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Secondly Quarterly Report 4.

the worid. I will leave this position with the same belief, conviction and
sense of responsibilities. This Nutrition CRSP 1s important, relevant and
unique. I regret very much that the CRSP has been plagued by administrative
difficulties and, at times, bv tendencies to fi1l into the trap of unidisci~-
plinary thinking. I offer a plea to my colleagues, to their institutions and

to AID--let us not lose sight of the meaning, the sensitivity and the immense
potential berefit of true collaboration among sclentific colleagues with a
sincere interdisciplinary spirit., Let us not allow institutional considerations
or necessary burecaucratic aspects of governmental, and intergovernmental
operations destroy or even seriously hinder the true Nutrition CRSP~-the
collaboration of biological and social scientists sharing a common purpose and
goal. I remain convinced that however difficult the path may be the goal is
achicevable. I thank all for having given me the opportunity to contribute

to this program in my own small way and I look forward to the growth and success
of the Nutrition CRSP.

George H, Beaton
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NUTRITION CRSP
SCIENTIFIC COORNDINATION BOARD

Membership by Calendar Year

Category of Year
Membershi . )
mbership 1982 1983 1984 1985 1986
U.5. I'l
Epypt G. Harrison R, Watson N. lerome G, Harrlaon K. Watson
+, ,‘ . .
Kenya C. Neumann C. Neamann C. Neuamann C. Neamann C. Neamann
Mexice I, Alten G. Pelto .. Allen G. Pelto L. Allen
Soclal G. Pelto - - - N. Jerome

Scient st

Country I'I

E“yp[ * [ ] [ ~
Kenya J. Kapia J. Kagla J. Kagla J. Kupla
Mexlico A. Chaver A. Chaver A, Chavery A, Chaver

"
J. Kapia

A, Chavey

The Nutratdion CRSE Principal Investipgator and the Propran Director are

ex officio member:,

..‘
Rotat fon not yet deffned

* To be named






http:University..of







-4- ’Eé%w,_
",:/l/'r-.“
NJ“ I

Other UC Team Members to assist with the above in Kenya: o
.1. Dr. Alfred Neumann o
??;§2j§;g;oﬁpg}]f?;cl?zzmanqgiiial% agTiggitrative aspects of CRSP
Rzg?glghlgn?nwlétegﬁih ggzglzelzction and ré]evant 1iving and work site
arrangements.

2. Dr. Fred Zerfas
April 8 - June 15, 19382
Carry out and direct preliminary survey. .
Samp%inq. selection, training of field staff and carrying out of survey.
Data analysis and writleup of findings for Junc SCB Meeting at UC Berkeley for
project evaluation and final design.

Recruitment

Recruitment is now going on for the Field Coordinator position.

Candidates Lo date

Richard Brown, M.0., M.P.H. - Extensive experience in Cameroons and Zafre and
extensive field nutrition experience.

Drs. Patrick Ann and Patrick Fleuret - Both Nutritional Anthropologists have
had extensive field experience in Kenya and Tanzaria. Dr. Patrick Fleuret

aleo is now doing a short term project for USAID in Kenya. They have indicated
an interest in sharing the position although it would be preferable for Or.

P. Meuret because of his administrative experience to be the full-time
coordinator.






NEGOTTATIONS WITH MEXICO

These include: Approval of the project by Dr. Carlos Gual, the
director of INN

Agrecment on a detalled schedule of research plans up
to March, 1983

Tentative approval of INN-UConn subgrant

Approval by INN Human Use Committce

RECRUITMENT OF STAFF

AT INN, we identified o suitable field director (Alfonso Mata, M.D.,
M.P.H.) and a pedlatrician who may work in the field clinic. Other staff
arc avallable at INN, but awalt funding.

At UConn, lack of funds has precluded recruftments or hiring.

CRSP INVOLVEMENT

1/4 - 1/6 P.J. Pelto attended Technical Advisory Group (TAG)
on Statimtics in Boston

2/4 - 2/5 L.W. Allen planned and chafred TAG on Activity at
Purdue Unlvernlty

SUBGRANT_ NEGOTIATLONS

UConn-Berkeley; UCann recelved a copy of the mubgrant from UCH on 1/8/82.
UConn suppented a numher of Sabprant revinfonn, of both a aclentiflc and

an admintntrative nature,  Sctfent{fie revinfons vere tentativaly approved
by G. Beaton,  Slpning by UConn han been delayed becanne of our lnnintence
on advancement of fundn to Mextco. (A of 1/12/82, thin problem appearns to
have bLeen renolved),

UCunn ~ Mexicoy ace "nepotiations with Mexfco"

