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UNITED STATES GENERAL ACCOUNTING OFFICE ° "
WASHINGTON, D.C. 20548

RESQURGES AND ECONOMIC
! DEVELOPMENT DMVISION

MAR 5 1974

e, Sivard J. tetoan, Moinisszasor L

Mog
Department of Agriculture S481
4 Dear Mr. Hekman:

As part of our responsibility as set forth in Public Law 92-433 -
to evaluate and report on the Special Supplemental Food Program, we
have engaged several consultants to assist us in monitoring the Food
and Nutrition Service's (FNS) evaluation of the medical benefits of
the program. On December 17 and 18, 1973, we met with our consultants
to obtain their views on the evaluation design proposed by the
University of North Carolina under contract to FNS.

Members of your staff involved with this evaluation attended a
portion of the December meeting and have since been advised of all of
the major concerns raised by our consultants. We have also received
gome informal reaction to these concerns, but at this time would
appreciate receiving the agency's formal comments on the issues raised.

As a result of the discussion at our December meeting, we are
concerned that the evaluation will not meet the congressional intent
of providing sufficient conclusive data on which to base recommenda-
tions regarding continuation of the program.

Our consultants pointed out several cobstacles to successful
completion of the proposed evaluation. Some of these obstacles are
inherent to the type of broadscale evaluation envisioned by the
legislation and our consultants do not believe it is possible to
overcome them. They must, then, be recognized as major limitations
to the types of conclusions which can be drawn. These inherent
obstacles are listed below,.

1. The lack of accepted standards by which to measure nutri-

tional "benefit" and the lack of conclusive data on the type and
quantity ‘'of food necessary to maintain adequate nutritional status

or for nutritional rehabilitation.
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2. The probability that little measurable benefit can be found
among patients enrolled at health clinics because people with serious
nutritional or other health problems often do not take advantage of
gvailable health services and programs.

3. The problems inherent in collecting data at several widely
dispersed sites where differences in local attitudes, motivations,
resources, personnel and abilities can be expected to affect the
quality of data collected.

4, The difficulties in determining whether or not the food was
consumed by the intended recipient.

With respect to the specific evaluation design as described in
the proposal, they noted several other factors which they believe
place additional limitations on the usefulness of the data which will
be collected. Some of the limiting factors are basic to the evalua-
tion design chosen (e.g. the use of cross-sectional comparisons
instead of the use of customary control groups) and major modifica-
tions to the design would be necessary to overcome them. ©Our con-
sultants confined their suggestions for changes to areas which wouid
not require modification of the basic evaluation approach, but
emphasized that limitations of the chosen design must be recognized.
These are summarized below.

Because there is no requirement that patients enrolled in the
program be at a specified level of "nutritiomal risk," they believe
it is probable that only a portion of the sample evaluated will be
seriously malnourished., Therefore they think it likely that little
or no benefit will be shown in the total evaluation sample, even
though some subgroup of the population might have benefited from
the program.

They expressed great concern over the probability that little
or no benefit will be demonstrated by thig evaluation, and that it
might be erroneously concluded that there is no need for a supple-
mental food program or that nutritious food is not important during
pregnancy or early childhood, They do not believe that this kind
of study could be a valid basis for either of these conclusions.

They also noted that, without the use of customary controls,
if some measurable benefits are shown, for either the total popula-
tion or some subgroup thereof, neither the food nor any cther single
factor (such as emphasis on nutrition education or more regular
attendance at health clinics) could be isolated as the cause.
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Our consultants felt, however, that if the ewmluation is to be
carried out, recognizing the above limitations, ewery effort should
be made to increase the integrity and usefulness of the data obtained.
In this regard, they had several suggestions. Since mid-December
several changes have been made in the evaluation design which
incorporate some of these suggestions. However, other concerns
raised by them, especially those relating to training of clinic
personnel and the need for quality control over collection of clinic
data, have not to our knowledge been acted upon and appear to us to
be critical to obtaining useful data,

We would appreciate vour comments on our consultants' views and
suggestions, which are discussed in more detail in the attached
summary, giving special consideration to those matters moted above.
Please advise us of any action taken or planned relating to the
subjects discussed in the summary,

If further information or clarification is required we will be
available to discuss these matters with you.

