time 
and financial framework of the CA. 

12 - If S&T/H raises the CA ceiling and provides additional funds, care should be taken to avoid 
the program development problems associated with the funding to date. Specifically: 

- Additional funds should be awarded for mutually agreed upon activities that are well- 
defined as to content, cost and time before funding. In this regard, particular attention 
should be given to the Vitamin A study and the Philippines tier-3 evaluation as both require 
more time and money than is possible within the current CA. 

- The management of new funds and new activities should be subsumed within the overall 
CA management (see earlier recommendations in this section). 

C - Fellows Program 
I 

1 - The concept behind the Fellows Program - providing a financial and program incentive for 
health professionals to gain substantial long-term oversees experience and opt for a career in 
International Health - is sound and from a public policy perspective is emblematic of a very 
desirable long term A.I.D. initiative. 

2 - The Fellows Program staff have amassed considerable and valuable experience in determining 
placements, selecting fellows and providing ongoing support. The overseas assignments offer a 
longer term development of international health skills. 10 of the 16 fellows have been assigned 
overseas. However, only 3 of 16 fellows can be considered persons attracted to international 
health who otherwise might have opted for a different careel* path. 

3 - Carefully selected and structured placements of fellows in A.I.D. or other donor agencies could 
' 

have real professional development merit. However, the 5 A.I.D. agency placements to date 
appear to have been agency initiated with the fellows carrying out routine staff functions. 

4 - The financial support available to fellows makes i! extremely attractive to potential fellows. The 
possibility for more senior SHPH faculty to use the fellows to their advantage cannot be ignored. 
The limited number of fellow slots makes selection very difficult. If, as the Fellows director 
states, it is a national program, providing equitable access to students from other universities and 
other agencies must be assured. 
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5 - Notwithstanding the long-term future of the program, the awarding of a fellowship should 
assure funding for the full period of award even if problems develop with the intended overseas 
assignment. For the remainder of the CA the funds for fellows should be clearly separate from the 
funds for evaluation, vitamin A and vaccines. This will limit competition for resources between 
the Fellows Program and the qualitatively very different activities developed by the three working 
groups. 

6 - Any new fellows selected for placement, if they are to complete their term of service within the 
framework of this CA, must have a substantially shorter oversees placement and be placed almost 
immediately. As additional funds are considered for this purpose, careful attention should be given 
to the management and planning concerns raised in section IV-B as well as the program and policy 
concerns in this section. 

7 - The evaluation team erriphasizes that the concept of the Fellows Program has great merit. It is 
unlikely that other funding agencies will assume a comparable responsibility for strengthelling the 
ca.dre of U.S. health professionals committed to international health. Subject to the resolution of 
policy issues outlined below, we urge A.I.D. to continue the program. However, we emphasize S 
& T/H faces some difficult policy issues as it grapples with whether or not and, if so, how to ' 
continue the Fellows Program. 

- If A.I.D. is to continue the Fellows Program it must be for at least 5 and preferably 10 
years. This is exactly the kind of program that will be destroyed by on again, off again , 
support. 

- Some co-funding beginning in 2 to , 3 . years may be possible. However; this will not be 
easy to achieve and it is not reahst~c for A.I.D. to assume a fellowship programcan 
become substantially or probably even partially self-sustaining, This implies a long-term 
A.I.D. centrral funding commitment. 

- A program such as this is inappropriate to use as a vehicle to provide staff in 
Washington or at A.I.D. missions. The numerous other contracts, inter-agency 
agreements and P A  arrangements are far more approp~ate for this purpose. In addition, it 
will not be long before someone placed in A.I.D. raises a fairness or salary 
discrimination issue. 

- Using the Fellows Program to support foreign nationals to work in either their home 
country or in the US appears both uneeded and unjustified. Other US government pro- 
grams and programs of other donors are intended to meet this need. Among other things, 
this use of fellowship funds diverts an already limited resource away from the intended 
beneficiaries - U.S. nationals who may be attracted to a career in international health. 
In this context, it would be appropriate to consider defining the precise meaning of 
US national with the assistance of the Office of the General Counsel. 

