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1. Introduction

It is widely recognized that nutrition is an important determinant
of health status, particularly in early childhood. Energy-protein malnu-
trition and other specific nutritional deficiencies continue Lo be a major
public health problem in developing countries, despite the implementation
of nutrition plans and programs in many of them. Although the ultimate
solution for malnutrition will come only through overall social and eco-
nomic development, it is clear that improvement of the existing situation
need not, and must not, wait for the effects of long-rterm development
plans; furthermore, experience has shown that socloeconomic development
per se does not necessarily bring improvement in nutritional conditions.

There is some evidence to indicate that it is indeed possible to
improve the nutrional status of populations at vrisk, through well
designed health care activities, without waiting for definite changes it
the socioeconomic status of people as a whole; therefore, specific
actions targeted to nutrional improvement are imperative as part of the
effort to reach the goal of Health for All by the Year 2000.

Past research in nutrition has provided a body of knowledge and
technology not fully translated into effective actions at the community
level. There is now sufficient knowledge which, if applied, can help in
the control and prevention of nutritional deficiencies to a considerable
extent. The major limitations to action appear to be of logistie and
operational nature which preclude the application of the existing knowl-
edge to the solution of the nutritional problems. Unfortunately, the
type of applied and operational research needed to translate knowledge
into viable action programs had not received adequate attention and
emphasis until recently.

It was in recognition of this that the Subcommittee of the WHO
Global Advisory Committee on Medical Research (ACMR) recommended in 1979
(ACMR 21/79.8) che developuent of gn sclion=orienbed research program in
nutrition to identify and facilitate practical actions capable of imple-
mentation at the community level within the context of existing economic
and social constraints. Given that the primary health care {(PHC)
approach is regarded as a key to achieving health for all and overcoming
the problems of coverage, and since nutrition is ome of the essential
elements of primary health care, it was proposed that a basic feature of
such action-oriented research should be its integration within the
primary health care scrvices.

If nutrition activities within primary health care are to be
effective, the challenge is to reach the priority groups at greatest risk
(infants and young children) and to develop the technology appropriate to
local conditions. Thus, the major objective of the action-oriented
research program in nutrition is to formulate a basic nutrition component
of primary health care, and to develop effective and suitable strategies



and technologies to deliver that nutritional package to the community.
The prevention of energy=-protein malnutrition in infants and young chil-
dren (below three years of age), by improving their dietary practices with
the maximum utilization of local resources (self-reliance in child
feeding) was recommended as the first priority area. Not only is the age
of 0-3 years by far the most critical one, but also the period in which it
is believed that significant improvements in dietary practices can be made
under the present sociloeconomic conditions and with the food available to
the community. Actions at the primary level of health care are expected
to be more implementable if an appropriate technology can be developed.

While many other nonnutritional activities (control of infectious
diseases, appropriate birth spacing, etc.) are alsoc required for the
prevention of malnutrition in young children, this program is specifically
addressed to the dietary component of the problem, realizing, of course,

that there must be an integrated approach to primary health care as a
whole.

The strategy of the program is one of problem-solving, action-
oriented research aiming at contributing to a better nutrional care of
children at the primary health care level, with actual community invelve-
ment and active participation, by:

a) identifying, on a continuing basis, the priority problems
and needs at the community level;

b) translating these problems into identifiable research
questions;

c) promoting the research to address these questions;

d) translating findings into approaches that can be implemented
at the community level;

e) promoting research on the implementation of these approaches.

In 1980 the PAHO/ACMR recommended the implementation of the action-
oriented rescarch program in nulrition at the Regional ltevel, and stated
that means had to be found to implement it. Steps in the same direction
were taken by AFRO, AMRO, and SEARO between 1979 and 1980. Progress

reports on the matter were the subject of the WHO Global ACMR in October
1980 (ACMR 22/80.8).

The PAHO/ACMR in June 1981, recommended that strong support should
be piven to the Repional Propram of Action-ariented Renearceh b Notribion,
tollowing the strategics and plan of action drawn by the Technical Group
of PAHO/WHO which met in Bogota, Colombia, in June 1980. Therefore, such
program was launched in 1981 on a Regional basis. As the program goes on,




however, the need has been felt for c¢larification of a number of issues
and the establishment of general guidelines for both the preparation of
protocols and necessary administrative aspects of program organization
and management.

2, SCOPE OF THE PROGRAM

For the purpose of the PAHO/WHO sponsored program, action-oriented
research is defined as research explicitly addressed to the development
and testing of appropriate technologies for the improvement of feeding
practices in infants and young children, with active community partici-
pation and making use of locally available resources. These technologies
must be an integral part of the nutrition component of primary health
care.