UConn = US Inntitut fonn; hepgotdations are §n prograss
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SECOND QUARTERLY REPORT
Nutrition - CRSP
12/1/81 - 3/1/82

University of Arizona

A. Country Project Status

l. Travel - none

2. Nepotiations with counterpart institutions - none
(Purude is handling this)

3. Recruitmentof staff - none

4. ‘Placement of staff in field - none

5. Methodology Development

The Arizona group has developed draft documents for food
intake methods which have been shared with Purdue, Kansas
and Fgypt. We have simflarly disseminated {nformation on
cquipment for anthropometry, We have developed a draft

of a field manual for anthropometry standardization,

which will be sent to the other institutions in carly March,

B. CRSP Involvement

L. Particination in TAG's

Harrisoa has accepted membership in the new TAG on
nutritional status, Nelfther this nor the other TAG in
which we are involved (Reproduction) has met,

2. Interproject activities

The materials developed on food fatake and equipment
(A5 above) have been shavdduith all country projects
and the MI7, In addition, we have penerated and made
available for field use tables of anthropometric values
for Phase T baued on eriterfa apreed upon by the SCP L5
October 1981,  All of the above documents arve part of
"Phase 1 oand Preliminary Survey Summary® tent to all
projects fn Februarvy by the ME, tor reference in conducting

Phase 1 fieldwork,

The fleld manual for anthropometry standavdizat ton (see A%)
will be omade avallable to all projects and sent to TAG
on nutritional ntatus for review and revision,

Wee have acquited from €hC the  data tapes containing
the anthropometric reterence data aprecd upon by the
SEB for Phase 1 oreterence, We lave been sent tapen hy
UCTA and M for transter of data amd have ohtadned
poeramlaston Trom CDC to copy the tapes for all CRSE

projectn,
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3. Subgrant negotiations

- Planned inftiation of Phase I has been delayed bLecause of
the delay In these negotiations, Dr. Richard Smith of
Purdue University visited our campus on January 29, at which
time we discussed in detail the subcontract proposed between
ME and Purdue, Since that time we have heard nothing about
the process, Planned travel to Egypt has been delayed.

C. Others

We remafn optismistic about the project, but are concerned about
the effects of the delays An contracting, No Phase ) vork can begin
unt {1l the contract between Purdue and the Ministry of Health in Egypt
1s signed, as we understand it Unless this s completed quickly,
it will be impossible to have any uscable data by the June scn meeting,
Currently we plan that Harrison will spend approximately May 15 - June 15
in Epypt, coordinat ing with Jerome (late April to late May) and
Wolgemuth,









REPORT OF THE
TECHNICAL ADVISORY GROUP ON STATISTICAL DESIGN
AND DATA MANAGEMENT

Jan. 4, 5, 6, 1982
Harvard School of Public Health

Members:

J. Ware (Chatrman)

. Rand (Cnnuulldnt)

. Reinte (Convultant)

. Coulnon (Yenya Project)
Haswanein (Lyypt Project)

Pelto (Lgypt Project)

. Beaton {nterim Program Director)
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for fundamental change. Rather, it is a recognition of the need for

operation of the normal process of refinement of i i i
enaton of the r of design as additioral information

Some of the major issues and recommendations addressed in this report are:

1.

ro

Project feasibility, especially regarding data collection and
management (need for, and characteristics of, a data management
system).

. The major responsibility of the subsequent TAG: to review the

study design and to develop specific and concrete hypotheses that
can be satisvactorily addressed through the final design.

The need for continuing review, and revision as necessary, of the
study timetable recognizing the considerable volume of work to
be accomplished before initiation of Phase 2.

The need for, and potential problems of, careful coordination and
harmonization of this multi-institution, multi-country project.









measures of socio-economic status. While the wembers of the TAG apnreciated
the intent of this plan they questioned the feasibility in practice - feasibi-
lity of developing a scaling system that would have interproject meaning
before the scheduled time of implementation, and feasibility of collecting
data required for such a scaling system before sampling. It was recomuended
that this aspect of household selection be reconsidered.

The TAG recognized that at the time of data analysis there might be need
for description of the relative position of houscholds on some type of socio-
economic scale. Such data might be gathered once during the two-year period
as a "fixed" description of the household. This possibility is discussed more
fully in section VII C.

B.1 Definition of Households

In the design the key unit of observation is individuals but within
the context of households. The key unit of sampling is houscholds. The TAG
considered this carefully and notes the absolute rocessity for cach country
project to develop an operational definition of households to be used in
sampling and in subsequent data analyses.  This must be done during the
preliminary phase. It must be confirmed by the SCB. The TAG draws attention
to the fact that there are both analytical implications and logistical (and
cost) implications to these definitions. 1t does not prejudqge decisions of
SCB but wished to ensure that the implications are recognized, relevant infor-
mation is collected during the preliminary census, and informed decisions are
then taken.