- In any long-term follow-on fellows type program, the conditions of participation for 
mission buy-ins must be clearly specified to assure that buy-ins, on a case-by-case basis, 
do not distort the intent of the program. 

- Consideration should be given to allowing mission buy-ins on!)* if each buy-in for every 
fellow is matched by central funds. 

- 12 to 24 month developing country placements should.be a part of every fellowship, 
Domestic placements, though appealing to individuals and agencies, generally do 
not relate to the intent or make the best use of the Fellows Program. 
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- The relationship of a fellow to faculty research under the CA has been well linked in a 
number of cases. However, this need not be a pre-requisite for a successful fellowship. 

- There is serious doubt that funding this program on a non-competitive basis directly to the 
IIP can ever handle the equity of access issues. The expanded advisory board is a small, 
but hardly sufficicnt, step toward improving this situation. 

- Even if the current CA is extended, S&T/H must start now to develop a follow-on 
Fellows Program if it is to be ready when this portion of the CA terminates in 1990. 

8 - A long-term fellows program must have a clear and easily understood set of objectives that 
serve several purposes: 

- G i b ~  consistent long-term direction to those responsible for implementing the fellows 
program. 

- Allow A.I.D. to easily justify long-term support for purposes of acquiring budgetary 
resources, answering the inevitable complaints of other universities, PVOs and f m s  that 
would like to administer such a program and to 'answer congressional inquiries. 

- Clearly set tile parameters for eligibility (e.g. master's level, pre-doctoral, post-doctoral; 
the mix of service and management vs. research assignments; new career vs. mid-career). 

- Establish broad criteria for field placements and institutional back-up required to support 
fellows in the field. 

- Establish criteria for internal and external evaluation. 

9 - S&T/H should, if it decides long term support is merited, look for ways to preserve the IIP 
Fellows Program staff expertise and experience within an organizational framework that assures 
equity of access to potential fellows nominated by other universities, other agencies or to those 
who apply directly. j 

This could be done by establishing very clear criteria (e.g. IV.C.7) and competing the 
procuremem In the case of university responses, including university consortia, they would have 
to show very explicitly how they would meet the equity standard. 

Another mechanism that should be considered is funding such a program through an agency more 
broadly representative of the international health community. The National Council for 
International Health, The Association of Schools of Public Health and the American Public Health 
Association are possible candidates. 

A competition would allow A.I.D. to evaluate diverse responses and make a long term choice. If it 
is possible under the procurement regulations, the burden on potential bidders could be reduced by . 
requesting a short concept paper or pre-bid that would form the basis for establishing a short list of 
invited bidders to submit full proposals. 

D - Vitamin A 

The CA activities in Vitamin A are very relevant to current A.I.D. priorities. The impression 
cytology findings were time:ly and useful, The state of the art paper is widely regarded as a 
significant contribution. The Vitamin A morbidity study scheduled to begin soon in Indonesia is 
the centerpiece of the activities of this working group and has the potential to make a major impact 
on Vitamin A program decisions. 
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1 - The Vitamin A morbidity study now planned for Indonesia has near immediate, important 
policy relevance for A.I.D. and the larger international health community. Specific to this activity, 
If it is to go forward, the end date of the cooperative agreement must be amended to allow 
adequate time to complete the study. Delays and complications are to be expected. Whatever time 
frame is proposed, we suggest adding six to twelve months as a buffer. Adequate funding is 
equally important. The final funding awarded for this study should have within it the equivalent of 
a reserve to cover the costs of delays and changes that cannot be specifically predicted or costed at 
this time. 

2 - The Vitamin A morbidity study scheduled to begin soon in Indonesia may have some 
potentially serious but correctable design flaws (see appendix 3). 