The scope of the program is therefore restricted to research
projects that:

a) focus specifically (although not exclusively) on the problem
of inadequate feeding (quantity or quality) of infants and
young children during the weaning and postweaning periods;

b) are responsive to the actual needs at the community level,
providing mechanisms to assess these needs and translate
them into specific questions to be researched in such a
manner, that the results may be converted into community
action by using locally available resources more effectively
to relieve local problems;

c) develop and £field test appropriate techanologies for the
improvement of dietary practices, simple enough to be
incorporated into the package of primary health - care
activities; ' :

d) are implemented within the existing primary health care
services with the active involvement of the primary health
care or community workers, and ensuring the extended imple-
mentation of the appropriate technolopgiers in nutrition
developed as part of the package of primary health care.

3. RESEARCH PRIORITIES

Establishing priorities for the research projects to be developed
within the program is mandatory, not only to make the best use of limited
resources to support highly relevant projects, but also to concentrate the
cffort as much as possible on those lssues regarded as most pressing needs
for action implementation in nutrition. The priority areas recommended
are:



1. Research on the determinants of the existing infant and young
child feeding patterns with emphasis on prevalent weaning
practices, their appropriateness, the sociocultural, ethno-
graphic, biological, and other determining factors, and
identification of problems areas in infant feeding, e.g. diet
when afflicted with infectious diseases and during the conva-
lescent period. This line of research is a prerequisite for
the development and field testing of appropriate methodol-
ogies to improve child feeding through primary health care.

2. Operational research on the definition, design, implementa-
tion, and evaluation of activities to improve infant feeding
as part of the nutrition component of a primary health care
package. The activities to be chosen and the tasks that they
involve should be tested for feasibility, effectiveness, and
impact under conditions that are normal in the operation of
regular primary health care programs.

3. Research areas dealing with the implementation of food and
nutrition activities within primary health care, such as
training and supervision of primary health and comwmunity
workers and methodology of nutrition education. The
community health worker (CHW) should be able to show how
improved weaning foods and feeding practices can be intro-
duced by utilizing the ordinary foods available at home;
therefore, educational techniques and tools must be devel-
oped and taught tc the CHW so he/she can bring about the
awarenass that leads to a desire to acquire knowledge and to
changes of attitude and behavior.

Ideal projects would be as comprehensive as possible dealing with
the assessment of feeding practices and their determinants, as well as
with the identification of problem areas and the desipn, field testiap,
and evaluation of primary health care activities addressed to correct
faulty practices and improve the child's dietary intake.

4. GUIDELINES FOR THE RESEARCH PROTOCOLS

Given the diversity of action-oriented nutrition research projects
that may eventually meet the priorities stated for the program, it is not
possible to recommend a stardard protocel. However, general guidelines on
the type and content of reseavrch protocols may be of help in the prepara-
tion of proposals to be submitted for funding.

The research protocol should contain, as a general rule, the follow-
ing major headings: 1. purpose and gignificaunce of the study; 2. review
of relevant background; 3. study design; 4. general procedures and
methods of data collection; 5. outline of data analysis; 6. feasibility;
7. institutional arranpements to be carried out to ensure the extensive
application of the Cindiongs; and 8. resources required (available and
unavailable) and estimated budget for the proposal.




4.1. Purpose-and-Sipnificanc
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These should be stated clearly but briefly and should leave no
doubt as to why the study should be undertaken, what additional knowledge,
methodologies or technologies, will provide at its successful conclusion,
and how these will contribute to the improvement of infant and young child
teeding practices of populations at risk.

Examples of the overall purpose of different types of hypothetical
projects are given below:

- to test the feasibility and effectiveness of improving infant
and child nutrition by a specific infant feeding component of
the nutritional package of primary health care;

~ to test the feasibility and effectiveness of a given nutrition
intervention integrated to primary health care;

- to design and test the effectiveness of different methodologies
for education on infant and young child feeding {(behavioral

modification techniques) to be used by primary health care
workers;

- to design and test the efficiency of simple tools for the
identification of children at risk of dietary inadequacies to
be used by primary health care workers;

- to test the effectiveness of different approaches to improving
breastfeeding and weaning practices through primary health care
actions;

- to develop appropriate technologies for improving current home-
prepared weaning foods, and to test the efficiency of wethads
for introducing home-prepared nutritionally sound weaning foods,
in the regular infant diet through primary health care actions.