Copies of this report are also being sent to the Director,
Office of Audit.

f""

Sineeyely vours,

d
r|A

/f Richard J. w¢m@$
Assistant Dl&@ummr

Attachment
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Summary of Consultants' Comnents
on USDA's Proposed Medical Evalvation
of the Speccial Supplemental Fond Program

INTRODUCTT ON

Purpose of meeting

On December 17 and 18, 1973, representatives of the General
Accounting Office (GAO) and selected consultan.s met to discuss the
Food and Nutrition Service's (FNS)} contract wi.h the University of
% North Carolina for the medical evaluation of the Special Supplemental
Food Program for Women, Infants, and Children. Copies of the con-
tract and related documents had previously beer provided the consul-
tants.
Public Law 92-433 requires GAO as well as the Secretary of Agri-
‘ culture to evaluate the benefits of the nutritional assistence pro-
vided by the program., Because it is not considered feasible for
GAO to do a completely separate evaluation of the program, GAO is
monitoring the Department of Agriculture's evsluation.
The consultants' comments regarding the feasibility of the
planned evaluation as well as specific comments and suggestions

regarding the evaluation are summarized below.

Participants in meeting

GAO

Regsources and Economic Development Division:

Richard J. Woods, Assistant Director-in~Charge,
Apriculture Audic Group
Ted M, Rabun, Assistant Divector
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Richard Lm Wilson, Audit Manng r

William Epps, Jr., Supervisory Auditor

Fuuth Ann lleck, Manapeument Auditos

Lawrence R. Feller, Supervisory Auditor
Manpower and Welfare Division:

urray Grant, M.D., Assistant ‘irector

Financial and General li nhagement Studies Division:

Herman B. Galvin, Assistant Di octor
(Systems Analysis).

GAD Consultants:

George G. Graham, M.D., School =~ Hygiene and
Public Health, and School of licine, The
Johns Hopkins University (P. .utrics and
Nutrition)

Howard N. Jacobson, M.D., Medi 1 School,
Harvard University (Obstetri . and
Gynecology)

Robert B. Reed, Ph.D., School ~f Publie Health,
Harvard University (Biostati. tics)

Jack L. Smith, Ph.D., School ¢ Medicine and
School of Public Health and "ropical Medicine,
Tulane University (Biochemis.ry and Nutrition)

TNS (attended summarigzation onlvy)

Juan J. del Castillo, Director, Food Distribution

i
; Division
: Harold T. McLean, Deputy Dircttor
| Nancy M. Weik, Assistant to tle Director
| Paula D. Linch, Food Distribution Division
! Fred Shank, WNutrition and Tecinical Services Staff ‘
! (Contracting Cfficer's Reprisentative)
|

<
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OVERATLL FEASTRILITY OF SWUTY

The consultants stated Lhat the evaluation as described in the
proposal would provide such insufficient and “.cconclusive data that
soundly based recoumendations regarding contisuation of the program
would not be possible.

Thev noted several wojor problems inhercat in the broad scale

evaluation envisioned by the legislation. 11 e problems are not
the result of any decicions made by the Depa: ut and, in their

to the type of

opinion, cannot be resolved. They are inher:
evaluation envisioned by the legislation and .ust be recognized as
limitations to any study of this type.
L. Medical and scientific research hav not yel established
the type and quantity of foods nocessary to w intain adequate
nutritional status or to accomplish nutritional rehabilitation.
Existing norms and standards fof health and nutritional status are
so rudimentary that they almost preclude reli.ble assessments of
change or''benefits'., Theore is no agrecment ou the paramcters that
should be studied or the methodology that shnuld be used to assess
Ybenefit" to the nutritional status of a population or of individuals.
24 Although the clinics selected for participation in the pro=
gram are in areas where it might be expected to find some significant
incidence of undernutrition in the population, people with such
problems often do not take advantage of available health services

and programs and the number of such persons who are enrolled in a
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clinic probably is not high. Thus, the elinics will probably be
dealing with the highly motivated and best nourisbed members of the
target populations and preswnably the ones for whom benefits will be
most difficule to find,

3. Because data will be collected at several widely dispersed
sites, differences in local attitudes, motivation, resources, personnel,
and abilities can be cxpected to affect the quali y of data collected.
For example, some local clinic personnel may rescr the added work-
load of data collection and reporting while other: may be commited
from the start to prove that the program is succersful, These fac-
tors can have a definite effect on the validity o data and they are
very difficult to document and control.

&4, In any evaluation attempting to determiin. the effects of
food on & population it is necessary to know whet.evr or not the
food wus consumed and, if so, if this represented : change in con-
sumption pttterns. However, strict controls on t man food consump-
tion are not possible in other than research conditions, and no
accurate and reproducible method to determine past consumption has
been devised for use in large scale efforts such .3 this study.
Therefore determining whether or not the food was consumed by the
intended recipient is a difficult 4if not impossilble task in this
type of study.

In addition to these inherent problems, they made some general

comments concerning limitations of this specific evaluation plan,

L



——— w\1\:\\\\‘w\\\\\\mm\mu||||||||||" '
R

They expresscd considerable concern over the strong possibility
that a "falsc negalive' might occur. In other words, they f{ear
that if little or no mrasurable benelil can he shown, it might be
erronecusly concluded that there is no need fov n supplemental
Eeeding program or that nulritious [ood is not ilwportant during
pregnancy ant cavly childhood, They do no: bLelieve that this kind
of study could be a valid basis for eilbber of klnse conclusions.