3 - This study stems from the prior work of a current J.H.U. faculty member and may or may not 
substantiate his findings. The same faculty member is an active participant on the Vitamin A 
Working Group. Investigators in and outside of J.H.U. may question the study findings, 
particularly if they support previous J.H.U. work. 

4 - This study has the potential to contribute substantially to answering policy relevant questions of 
world-wide importance regarding the role of Vitamin A supplementation. 

5 - Therefore, great care should be taken to assure that all aspects of the study design, 
implementation and analysis are beyond reproach. 

6 - Prior to final approval of the Indonesia Vitamin A study, the research protocol should be 
submitted by A.I.D. to selected independent expert reviewers. In the review process particular 
attention should be paid to assuring rigorous attention to epidemiological detail. The readers 
attention is directed to appendix 3 which details some study design concerns. 

E - Immunizations 

1 - Appendix 2 summarizes the review of the vaccine research. Clearly this is an important 
component of A.I.D.'s Child Survival Program and J.H.U. has strong talent in this area. 
However, the team questions the appropriateness of the cooperative agreement as a funding vehicle 
for such research given the eiratic nature of funding, competition with the activities of other 
Working Groups for field mission buy-ins, reliance on convincing individual countries and A.I.D. 
missions of the relevance of the research to specific country programs, etc. In addition, the IIP 
working group has not been able to integrate the social science/delivery of service aspects of 
immunization research with more technologically oriented research. 

Therefore, the team recommends that the activities underway in the vaccine area should be 
completed. New activities in this m a  that A.I.D. may wish to support should be incorporated into 
the overall S&T/H vaccine research program through a vehicle more sensitive to the needs of 
vaccine development and testing such as the S&TM agreement with HHS/OIH. 

F - Evaluation 

1 - The activities of this working group are very consonant with the mission of A.LD. and the 
current Child Survival program priorities. They are an excellent example of the type of activity that 
should be centrally funded. It is most appropriate that this research has focused on the tier 3 level 
evaluations. 

2 - In addition to completing activities underway in the evaluation area, S&T/H with the IIP should . 
consider ways to disseminate findings, methods and information generated by evaluation projects 
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not only to the academic community but also to individuals and agencies responsible for the 
planning, management and evaluation of international health programs worldwide. Although 
findings are only now becoming available, plans for dissemination are weak 

3 - The resource center begun by the Evaluation Working Project has been the recipient of 
considerable front-end development. However, development c m e  to a near standstill just as the 
resource center's potential was about to be tested. S&T/H and IIP should seriously consider: 

- finishing the development of this project 
- finding a long term home for the center scch as the Welch Medical Library or another 
location within the SHPH that has a long-term commitment to the gathering, cataloging and 
retrieval of health related information 
- define a modest but sufficient operating budget 
- consider ways to assure long-term survival of this activity 

Funding might come from the CA for completion of development and initial operation and user 
fees for ongoing support. Alternatively, if the resource center is as valuable as it appears, the IIP 
and medical library might seek support from other donors. A way to stimulate the development of 
multi-donor support would be for A.I.D. to agree to match funds from other donors up to a 
specified dollar limit. 

The IIP is an established entity at the SHPH and the CA has played a central role in getting the IIP 
established. The CA has contributed substantially to the development of a focus of interest at the 
SHPH on Child Survival activities. The team directs the reader to the full narrative for more detail. 
However, in brief we recommend: 

- Prior to any change in CA funding or project completion date, Immediate strengthening 
of mznagement and clarification of roles and responsibilities by the SHPH and S&T/H is a 
priority. 

- Selectively augmenting the funding of the CA from central funds and mission buy-ins to 
complete carefully defined and critical activities. 

- We reemphasize the importance of the Vitamin A study and rccomrnend, specific to this 
study, amending the end-of-project date and providing adequate funding. 

- Prior to approving field work, reviewing with care and in close collaboration with the 
mission the upcoming Indonesia Vitamin A study. 

- Planning for a new fellows program with much clearer and more specific objectives and 
funded in a manner that assures equitable access to participants from all institutions should 
begin now. 