4.2, Review-of Relevant Backpground

s o, iy a ey - '

This should provide the knowledge based upon which the research
proposal 1is built, with the appropriate bibliographic references. The
uncertainties in our understanding or the gaps in knowledge, that the
proposed project is supposed to fill out, should be identified.

4.3.  Study-Besign

A summary statement of the general approach to be used in the study
provides a skeleton framework upon which appropriate research methodology
must be built. The general nature and approach of the study should be



stated first, followed by details of how it is to be constructed and con-
ducted, A variety of different research designs could be used depending
on the particular purpose of the study.

However, the relatively restricted scope of the action-oriented
nutrition research program calls for intervention (experimental or quasi-
experimental) designs of a prospective nature, or even for the operational
research modality, rather than for cross—sectional or longitudinal purely
descriptive or even analytical type of studies, In fact, priority should
be given to intervention-type projects with a clearly specified evaluation
component to test the elfectiveness of simple methods [or improving infant
and young child feeding through primary health care. Therefore, it is
expected that the proposed research project should have a clearly defined
action component (preceeded or not by a basic or descriptive research
component as needed) to be tested for feasibility and effectiveness.

Admittedly, in order to devise effective actions aimed at improving
infant and young child feeding practices, basic information is required on
the characteristics of such patterns as well as on their determinant fac-
tors, particularly of sociocultural nature (beliefs and attitudes toward
infant and young child feeding in health and disease). Thus, in some
cases an initial phase of the action~oriented research project is required
to gather such information by means of descriptive and/or analytical
studies.

As has been mentioned above, sufficient knowledge on the feeding
patterns of small children, and the sociocultural, ethnographic, biologic,
and other factors that determine them, is a prerequisite for designing
effective nutritional activities through primary health care. In other
instances such basic research component might not be needed. It has been
suggested that a useful approach could be the examination of the nutrition
content of ongoing primary health care programs to see what the bottle~

necks are, introduce the nutritional inputs which are thought bto be appro-=’

priate for the conditions under which the program operates, and test them
for feasibility and effectiveness (WHO~NUT/81.1).

Most of the research designs meeting the objectives of the action-
oriented research program will fall lInto the category of intervention
studies, either strictly experimental or, more often, quasi~experimental.
They are prospective in nature and should follow the general methodologies
for the observationmal cohort studies, with the important difference that
the investigator deliberately introduces or carries out well-defined
manipulations of the factor under study.

In strictly experimental intervention studies the intervened and
control groups are randomly selected or assigned and every effort is made
to eliminate all intervening variables except the one under investigation,
i.e., the experimental and control groups must be as alike as possible in

all ways other than the procedure that 1is applied to the experimental
sub jects,

,Q




In some instances the operational nature of the research or the
field conditions under which it is implemented may preclude the use of
rigid experimental designs; this may happen either because of operational
difficulties or ethical problems in the formation of an appropriate
control group, or because of the need to introduce successive modifica-
tions in the intervention implementation as a result of ongoing evaluation
feedback. While the lack of a randomly selected control group may allow
only the use of quasi-experimental designs, the changing nature of the
intervention is a key feature of the so-called "operational research.”
Both types of research design, however, would be suitable for the purposcs
of the action-oriented research program, provided rhat it is adequately
addressed to well-defined research questions.

Quasi-experimental designs, although less likely to control fc.
some of the confounding variables, are frequently the only ones feasible.
There are two modalities of this type of research design that would
probably meet the objectives of the action-oriented research approach
without presenting insoluble feasibility problems:

a) The experimenal and-control community€s)-design, which simulates
a pure experimental design, except that total comparison groups
or communities, rather than individuals, are randomly allocated.
This is the case when one or more communities are randomly
assigned as intervened and control, the former being subjected
to the experimental intervention or program, and the other not.
Major problemas likely to jeopardize the internal validity of
this design are the difficulties in ensuring comparability
between communities in variables likely to affect the outcome,
and the operational and eventual ethical problems derived from
the need to vefrain from intervening in the control community{s)

This last problem may be of lesser importance when the experi-
mental intervention is an addition, or a new implementation
modality, to an ongoing program which continues to be implemented

in the control communitics.

b) The gnevgroup: oy commumity) prospective design in which after

a

hbaseline measurement, the experimental intervention or program is

twplemented, or the new modality or delivery system is introduced,
and periodic evaluations are carried out to assess intervention
outcomes. There already is an action-oriented nutrition research
project using this design in Colombia. This type of design may
often be used for operational research in which the intervention
program is adjusted or its implementation procedures wodified

over time as a result of feedback from periodic evaluations.