"Household" is generally understood to be:
1. Group of people sharing a comron residence "under the same roof "

2. Sharing the same food, which 14 orqanized and prepared in
common.  “They eat from the wame pot, "

3. Usually the people are genetically and <ocially related, with
a mated pair (or more than one mated pair) au “household heads”,
plus thear of fupring.,

4, A range of additional prrsons, wwually related to one or another
houschold head (the " pousen™) are alwo precent, eupecially
Including parenty of either wpoune, and “ibling, of either
Spouse,

5. Occanionally persuns totally unrelated (g, wervante, hired
wWorkbers or “rentepe,” may betnc tuded as household member s,

6. The hounehold - fundamentally an economically Cooperating unit,
pooling thetr resources of houstng, foud, and other materiagls

and labor,















males working in the city) may be of no concern for certain purposes except
as their behavior impacts on the specific target population of principal
concern. Such nuances need to be clearly elucidated.

Certain special studies may require a sample different from that
identified for core purposes. For example, a project undertaking a special
study cn the aged may obtain some respondents from the core sample and
supplement these from households identified in the census but excluded from
the core sample because of the absence of reproductively active females.

F. Review of Design

The TAG considers that it may be of value to reconvene this or
another group of advisors to reconsider the statistical issues and design
suitability after the TAG recommendations are available (on instruments of
data collection and requirements for narrowly defined research questions).
This meeting might serve to focus the issues to be addressed by SCB and
thereby facilitate the final design decisions,

Given the dmportance of desian considerations (e.q. required frequency
of observation, required sample sizes, ete.) by the TAG's, it is recomrended
that each TAG include at Teast one person with statistical expertise.  Such
an individual might be drawn from individual projects or might be drawn
from the membership of the present TAG. Tt iy recoynized that such statistical
acvice should be provided by pervons who are aware of the general approach
of the Nutrition CRSP,

T Contral ot Supplementary Data Collection

The focus of attention of the prewent TAG iw the revearch design and
data collection and analysis procedures tor the core research, It is
recognized that the Nutrition CRSP mabey provivion for wupplemental studies
within country projectey, either funded through the Nutrition CRSP or hy
independent means, provided that wach additional data collection does not
comproaiae o interfere with the core destqn,

It swould appear that siechaniam, exist to contral the collection of core
and supplesentary data tnsotar oy budgetary teplications are concerned, A
invtitutional agrecients carey the stipulated vequirement tor the collection
and transter ol cure data,

The TAG did not receive satinfactory assurances thatl techanisme, now
eaist tor the control of wupplesentary <tudies from the ~tandpoint of thefr
potential icpact upon the partictipating ~ubjeote of the core venearch design,
That 1o, iU i recognigzed that the core design in el epresents a major
ftsposition and intiusion in the cooperating tamiltes,  There already 14 g
major need tor field offort, to saintain this cooperation and tnvolvement in
the lotgitudingl dewign,  Further integstons, and particalarly intrusions
that are yndesitable to the participants (e.q. blood letting, lung time
fnvolvement fn interviews or increased interference 10 patterns of daily life)
may Jropardize the long tem conperation, '
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Any compromise of the core research s a major concern not only for
investigators in the particular country project but also for all collaborators
in the multi-country nutrition CRSP. Therefore, it is a concern of the SCB
and the ME acting on behalf of the total proaram and the individual investigators.

It is recommended that, regardless of funding source, all supplcmentary
studies which will involve core research subjects be presented to the SCB
and ME for review and approval before implementation. The submission, and the
review, should direct major attention to the additional impact the proposed
supplemental study would have on participating subjects.

Under the terms of the grant and subagreements, all such studies, as
well as the core research, must have the approval of human ethics committees.
The SCB/ME review and approval would not replace or substitute for human
ethics review nor should human ethics approval substitute for independent
approval by SCB and ML,

To facilitate the above, a consideration might be given to providing
irmediate review by the Program Director and advisors as needed with
authority to approve the study if deemed to have very limited, and non-
detrimental impact. SCB should be informed of such action. If initial
approval is not granted, the country project might withdraw the application
or request that it be forwarded to SCB for consideration and reconmendation,