- Any new immunization activities contemplated by A.I.D. should be considered for 
funding under the auspices of a mox appropriate vehicle such as the S&TM agreement 
with HHSIOM. Planning for the funding and management of such activities should begin 
now. 

- In the time remaining in the CA efforts should be made to disseminate results from the 
evaluation group. 
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- Reviewing all activities now underway to assure that they can be completed within the 
framework of available funds and time. 

- END - 
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PURPOSE : 

MID-TERM EVALUATION 
C O O F E R A T I I D  SURVIVAL 

SCOPE OF WORK FOR EVALUATION TEAM 

The purpose  o f  t h e  mid-term e v a l u a t i o n  i s  t o  a s s e s s  t h e  
p r o g r e s s  t h a t  has  been made towards  meeting t h e  e x p e c t a t i o n s  
l a i d  o u t  i n  t h e  Cooperat ive  Agreement (CA) , i d e n t i f y  any 
problems t h a t  need a t t e n t i o n  and make recommendations t o  USAID 
about  a p p r o p r i a t e  nex t  s t e p s .  

PROCESS : 

A team o f  s p e c i a l i s t s  e x t e r n a l  t o  t h e  O f f i c e  o f  Hea l th  w i l l  
conduct  t h e  e v a l u a t i o n .  They w i l l  be  suppor ted by USAID 
o f f i c i a l s  and c o n s u l t a n t s  f a m i l i a r  w i t h  t h e  h i s t o r y  and c u r r e n t  

I 

s t a t u s  o f  t h e  CA. Wri t ten  m a t e r i a l s  on t h e  CA w i l l  be made 
a v a i l a b l e  p r i o r  t o  t h e  s i t e  v i s i t  t o  J H U .  Between two and 
t h r e e  d a y s  w i l l  be spen t  by t h e  team a t  JHU ho ld ing  d i s c u s s i o n s  
wi th  f a c u l t y  and s t a f f  o f  t h e  U n i v e r s i t y .  Following t h i s ,  t h e  t 

team w i l l  p r e p a r e  a d r a f t  w r i t t e n  r e p o r t  o f  t h e i r  f i n d i n g s  and 
recommendations and w i l l  conduct  a  d e - b r i e f i n g  a t  USAID. JHU 
w i l l  be g i v e n  t h e  oppor tun i ty  t o  comment on t h e  t eam ' s  r e p o r t  
be fo re  i t  becomes f i n a l .  

ISSUES CONCERNED WITH THE RESEARCH COMPONENT: . 
USAID i s  p a r t i c u l a r l y  i n t e r e s t e d  i n  t h e  team members' views on 
a  number o f  i s s u e s  r e l a t e d  to t h e  r e s e a r c h  component o f  t h e  CA. ' 

1. To what e x t e n t  and i n  what ways w i l l  t h e  r e s e a r c h  
a c t i v i t i e s  be ing  undertaken a n d / o r  planned c o n t r i b u t e  t o  
c h i l d  s u r v i v a l  programs? 

2.  Does t h e  s e l e c t i o n  o f  r e s e a r c h  a c t i v i t i e s  r e f l e c t  t h e  
c r i t e r i a  s e t  o u t  i n  t h e  Coope ra t i ve  Agreement? A r e  t h e  
p r i o r l t t e s  t h a t  have been e s t a b l i s h e d  a p p r o p r i a t e ?  Is t h e  
mix o f  r e s e a r c h  a c t i v i t i e s  a p p r o p r i a t e ?  

3. What comments do e v a l u a t i o n  team members have abou t  
s p e c i f i c  r e s e a r c h  p r o t o c o l s ?  

4. How s u c c e s s f u l  has  JHU been i n  working w i t h  r e s e a r c h  
i n s t i t u t i o n s  i n  developing.  c o u n t r i e s ?  

5. How s u c c e s s f u l  has  JHU been i n  i d e n t i f y i n g  f i e l d  s i tes  
and mounting f i e l d  r s s e a r c h  e f f o r t s ?  