The lack of appropriate control groups poses for one-group designs

some 1internal validity problems, which may weaken their efficiency

in

permitting valid inferences on intervention effectiveness. This may be



obviated by controlling confounding variables or taking them into account
in the analysis, For a discussion on the validity problems inherent to
this type of quasi~experimental designs, see Campbell, D.B., "Experimental
and Non-Eexperimental Designs for Research.” ‘

In summary, different research designs may be used for projects
meeting the requirements of the action-oriented research program; however,
it 'is envisioned that they mostly will be intervention studies using quasi-
experimental designs such as the experimental and control community(s) or
program(s) or the one-group (or community) type of designs.

As an example, operational research may be planned at the country,
regional or local level to make a situation analysis for identifying the
"nutrition component” of primary health care as they operate in the field,
and on the basis of this analysis to develop effective and suitable strat-
egies for the delivery of a nutritiomal package or intervention at the
community level as a component of primary health care services. Such new
strategies, with a concrete action content, may be introduced at random in
certain communities or programs and not in others; baseline and successive
further evaluations of the program operation in the experimental communi-
ties will allow the assessment of the feasibility and efficiency of program
delivery (operational research), and comparisons between intervened (new
strategies and/or activities) and control (old or none strategies and/or
activities) communities in specified outcomes (e.g., assessment of infant
feeding practices or food intake) will serve to ascertain program
effectiveness (impact).

We should not discard the possibility of undertaking noninterven-
tional research projects dealing with highly practical issues, by means of
descriptive and analytical studies. As an example, it has been often
suggested that a relevant line of research would be a comparative study of
apparently normal and malnourished children belonging to poor socioeconomic
groups for the identification of factors underlying the differences between
them, with particular emphasis on those likely to be dealt with through
primary health care (e.g., feeding practices). This can be done by means
of carefully designed observational studies, preferentially prospective.
However, a final stage of the project should develop and test a suitable
corrective intevention program within peimary health care.

Another line of research requiring descriptive-analytical strate-
gies followed by some sort of intervention study is the identification of
acceptable low~cost weaning foods (or the development of appropriate tech-
nology to use them) with special consideration as to how to overcome prac-
tical problems in promoting their use. Such a project would be analytical
at its first stages, including laboratory and eventually food technolopy
studies, and interventional in the long run, possible involving the devel-
opment and evaluation of educational strategies, techniques, and materials
to be used in primary health care services.
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4.4 General ‘Frocedures rand -Methoda -of -Data-Colleckion
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This chapter of the research protocol should focus primarily on
three points:

a)

b)

Description: of - the 'study population, as well as the sampling

etk

frame and the sampling-proecedures {(selection, size, allocation,
etc.), when applicable. Both the study population (that in
which the study will be carried out and from which eventually a
sample is taken for wmeasurement and evaluation purposes) and
the reference population (that to which the study findings can
be properly applied through generalization), should be clearly

identified. The gquestions to be answered are who and where.

When a sample and not the total study population is to be
studied, procedures for sample selection and management should
be described in detail, including sample frame, sampling tech-
niques, estimations of sample size, and procedures for sample
recruitment, eventual group assignment, and follow-up. Random
sampling (stratified or not} 1s wusually recommended, by using
well-known techniques which should be clearly set-up in advance
and carefully followed to avoid selection bias.

Since the study results need to be analyzed statistically, the
study groups must be sufficiently large to reach the desired
level of statiscical "significance." ‘They should not be larger
than necessary, however, to aveid unnecessary expense, This
almost always requires that a decision be made on sample size
at the stage of protocol development before the study begins.
A statistician can calculate the sample sizes neceded for various
research purposes if the investigator can provide him with
certain estimates and the level of statistical confidence that
is needed to rule out mere chance.

Brocedures: ‘for. -the \implementation- of -the intervention program,
techniques or specific activities, when an intervention study
is being planned. In some instances, intervention strategies
er techniques, or the program content and fmplementation proce-—
dures, are well-defined in advance and can be described in
detail as part of the research protocol. 1In some others, only
a general description of the intervention approach, strategies,
alternate ways of delivery, and content could be provided; this
is particularly true when the first phases of the project are
just devoted to descriptive and analytical studies out of which
an intervention mode and/or content is identified or developed
La bue upplicd dn later stages.  This wight be Lthe case in
projects aimed at identifying nutrition education strategies
and methods based on the analysis of feeding practices and their




c)

sociocultural determinants, or in those dealing with the identi-
fication of suitable weaning foods to be promoted or the devel-
opment and test of appropriate technologies for home use to
improve the quality of the weaning diet. On the overall, such
description of intervention procedures should answer the
question of what and how it is to be delivered to the population
or sample (who) in the geographical area (where) already
indicated.