IV. Mechanisms for Modification of Study Design

The Hutrition CRSP is a collaborative and coordinated study. To a very
major degree its  analytical power depends upon the ability to conduct
integrated comparative analyses, In turn this ability depends upon the
fmplementation of standardized data collection protocols which will provide
comparability of data. Both the instruments and procedures of data collection
and the timing of application of theee instruments must be standardized,

For certain of the variables, notably food intake and «ome of the social
and cognitive measures, it . recognized already that the actual instruments
may be project-specitic.  Nevertheless, these must be designed and tested to
establish data acquisition with comparable interpretation,

The above decisions are to be taken during Phase | of the program,
Before data collection for the study design begine, there muyat be Jointly
agreed upon and approved detafled protocals,  Thewe protocoly must be followed
throughout the whole of the data collection unles. thepe 1y an approved
modification, Approval whould be recommended by SCH only aftes ft i
ascertained that the wame modif fcatfon can be made acrony al) projectys, or
that the modftication in the wingle project will provide an improvement {n
the unftorafity and « oiparabi bty of data acros. projects, and asuurance
that the change will not affect Yongituding continaity tor daty analysis,

Recormendat fons fur change n the protocoly may arfae from a number of
sources including (wee figures in e tion v):

£)  fedd data collection or coding point (the responses ubtaincd to
the fnstrument are uninterpretable or unrelfable or do not fit the
predetermined coding nystem),
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C. Data Mapagement Capability

A major and crucially important gap in planning to date is the development
of an effective data management system. The features of such a system are
discussed in section V. What is important to appreciate is the urgency of
action in this regard if the system, including coding forms, is to be in place
when data collection begins in September.

Toward this objective the tasks may be divided into two major categories:
(a) the mechanisms and processes of data coding, quality control and trans-
mission (the system) and (b) the generation of appropriate interproject data
recerding and coding forms. Both aspects require field testing with real or
mock data.

In establishment of the system there needs to be (i) interproject
concurrence on the features of the desired system, (ii) establishment of an
interproject data handling committee (which would probably be a standing
cormittee rather than a TAG but which, at appropriate times, might need to
draw upon external consultation resources) and (iii) a statement of intra-
project plans for the location(s) of project-specific data banks and
description of the operational characteristics of the data bank s orage system
(computer, lanquage, interface capabilities, etc.). It would seem to be a
matter of considerable urgency that the ME
recruit existing (in UCHB) or new human resources to play a major role in the
facilitation of the development of this system and in the op~ration of the
system,

Given SCE policy decisions on the desirable operating features of the
Data Management System, the standing committee should be charged with respon-
sibility for the design of the system. Emphasis should be given to the
urgency of action. A target for final design decisfons should be mid-May
(with intormation to 5CB in June) and operational testing during the sumner of
1982.

To develop the data recording and coding forms, the standing committee
again should be given responsibility but it must be given support of the TAGs.
Specifically it should be an assigned responsibility to the TAGS that as well
a4 deciding on the instruments of data collection the TAGL should also provide
a consensus decision on the data recording and coding foras to be used,  Asg
S00n as the inntrumenty are approved as a part of the final design (June), the
draft forwe whould be transferved to the standing commfttee with the charge
that they be asucabed ina manner that i+ compatible with both research design
and data coding approach dectsions,  The English version may then be trang-
lated into appropreiate Yanguagen,  Some formen can be finalized frmedfately;
othery will require field testing hetore finalization by the wtanding
cormittee and printing of the multiple copy formme,  The target date for
copletion of thi+ tash 4 the date of initfation of data collection (September 1,

1982) .
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Immediately after the initiation of data collection there will be urgent
need for intraproject close monitoring of data quality control mechanismsto
ensure they are operationally effective. Interproject sharing of experiences
in problem solving will be invaluable at this time. Progressively the close
monitoring can be replaced by secondary data quality monitoring (e.q., screening
for outlying values, examination of distributions, screening for missing data,
etc.) on an intraproject basis and interproject comparisons (see section Iv).

The importance and urgency of this area of preparatory work cannot be
overemphasized. Without data recording and coding forms, and without a system
for the assurance of reliable data editing and storage, data collection cannot
be initiated. It may prove that the time required for development and imple-
mentation of this system is the operational constraint to implementation of
data collection.

D. Dietary Data Management Capability

Decisions and action must be taken on the system(s) that will be used to
convert food intake data to estimated nutrient intake for the 50,000 or more
observations in each project called for in the present design (this may be
modified pursuant to discussions and approacres suggested in section II). It
may be that interim processes and composition data banks will be used in the
initial phases but if so, precautions will have to be taken to avoid the
pos.ibility of multiple data sets generated with different methods at different
times.