6.  How does  t h e  r e sea rch  and t h e  f e l l o w s  components o f  t h e  
CA i n t e r a c t  and what synergy i s  occu r ing?  

7 .  What a r e  t h e  team's o b s e r v a t i o n s  about  t h e  Coope ra t i ve  
Agreement a s  a  c a t a l y s t  f o r  c h i l d  s u r v i v a l ?  

8. How s u c c e e s f u l  has  J H U  been i n  d i s semina t ing  t h e  r e s u l t s  
o f  t h e  r e s e a r c h ?  I 

ISSUES CONCERNED WITH THE FELLOWS COMPONENT: 

The i s s u e s  l i s t e d  below have been i d e n t i f i e d  as be ing  
e s p e c i a l l y  p e r t i n e n t  t o  t h e  Fel lows component: 

1. To what e x t e n t  does t h e  Fe l lows  Program meet t h e  l a r g e r  
purpose  of  USAID's Child S u r v i v a l  Program - t o  s t r e n g t h e n  
t h e  d e l i v e r y ,  use  and e f f e c t i v e n e s s  o f  c h i l d  s u r v i v a l  
t e c h n o l o g i e s  and programs? 

2 .  To wttat e x t e n t  does t h e  Fe l lows  Program f u l f i l l  t h e  
t r a i n i n g  e x p e c t a t i o n s  d e s c r i b e d  i n  t h e  Coopera t ive  
Agreement? 

3. What i s  t h e  team's  op in ion  on t h e  c a l i b r e  o f  t h e  
Fe l lows ,  t h e  geographic  and f u n c t i o n a l  d i s t r i b u t i o n  of 
t h e i r  a s s ignmen t s ,  and t h e  p o t e n t i a l  t h a t  t h e  Fe l lows  w i l l  
c o n t i n u e  t o  c o n t r i b u t e  t o  t h e  f i e l d  once t h e i r  f e l l o w s h i p s  
are o v e r ?  

4.  Is  t h e r e  a  need t o  r e c r u i t  more people  i n t o  c a r e e r s  t h a t  
w i l l  c o n t r i b u t e  t o  c h i l d  s u r v i v a l ?  I f  s o ,  i s  t h e  Fe l lows  
Program a good and c o s t - e f f e c t i v e  way t o  do t h i s ?  

ISSUES CONCERNED WITH INSTITUTIONAL/ADMINISTRATIVE MATTERS: 

The i s s u e s  unde r  t h i s  heading a r e  as fo l l ows :  

1. Does i t  seem t o  t h e  team t o  be  a p p r o p r i a t e  f o r  J H U  t o  
u s e  t h e  funds  made a v a i l a b l e  t h r o u g h  t h e  CA to  e s t a b l i s h  
t h e  ZIP? How s u s t a i n a b l e  is  t h e  IXP? 

6. How s u c c e s s f u l  has  JHU been i n  a t t r a c t i n g  o t h e r  s o u r c e s  
of  funds ( b o t h  w i t h i n  and o u t s i d e  USAID) t o  s u p p o r t  c h i l d  
s u r v i v a l  a c t i v i t i e s ?  

2. How s u c c e s s f u l  has  JHU been i n  e s t a b l i s h i n g  I I P  as a 
focal p o i n t  f o r  c o o r d i n a t i o n  of c h i l d  s u r v i v a l  ac t iv i t i e s  
w i t h i n  the u n i v e r s i t y ?  



4 .  How w e l l  d o e s  t h e  c o n c e p t  o f  Working Groups s e r v e  t 
CA? Are t h e  Working Groups a p p r o p r i a t e l y  d e s i g n a t e d ,  

- o r g a n i z e d  and s t a f f e d ?  