The design of appropriate data -collection:procedures is a very
important component of the research protocol. First, data to be
collected should be carefully thought of so as to include all
relevant (but only relevant) information, according to the
objectives of the study and to the particular research design,
having always in mind the specific purpose of collecting every
single piece of data; the questions to be asked always in regard
to each data item are 'what for?" and '"'what is the relevance of
this particular item to the goals of the study?" 1In dealing
with intervention studies objective information should be
gathered on the "input" (intervention program or technique) in
such a way that the concrete 'package" to which the study
population was exposed to can be defined and hopefully quantita-
tively described,

By the same rCoken, the expected intervention outcome should be
defined in advance so that measures of program impact could be
obtained. A careful selection of outcome measures 1is mandatory;
some apparent failures of programs to demonstrate effectiveness
in impact evaluations are most probably due to an inadequate
identification and measurement of the true program outcowme.

Rt R Pyl il S e e |

undertaken only by someone with experience. Only a limited
number of relevant questions should be asked, Probtems relate
to the phrasing and ordering of questions, the inclusion of
confirmatory questions, coding of responses for subsequent anal-
ysis, and the overall length of the questionnaire. A pretest
or "pilot" trial of a questionnaire is always desirable before
a final commitment is made.

An important feature of the research protocol and its implemen-—
tation is the establishment of adequate data-:quality--control
procedures. A systematic sequence of data quality control pro-
cedures should be introduced at all stages of data collection
and handling. Those at the data gathering phase include appro-
priste training, standardization, and field supervision ol the
personnel responsible for collecting data.
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Bata-handling must be planned and arranged at the time of proto-
col development. Hand tabulation and analysis are suitable and
may be preferable for smaller studies and those with limited data
sets, but if computer processing is thought to be necessary, the
availability of suitable equipment ("hardware'), the format of
data for computer entry (including coding), computer programming

("software"), and the analytical procedures to be used must all
be considered.

Adequate procedures must be incorporated into the protocol to ensure
the health and safety of study participants., Note that the withholding of
an "accepted" remedy or prophylactic may be as unethical as the administra-
tion of a possibly hazardous new one. Subjects must be reasonly informed
of the nature and implication of the study, and an "informed consent" for
may have to be signed. The participants must be free to withdraw from th
study at anytime they wish to do so. For the protection of both stud
participants and investigators, all research protocels dealing with humau
subjects should be reviewed and approved by an Ethical Review Committec.

4.5 Qutline -of -Data-Analtysis

The statistical procedures to be used for the analysis of data must
be specified in the protocol in detail; it is not sufficient to plan 'data
to be analyzed by standard statistical methods.” A competent statistician
should be consulted if the investigator does not have the necessary skills.

4.6  Feasibility-of .the study

The translation of a good research idea into a practical research
project requires much more than the availability of adequate funding. The
principal investigator must be assured that: permission to undertake the
work has been given by all relevant governmental, organizational, and
institutional authorities; needed equipment, including laboratory and
computer facilities, are available for use; skilled personnel, including
such special competence as statistical expertise, can be found; the
numbers of individual cases, controls, or other study subjects are ade-
quate; the time frame is reasonable and there is a reasonable probability
that the study subjects will continue under observation for the time
required; and the logistical: plans for subject recruitment, travel,
specimen collection, etc., are practicable.

An important aspect of feasibility relates to the institutional
arrangements necessary to ensure the active involvement of the Ministry of
Health (national and/or regional level) and in the project; its implemen-
tation as an integral part of the primary health care services. The
active participation and commitment of the health authorities is deemed
crucial to increase the likelihood of the extended application of the
research findings within the existing health infrastructure.
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L Arrangements

4.7 Institutiona

Action-oriented research projects in nutrition should ideally be
developed and carried out by the health services or jointly with research
institutions. The latter may provide some of the research capabilities
required and, not infrequently, they take the initiative to undertake the
study. Joint projects carried out by research and health services insti-
tutions may be of mutual benefit provided that a clear understanding of
common purposes and interests is reached through an active participation of
both partners in all stages of project development {(planning, execution,
and evaluation).