" {he consyle

Although the proposal discusses "control dita,
tants emplasized that this in no way constitute: Ycontrols® in
the customary sense of clinic populations with rimilar characterisw
tics receiving essentially identical care but nct receiving the
supplemental foods, They noted that in some stu’ies limitations
resulting from lack of customary control groupﬂ'can be partially
overcome by obtaining sufficient description of local clinic
procedures and practices {in this case such thinrgs as attitudes
of personnel, type of treatments normally given, and extent
of nutritional counseling) to allow informed judrments to be made
about result s and outcomes., They do not believe, however, that
sufficient description is possible in this large scale studye
Thus, they noted that, even if measurable benefit is found in
this study, it will not be possible to isolate the supplemental

food as the cause for the improvement. They pointed out that if



benelit is showm, it would not be known whether suy one component
of the program--fond, nutrition educalion, outreach and paticnt
follow-up at health clinics, etcoe—-was more bemvficilal than others,
and thus whether it might be more effective to concentrate efforts
in one of these other arcas rather than on provigsion of foods.
Although they do not think that the data obiained will enable
evaluators to draw firm conclusions concerning tenefits and thus
continuation of the program, they belleve that ! . formation care-
fully collected might be useful, especially in ifuproving nutrition
services of the program. Thercfore, they made ¢ veral comments
regarding specific aspects of the proposed evalt ‘Lion and suggestions
which they believe might improve the usefulness of the information

that is obtained., These commeits and suggestiors are summarized

below,

Consultants! comments

The time allowed in the schedule for planning, training and
initiating the evaluation at the project level is very tight and,
in fact, appears extremely optimistic. More tiio is considered
advisable for proper execution of these phases of the ewvaluation.
However, if collection of data must be completed before the legism

lated termination of the program on June 30, 1975, extending the

time frame for early stages of the study will result in an

I
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offsetting reduction in the length of time cver which the supplemental
feeding can be followed. Any reduction in this longitudinal aspect

of the evaluation would impose further limits ov» the value of the
data.

Spueeestied altrrnntive

Scek an extension of the progrom as soon a: possible to allow
adequate time for implementation of initial phasce of the study and
to insure that feeding can be monitored for a mirimum of 11 months

as now planncd in the proposal.

Congsultants® comments

Although little measurable benefit is expecied to be Eound in
the total clinic population (as discussed in pav graph 2, p. 3J,
some benefit mighlt accrue to a subgioup of the jopulation which
is at some higher level of "nutritional risk"™ tl n the general
clinic population. It is possible that this ben:fit will not be
identified in this study for the followving reascns. (1) Participation
will not necessarily be limited to this subgrour (that is, a group
at some identifiable lewvel of nutritional risk}. The regulations
issued for the program require that a qualified nrofessional de-
termine that each individual admitted into the programis "at nutri-

tional risk." However, no national standard for determining nutri-

tional risk is prescribed, and, considering the lack of agreed

-

i
upon standards for nutrition evaluation (as dismmssedﬂp&ragraph 1, p.

3)
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it is possible that local deflinitions of nutritional risk may

vary grealbly. It is important to note, thevefore, that all those
determined "at nutritional visk" by local definitions will not
necessarily be sub~ or mal-nourished and many may not be deficient
in any of the parameters being measured by this study. (23} The
evaluation proposal does not indicale that any attempt will be made
to identify and analyze data on this subgroup separately.

If data on all parlicipants (thosc deficient aml those who ave not)
are analyzed topether, results will most likely chow little

"improvement' would not necessarily be shown in

bencfit since
thwose who were not deficient at the beginming, ¢ithough substan=
tial improvement might have occurred in the sulvwwup of the clinic

population that was deficient at envollment.

Suseested aliernabives

1o Establish standard criteria for deterwining nutritional
risk for the program at all project sites to insure that all pare
ticipants are at some recognizable level of nutritional wisko

2, Establish some standard criteria to identify those par—
ticipants who at enrollment are at "most scvere risk.'" To better
insure that any measurable benefit which might result {rom the
progran is identified, data for this group of purticipants should
then be analyzed separately as a subsample to determine what

benefits, if any, accrue.

0
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Consultanks

The sample cannot be considered “"representrs ive.! However, no
sample in a study of this kind could be truly vo - reventative. Thus
during the study the sample will have to bec moui vred to try to

determine Low '"monvepresentative'" it is.