3 .  Are t h e r e  i s s u e s  of which USAID s h o u l d  be aware - -  .- as 
r e c a r d s  s t a f f i n g ?  Is t h e  ZIP a p p r o p r i a t e l y  s t a f f e d v !  Are 
s t a f f  and f a c u l t y  a p p r o p r i a t e l y  committed t o  a c t i v i t i , e s  
under  t h e  CA? t 

4. Are t h e r e  s u g g e s t i o n s  t h a t  t h e  team would l i k e  t o  made 
a s  r e g a r d s  t h e  o r g a n i z a t i o n a l  s t r u c t u r e  o f  IIP? 

5. O v e r a l l ,  i s  t h e  CA a n  a p p r o p r i a t e  u s e  o f  USAID c h i l d  
s u r v i v a l  funds? 



Hopkins IIP CSCA 

Immunization Working Group Review 

The Immunization Working Group (IWG) is committed to improving the delivery and 

effectiveness of existirig vaccifies and to the testing of new vaccies in the developing world. This 

requires that vaccines produced in the sophisticated laboratories of the developed world be tested at 

those sites, and under those conditions in the third world where they have the potential of being 

added to routine immunization programs. This requirement places great demands on the skills of 

the investigator and herhis collaborating international agencies. Permission must be obtained to 

conduct studies in a given country and funds must be formed to support the personnel, equipment, 

travel, laboratory test, etc. needed both at home and abroad. The CSCA between USAID and I'IP 

was designed for this purpose. Each of the partners can claim credit for successes; each must 

share responsibility for failures. There have been both. 

The coordinator of the W G  is Neal A. Halsey, M.D., an acknowledged leader in this field. 

The 10 other members of the IWG are also outstanding in their respective disciplines of 

immunology, pediatrics, ect. and many have learned of third world problems first hand. The IWG 

shares overlapping interests with and can draw on the experience of the NIH funded Center for 

Vaccine Development at Hopkhs and a similar center at the University of Maryland. During a 

series of meetings, the IWG developed a mechanism for establishing its research priorities, doing 

so with full knowledge of priorities set by other national (CDC, NIAID) and international (PAHO, 

WHO) agencies, particularly the WHO EPI Research and Devel~pment Group. 

The W G  has experienced its share of exasperation and frustration. Polished protocols have 

fizzled as false starts. For example, over two years were spent designing and planning riials of 

two different vaccines in India before both A.I.D. and IIP acknowledged that they could not 

surmount bureaucratic processes in that country. Other proposals failed or were delayed because 

A.I.D.Washington did not have funds and advised IWG to seek support from A.I.D. missions in 

the countries in question. The timeliness and effectiveness of this mechanism requires a separate 

evaluation. 



For these and other rezsons, the IWG has completed only two projects: 

Survival in m e  Protective Effect of M u  , . s Vaccjnation. This retrospective 

study of 1499 children born October 1981 through April 1982 to women residing in Cite Solei, 

Haiti, in 1986 showed that 99.17 of infants 9 through 39 months of age given measles vaccine 
I 

survived as compared to 93.4% not given vaccine. Of particular interest was the demonstration 

that unvaccinate.d children born to literate mothers with knowledge of oral rehydration, a birth 

interval of greater than 24 months, and a high socio-economic status had virtually the same 

survival rates as vaccinated children. The fact that this observation could be made testifies to the 

skill with which the study was designed, but raises other questions about the comparability of the 

groups. 

e Case for Routine Hepatitis B Immunization in Tnfancv for Po~ulations at I n c r e d  Risk. 

This comprehensive review (Pedictr. Inf. Dis J. 6:ll-19, 1987) by Drs. Smejo and Halsey will be 

of great assistance to all those considering this timely question. 