There may be some instances in which the research capabilities of
the health services are adequate enough to make it feasible to accomplish
good quality research projects. If this is not the case, joint projects
with research institutions may often be the only feasible option. On the
other hand, research projects to be carried out by research institutions
independently can not be supported within the framework of this action-
oriented research program, since active involvement of the primary health
services is crucial for the action component operation and, most important,
for extended application of findings.

4.8 Budget

A description of all material and human resources for the project
should be followed by an enumeration of those already available and the
estimated costs of those for which financial support is asked. The latter
should be translated into an itemized budget for the proposal with appro-
priate justification.

4.9 Examples ‘of -Research-Rrotocols

e e S| Pl il B b T e iy

Strengthening the research capability in the Region is often a pre-
requisite for carrying out sound rescarch projects. ‘Flits 1s an iImportant
component program and PAHO/WHO will seek ways to provide the critical
inputs (technical and financial support) needed for strengthening institu-
tions and individual capabilities as part of the promotional activities of
the program, so that a strong and durable infrastructure for action-
oriented nutrition research can be promoted in the countries of the Region.
This can be partially achieved through stimulating technical cooperation
among countries (TCDC), as well as through provision of facilities and
opportunities for training in nutrition, epidemiology, and public health.
Some preliminary explorations have already been made to identify potential
resources (institutions, groups, and individuals), for the development of
the PAHO/WHO Regional Program on Action-oriented Research in Nutrition.
An action-orieated rescarch project Lor the iwmprovement ol inlant and
young child feeding practices through primary health care services with
active community participation in a rural area of Colombia is already

&

[
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underway as a joint project between the State Health Department of
Cundinamarca and the Javeriana University, Some other research proposals
have been submitted to PAHO/WHO and it is expected that more well-developed
research projects will be forthcoming.

As a useful example, general protocols for some projects on the
priority areas selected for the program are appended to this document; they
provide suggested ocutlines on which detailed protocols may be worked out.
These protocols adapted from those prepared by an interdisciplinary working
group convened by SEARO, deal with the following highly relevant areas of
action-oriented research in nutrition through primary health care services
(Appendix I):

1. Situation analysis of the current status with regard to contew
and implementation of the nutrition component of the primar:
health care.

2. Assessment and development of a nutrition education program at
community level in relation to its effectiveness and relevance
to community needs,

3. Development and evaluation of simple procedures of food and
nutrition surveillance for the identification of mothers and
children at risk, and the monitoring and evaluation of nutrition
programs at community level by primary health workers.

4. Identification of practical problems in promoting acceptability
of low-cost weaning foods among poor rural communities, and of
practical approaches te overcome them.

5. PROGRAM MANAGEMENT AND ORGANIZATION

5.1 Purpose of the Program

" ! _4 Py

The overall objective of the PAHO/WHO Regional Program of Action-
oriented Research in MNutrition through primary health care services is to
promote and support in the countries of the Region the development of
action-oriented rescarch projects, the application of the findings, and
the extension of results to other areas in each particular country.

5.2 SEecific~ijectives

5.2.1 Identification of interested imstitutions, groups and indi-
viduals in the countries of the Region with potentiality to
carry out innovative research along the guidelines of the
program.  This should include the identification of suitable
national programs of primary health care where action-oriented
nutrition research activities may be undertaken,



5.2.2

5.2.3

5.2.4

5.2.5

5.2.6

3.2.7

5.2.8

5.2,9
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Promotion of the program within the Region, through distribu-—
tion of documents and visits by PAHO/WHO staff to ministries
of Thealth, academic and scientific institutions, and
researchers already identified.

Strengthening the research capabilities of health institutions
and individuals engaged in nutrition research in the Region,
by providing critical inputs such as formal and informal
training, and technical advice for the development of proto-
cols and the implementation of the research projects, includ-
ing field procedures for data collection and processing,
training of field personnel, and statistical advice for data
analysis.

Promoting the program among potential financial donor agen-
cies, and searching for funds from external sources for the
implementation of country research projects.

Designation of a Project Review Board (PRB) to assess re-
search proposals and provide technical assistance to pos—
sible grantees in the development of appropriate research
protocols when necessary. This body may also serve as task
force for institutional strengthening, as well as in guiding
the search for the necessary funds,

Provision of technical support to the projects as needed, and
periodic supervision of those having partial or total support
from program funds, by PAHQ/WHO staff at the headquarters and
country offices.