VII. Other Organizational Considerations

In the process of the TAG's deliberations, certain other matters arose.
These are identified and briefly discussed below. All are matters that will
require the attention of the SCB and ML although some may have a lesser time
riority than the issues discussed above.

A.__Inter- and Intra-project Communication and Collaboration

The Nutrition CRSP fs a very large program involving investigators in
widely separated locations, The program is designed to be collaborative in
nature--collaborative in the planning, conduct, and interpretation of the
rescarch,

In the absence of specific and continuing investment of time and effort
there 4 serfous risk that {ndividual {nvestigators will become fsolated, that
the strength and advantage of collaborative inputs will be forfeited, and that
the rescarch will be uncoordinated.

The TAG notes that some aspects orf this are addressed, at least with
regard to the core rvesearch, by arrangements of the SCB, the structure of
interproject TAGy concerned with development of destgn detad), the decision
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to apply standardized mechodology (identical or approved analegous methods in
each project applied in identical protocols) and the system of central data
monitoring discussed elsewhere in this report. Impartant as these steps are,
in themselves they are not enough.

It is recommended that each of the country projects take steps to ensure
intraproject communication and, importantly, intraproject definitions of
responsibility. It is recommended that approaches be shared between projects
and that information concerning assignments of responsibility be shared.

It is reconmended that serious consideration be given to the question of
routes of comnunication between country projects and between country projects
and the ML, That is, it is essential that Principal Investigators be kept
aware of all project-related information flow., It is equally important that
individuals within country projects be kept aware of at least those aspects
of the information flow that influence the operation of the country project
and their roles in dt. I this is to be a two-stage operation with all inter-
project comnunication routed through the PL, then it is essential that the Pls
establich mechanisms ftor rapid tollow-through.

It s recommended that the PE consider the feasibility and desirability
of establishing o periodic "Nutrition CRSP Information Bulletin® that could be
distributed to all participanty with the intent of keeping them generally informed
about the overall progress of the Nutrition CRSP,

B, Publications and Shared Data Use

In the process of considering approaches to data management and analyses,
the TAG wae repeatedly reminded of the important issues surrounding the control
of use of data., Thewe might be sutparized as.

f) protection ot rightys to data
the righty of individua) investigators

the rightes of intraproject Us and country institutions

the right of country projects

the rights of the CRSP Nutrition and Tunction program

1) asvnurance of acknowledgerent of participation of individuals {n
generation af data In oany publicatione ariging from the data

ili) contral of intra- and interproject tnterpretalion. of data analysis
(mintntzation of potentially contradictory interpretations of data)

The TAG wees 10 an the respunsnibility of the SO to addres, the catter (in
keeping with the aswertions in the urtginal yrant proposal) and urges that this
be done at an ecarly wtage before any problems arise,  JU 1% noted that the
fsouny tdentified are characteristic of any syl tiple investigator collaborative
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project and experience has shown that mutually satisfactory arrangements can be
made. It is noted also that without prior development and application of a
program policy on publication and other data use, there can be very serious
internal misunderstanding and avoidable intraprogram conflict.

The TAG points out that in developing such a policy, the SCB should take
into account the various types of data sets that may arise in this program,
i) core data consolidated and analyzed in an inter-project data base

1i) country project data which includes a segment of (a) but may be
expected to include also additional data collected for country project-
specific purposes (i.e., supplentary studies)

11i) specific supplementary data sets generated between two of the
country projec’s in collaborative substudies

iv) country institution data collected for specific use by the country
institution and not included in either the country project or
interproject data basis

v) data bases generated by individual investigators and incorporated into
on¢ or more of the above.
Some of the various levels of requests for data are,
i) collateral, intraproject data for specific purpose analysis by
investigators on their students
i1) collaborative interproject data
f11) intra-project single country analysis

iv) collaborative analyses of core data
and some of the potential levels and forms of "publication”

f) interim project reports
1) full publications of papers in refereed journals

fi1) tnclusions in chapters or monogranhy authored by individual investigators
fv) "private comunicationy” to other investigators,

v) contracted release to other supporting agencies {v.q,, 1 additional
funding {+ solicited from other sources)

vi) abatracty for oral comunication and oral presentations at scientific
meetings (with or without further publication)

vif) graduate <tudent these (which are publiched in the tom of microfilm)
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ANNEX A
Page 4

The use of four identifiers in this manner will help to overcome errors
in identifiers, and will help to identify an individual who may be lost from
one household and only to surface in another, or atker nroblem of this sort.

Identification codes for household and nane codes will be maintained in
confidential form by senior project study staff on site, by the senior data
management personnel in the country data facility and, for safety, in sealed
form by the country and US principal investigators.


