Two projects are in progress: 

Evaluation of the Effectiveness of Low-Dose Tntramuscular and Intradermal Yep- 

Vaccine in Healthy Neonates. Intradermal administration of HBV vaccine has worked in adults; it . 

is now being tested in children. The amount, and thus the cost, of vaccine needed would be 

reduced by 90% should this approach be successful. Trials in U.S. infants in Baltimore must, 

depending on outcome, be followed by trials at selected EPI sites. 

lavian).and Schwan (Merieux) Me& nston w b  (Yu- les Vaccines 

Yan Jnfantg This is one of several proppsed or ongoing trials in Mexico, Zanzibar, Senegal, 

Togo, Peru, and Turkey. The question is important iiiid it is important that studies be conducted in 

a number of settings. The ability to effectively immunize children under 9 months of age would 

represent a major step in the control of measles. 



Nine Projects are under development; all have been endorsed by the IWG, all are meritorius. 

However, there are insufficient funds and time within the CA to complete these. Unfortunately, 

the CA may not be the most appropriate vehicle for funding immunization research over the long 

term. The team recommends new vaccine research through JHU be incorporated into the overal S 

& T research program. 



LETER RECEIVED FROM DR. CLARK BY ELECTRONIC MAIL 
RE: PROPOSED INDONESIA VITA STUDY PROTOCOL.. 

June 3, 1988 

William Bicknell 
85 Antrim St. 
Cambridge, MA 02139 

Ecsr Bill: 

I have briefly reviewed the "Proposal to Assess the Impact of 
b 

Vitamin A Supplementation on the Reduction of the Incidence and 
Duration of Episodes of Morbidity among Children Aged 6-60 Months in 
Indonesia" by Michele R. Forman at your request. While this study is 
extremely important the protocol needs to be revised to consider an 
number of important issues prior to its implementation. 

The issues which I believe need to be addressed and considered 
further by the investigators are summarized below in the order by which 
they appear in the proposal: , 

1. The specific hypothesis which will be tested need to be 
explicitly stated and ordered in terms of importance. The 
statement needs to include the operational definition of the 
disease states which will be used to calculate incidence rates 
and duration of illness. Stating that they will investigate 
"diarrheal and respiratory disease" lacks specificity. The 
number of potential hypothesis which could be tested in this 
trial is large enough to destroy the power of the trial when 
the necessary adjustment for multiple comparisons are made. 

2. (page 3) Consideration of confounding in epidemiologic studies 
is often confusing. The statement of the in;estigators that 
the association of VA with morbidity may'be due to confounding 



with stunting and wasting illustrates a lack of appreciation of 
the difference between confounding and effect modification, and 
what factors have a chance association with morbidity and 
vitamin A status (confounding) and which are in the causal 
pathway. This difference is important in terms of analytic 
strategies and the interpretation of the results. 

3. (page 4) The discussion of other important covariates is 
incomplete. 

4. (page 5) In a confirmatory study the statistical modei which 
will be tested must be stated explicitly prior to exploration 

of the data. To state that hypothesis will be tested before 
and after adjustment seriously weakens the interpretation of 

the trial. 

In a randomized trial adjustment for covariates is not 
necessary unless the randomization fails, subgroup analysis are 
to be performed, or there are secondary hypothesis which relate 
to the covariates in the model. The decisions cn subgroup 
analysis and secondary hypothesis are best made prior to the 
formal analysis unless they are for exploratory rather than 

hypothesis testing purposes. 

5. (page 5) The inclusion and exclusion of children as they reach 
a critical age needs further discussion to justify that their 

is not a cumulative effect o i  time on study on outcome. Would 
not enlarging the sample size initially and following all kids 

for two years be a preferable approach? 

6. (page 6) The study site description is inadequate for anyone 
not familiar with Indonesia. 

7. (page 7) The introduction of children into the trial as they 
move into the study area may introduce a bias as these children 
are likely to be different from children who are londer term 

residents of the village. 

8. Children with clinical symptoms of vitamin A deficiency who are 
treated with VA should be randomized into a separate stratum in 



order to insure balance and so that valid subgroup analysis can 
be done with these children. 

9. Stratified randomization on age is appropriate, however by 
using time block randomization, and using a sequential 
geographic pattern for randomization the need to randomize by 
distance from the clinic is eliminated. This will simply any 

analysis. 