Promotion of an active interaction and communication between
country project managers to review the progress, share expe-
riences, interchange findings and promote their extended
application within the country or in other interested
countries. This interaction may also be used to strengthen
the research capabilities of other researchers who wish to
design and develop projects in their own countries.

Actions to promote, facilitate, and support dialogue and
interchange of information between personnel involved in
research, planning, and administration of health and nutri-
tion programs, as a means Lo cnsure that the results of the
projects are quickly applied within primary health care
services. This wmay include interdisciplinary meetings at
country and/or regional level.

Active cooperation with other WHO regions and Headquarters to
ensure optimum utilization of current resources, and effective
search for new sources of support.

<4
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J. 5.3  Orpganization-of-the Rrogram

To fulfill its objectives, the PAHO/WHO Regional Program of Action-
A oriented Research in Nutrition through primary health care services is
organized as follows:

- ™ \
» 5.3.1 The program maqgéement is ascribed to the Division of
Comprehensive Health Services (CHS), in close collaboration
. with the Unit of Research Promotion and Coordination,
N Division of Human Resources and Research (HRR), and other
; Divisions of PAHO. Ultimate responsibility for the program

development is on the Regional Advisor in Nutrition (Program
- Manager), who acts as the Executive Secretary of the Project
Review Board.

> 5.3.2 The PBroject -Rewiew Board -(PBR) is the technical advisory bod,
. to the Regional Program and has the following responsibilities:
o> a) to review, discuss, and give specific recommendations on

the technical documents prepared by the program: guide-~
lines for research protocols, program organization and
management, working plans, technical reports, etc.;

-

i

b) to act as a steering committee in charge of reviewing

research proposals submitted for financial support from
budgetary or extrabudgetary funds;

o~ c¢) to provide technical assistance to possible grantees ia
the development of appropriate research protocols of
> solid scientiflic qualivy;
ot
d) to cooperate in actioms aimed at institutional regearch
AN strengthening;
Y
. e) members of the PRB are the Regional Advisor in Nutrition, the
B Chief of the Unit of Research Promotion and Coordination, and
e the Regional Advisor in Primary Health Care. Other maembers
N of the PRB may be appointed regularly or invited to specific
4 meetings.
, 5.3.3 Project -research - proposals following the program guidelines and
the PANO standard formnt should be addressed to:
.y

Regional Advisor in Nutrition

Division of Comprehensive llealth Services
N Panamerican Health Organization

525-23rd Street, N.W.

Washington, D.C. 20037

— 4 USA

e
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Research proposals received by the Program Secretariat will be
reviewed by the Project Review Board which, when judged appro-
priate, may seek the opinion of independent reviewers who are
experts in the relevant field of research. The final decision
regarding funding of the proposal will be based on availabil-
ity of funds, after the Project Review Board approves it.

The Project Review Board (PRB) will judge the proposals on
the basis of:

a) congruence with the objectives and priorities established
by the program;

b) scientific quality (research design and procedures);

c¢) evidence of feasibility and extensive application of
results {e.g., health services involvement); and

d} costs.

Approved projects will be funded through a Contractual
Technical Services Agreement (CTS), between PAHO/WHO and the
country institution(s) responsible for the project. Funds
will be usually allotted on a yearly basis subject to their
availability; projects not exceeding two years may be funded
completely; projects requiring more than two years may be
recommended for up to three years of support subject to
satisfactory progress and availability of funds.

All country projects will be overseen by a local Coordination
Committe formed by representatives of the research institu-
tions and the corresponding national health authority at
national andfor intermediate level, and the PAHO Country
Representative,

The Principal -Investigator is the individual who shall be
responsible on behalf of the institution for all technical
and administrative aspects of the work referred to in the CTS
agreement. The Institukion is the organization with which
the Principal Investigator is associated and to which he is
responsible,

The Principal Investigator shall submit an Annual ‘Progresa
Report, in the required format, at the time specified, to the
PAHO/WHO Program Manager. This report constitutes a part of
the project evaluation and 1s essential for continuation of
the support to the project. Final--Reports are required on
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completion of the Project and should summarize the course of
the research and give in some detail the findings of the work
in relation to the objectives of the Program. The PAHO/WHO
Program Manager must be informed promptly of any major changes
or significant deviations from the activities covered by the
original Agreement. Additional reports may be required.