10. Randomized time blocks must be divisible by the number of 
treatment groups therefore units of size 6-9 contain invalid 
time block sizes. I would consider using smaller time blocks 
considering the number of strata within which children will be 

randomized. Will all the time blocks be complete? 

11. (page 9) The planned sample size for the trial needs to be 
determined and explicitly stated, as does the actual power of 

the study. Will it be 80% or 90%? The desired power of the 
trial should not be an issue of relative incidence of the 
outcome of interest. The sample sizes range over ten fold for 
incidence measures and 3 fold for duration endpoints. 

12. The description of the conjunctiva impression cytology is 
inadequate, out of date, and the references are biased 
regarding the actual reported usefulness and validity of this 

technique. The reference on this should be updated and a 
protocol established which will determine the validity and 
usefulness of the procedure in identifying marginal vitamin A 

status. 

13. The assessment of VA status does not include an assessment of 
plasma carotenoid status which is an important determinate of 
VA status in marginal populations. Characterization of 
parasitic infections is also a potentially important 

determinate of VA status and should be included in the 
protocol, with particular reference to the effect of treatment. 

14. The supplementation regimen is not adequately characterized 
since the actual formulation and composition of the capsule is 
not described nor is the manufacturer, or it's stability in the 



tropics described. The actual method of child identification, 
and randomization needs to be described further. 

15. The justification for including an active placebo needs further 
attention. Will children under one receive half the placebo 

dose ? 

16. (page 13) Why not have both conjunctival impressions and blood 
sera drawn on the same patients in the pilot study? 

17. (page 14) What is the estimated time period during which 
enrollment will be done. 

18. More thought should be given to the proposed postponement of 
the VA regime for sick children since these are the children 
who may need it the most. It may also complicate the analysis 
of time to episode of disease and duration of disease. 

19. (page 16) What percent of measurement will be rechecked. 

20. Quality control issues deserve more considerations and 
discussion. 

21. (page 18) The analysis section should contain the specific 
models which will be considered include a discussion of 
adjustments for the multiple comparisons which will be made of 
all the potential hypothesis that could be investigated in this 

tria!. 

22. Consideration should be given to interim and sequential 
analysis of the data, since if important difference occur it 

may be possible to report them prior to the end of the 2 year 
trial. 

23. An external safety and monitoring committee should be appointed 
to advise the trial investigators. 

24. Was the issues of routine vaccination of the participants 
addressed in the protocol? If not this needs to be discussed 
for obvious reasons including the nature of the hypothesis 



being tested. 

In summary this study is potentially an extremely important trial 
whichis likely to have great influence on determining the structure of 
future child survival pio2rams. Adequately addressing the issues 
raised in this review should help the trial meet its important goal and 
decrease the potential controversy which may meet the results of this 
t r ia l .  

I 

- 

I know that this is a very brief review but I hope that it can 
provide you with more information which would assist you in your 
review of this important program. Please feel free to contact me if you 
require further clarification on any of the points which I have raised. 

Sincerely yours, 

Larry C. Clark, M,P.H., Ph.D. 
Assistant Professor of Epidemiology 
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Ronald H. Gray, MBBS, MFCM, MSc. 
Dept. of Population Dynamics 
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Rosalyn C. King, Pharm. D., MPH 
Director, Office of International Health 
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Appendlx 10 

A=comploted, B~undorway, Cmpendlng, Omnot a product 

EVALUATION IMMUNIZATION VITAMIN A 

B Haiti-3 B Low Dose Hep B In US A Conj. cytology 
B Bangladesh 3 B Zagreb vs, S. Haiti I A State of Art paper 
B Philippines 3 0 Low Dose Hep. B article A Indonesia feasibility 
A Oman survoy A Measles Vac & Child Survival B Bangladesh Diarrhea 
B lndonesla Utiliz. C Indonesia Morbidity 
A Methods Workshop 
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A QA 
B Interview Survey 
B Rapid Ethno 
B Resource File* 
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