Institutions and/or Principal Investigators wmay publish in
any scientific journal the results of work supported by the
Program, although the responsibility for the direction of the
work should not be ascribed to PAHO/WHO. In the case of a
collaborative research project involving more than one insti-
tution, it is recommended that investigators obtain PAHO/WHO's
approval prior to publication. All publications should hav
a footnote identifying PAHO/WHO and/or the Program as having
supported the research, for example:

"This investigation received financial support from
the PAHO/WHO Action-oriented Research Program in
Nutrition through Primary Health Care Services." In
the event of publication, 25 off-prints or copies
should be sent to PAHO unless another number is
agreed upon. PAHO/WHO funds may be used for publi-
cation costs only when specific arrangements are
made with the Program Manager.

It is the vresponsibility of the Institution and the
Principal Investigator to safeguard the rights and welfare
of human subjects involved in research supported in whole
or in part by funds from PAHO/WHO in accordance with the
appropriate national code of ethics or legislation. Funds
may be used only to support investigations where: a} the
rights and welfare of the subjects involved in the resecarch
are adequately protected; b) freely given informed consent
has been obtained; and c¢) the balance between.risk and
potential benefits involved has been assessed and deemed

acceptable by a panel of i1ndependent experts at the
lnstitution,

The Investigator must submit to PAHO/WHO the written
approval of an Iastitutional Panel ¢to carry out the
proposed research invelving human subjects. For countries
with nattonal -ethical: revicw ‘bodtea for research involving
human subjects, written agreement from such a body must bhe
aubmi tted to PAHO/WHO withi the researech proponal, In 1he
absence ol nalional ethical review bodies, rhe Investigator
shall be guided by the Declaration of Helsinki supplemented
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by the revised and extended version of the Declaration

adopted by the Twenty-ninth World Medical Assembly in Tokyo °

{(October 1975) and by Article 7 of the International
Convenant of Civil and Political Rights, adopted by the
United Nations General Assembly on . 16 December 1966,
PAHO/WHO will, on request, advise scientists regarding the
ethical aspects of planned research projects.

Protocols for projects involving human subjects must be
reviewed and approved by an independent institutional
ethical body prior to formal submission to PAHO/WHO (acttach
documentation of approval),

National bodies for the regulation of human experimentation,
if they exist, should review and clear the proposal prier to
formal submission to PAHO/WHO (attach documentation of
aporoval).

For all protocols or projects involving human subjects:
i. 1indicate the benefits and any known risks or incon-
viniences to the subjects involved in the study;

ii. describe precisely the information which will be
conveyed to potential subjects of the study and the
manner, oral or written, by which this information is
to be conveyed. If a written consent form is to be
used, attach a sample. Include the name(s) and status
of the project staff member(s) that it is understood
and that the consent is given freely by the subject;

iii. indicate any special incentives or treatment the
sub jects receive for their participation (e.g., money
lor Lransportation, stipends for participation, (vod,
medication, etc.). Whenever payment is involved,
specify amounts, manner, and timing;

ive dndicate how the confidentiality of all information
obtained during the course of the study, relating to
participants included - in the study, will be
maintained.




6.2

6.3

6.4

6.5

6.6

6.8

6.9

WORK PLAN FOR 1982 - 1985

Presentation to PAHO/ACMR the "Guidelines for the formulationm,
organization, and management of project proposals.”

Review of the Guidelines by the Project Review Board (PRB), and
distribution of final drafts.

Continuation of promotional activities throughout the Regiom, as
well as closer contacts with institutions and individuals already
interested in carrying out action-oriented research in nutrition
(e.g., Brasil, Guatemala, Jamaica, WNicaragua, and Peru) with a
ma jor emphasis in assessing research opportunities within ongoing
primary health care programs.

Strengthening the research capabilities and provision of technical
support to interested groups or individuals in the preparation of
research protocols.

Initiation of the Mexican Project and continuation of technical and
financial support to the Colombian Project; field supervisien,
promotional activities, and dissemination of project findings.

Development and implementation of 2 to 3 projects per year contin-
gent upon availability of funds.

Promotional activities among potential financial agencies and
search for extrabudgetary funding. Letters of agreement will be
sipned with funding agencies interested 1in supporting action-—
oriented research in nutrition (e.g., Nestle Coordination Center
for Nutrition; International Development Research Centre (IDRC),
Canada; W. K. Kellogg Foundation; Swedish International Development
Authority (SIDA), Sweden; United States Agency for Internmational
Development (USAID), etc.).

Annual Regional Meeting of Principal Investigators of ongoing
projects to review experiences and methodologies with the
participation of other interested researchers from institutions
and countries with potentialities for undertaking action-oriented
research in nutrition projects, ‘

Progrons reports Lo PANOJACMR and plobal WHO/ACMR when reguired,