The sample as described in the proposal is  >lieved to be
greatly overstated in all catepories. Berause i is probable that

the 50 percent attrition discussed in the propo- « will occur, an
adequate beginning sample size is extremely imp. tant. It is also
possible, considering this expected cttrition ro ¢, that meaningful
data will not be obtained from some of the smal’ - project sites.
For women especially, the sample size appe. sverly optimistic
because experience shows that a very small perc: :age of women enroll
at health clinics prior to the 16th week of pro; ancy. 1t does not
seemn probable, therefore, that 1,000 women will = enrolled in the
"control" group at 12~16 weeks of pregnancy or {at 8,000 women
less than 16 weeks pregnant will be enrolled Jat r, Also, wonen
/who do enroll that early in pregnancy may be noi -epresentative of
the total population in one of two ways: (1)} av unusually high
number may have other health problems which ncoer jsitate clinic
attendance and thus their overall health status .1y be worse than
that of the gemeral clinic population, and (2} ¢1 unusually high
number may have more motivation and more knowled .o of the benefits
of good diet and preventive health care and thus their general
health sﬁatusy without the addition of supplenental foods, may be

1
1
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better than that of the general elinie populatica, and in some
cascs they may not be din need of supplemental [i:ids.

Precision estimataes discussed in the protocol will not be
accurate if the total sample size is greatly ovierestimated, or if
the term and hecalth condition distributions of the sample are not
representative of the target populations.

ot

Sugeested alb:r

le Accept pregnant women into tﬁe study p/ ot the 16th week
of pregnancy, in both the 'control' group and t'. group enrolled
in later months.

2, Increase the number of projects to get larger sample.
Howevey, this may not be an acceptable altevnati ro unless quality
control is substantially increased as discussed -n page 11,

3. Develop prougrams to decrease the antici ated 50 percent
agttrition rate.

4o Measure one cross-—sectional sample scve.al times rather
than measuring different samples each time as is now proposed.
More sensitive data could be obtained from both Jietary studies
and biochemical determinations if this approach wore used,
CONIROL DATY,

Consultants' comments

As discussed earlier there is no provision Tor control groups
in this study and this limits the types of conclisions that can be
drawn from the study. Although the use of cross~sectional data as

described in the proposal is logical, the lack uf sufficient

S



description of local cliniec procedures and prac ces will further
Timit conclusions.

There is aloo a possibility Chat problems will arise in colloce
tion of baseline data. Decause the sample size oy be overslated,
the number of perseons on which baseline data i ;wvailable may not
in actuality be sulficient to provide adeguate @ ascline data.

Also, the study is designed in such a way that he evaluator will
not receive data until well into the 2nd montl 7 evaluation.

Thy it will not be known if major problems im . 1ta collection are

occurring until this time. If ma’or probleums  ~ist and are not
corrected much eavlier the major portion of t' . icline data could

be invalidated, since the great majority of pus.icipants are expected
to be enrolled during the first 2 months of op: ation.

Sugperted altrrnative

Have the first month's data reported daily woekly to the
evaluator so that any problems found in data cu’lection and summari-
zation can be detected and corrected prompily.

TRATNTNG AND QUALITY CONTROL

Consultants® commenrs

The initial training as described in the proposal appears ade-
quate. However, for proper training in such a research study care
must. be taken to insuve that in all cases the person who will
actually be doing the measuremecnts or taking tlie data is the one
trained by the evaluator's team. Provision must also be made to
train new people as they are brought into the program. 1If these
procedures are not followed, the validity of the data will be highly

questionable.

u"'lmw“(w



This training, however, will not be suffisfent to jusure stan=-

darized weasurements. Unless so.e systematic othod of guality con-
trol is dinstituted--including on-site wvisite |  representatives

of the evaluator--all data collected will be « - tLionable. Also,
there is no provision in th@‘proposal for att pling to standardize
meanures taken at hospitals. This data is pa-iicularly significant
because it is the basic data being collected ¢ outcome of pregnancy.

Becouse of lack of any dircct training or controls over collec—
tion, the data to be obtained frou the other p.ojects to be operated
(not in full medical evaluation) will be of little or ne value for
evaluation purposcs.

The quality control procedures outlined { ' the laboratory
tests appear adequate, but sometimes are very difficult to imple-
ment and therefore should be monitored closely.

Sugpested altrrnatives

1. Institute some procedures for quality control at the clinic sites,

sucii as having some measurements taken twice, cither by the same person

or by a different person.

24 Institute a system of frequent on-sit¢ monitoring. This could

be done by the evaluator's personnel, by USDA personnel trained by the
evaluator, or by some other organization under wcubcontract.

3. 1f the total quality control efforlL can hot be increased,

increase controls on a few ol the larger projects, thereby increasing

JA
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the probability that reasumably accurate datn (11 bLe obtained
from them, This way be an avcepbable alternative cven though it
will vesult in a swniler sanples

MEASHREMITN AND TES S TRISCTTLED

The anthvopometric and biochemical measure preseribed are
gencrally adcquate, although Lhere ave addition | tests such as
urinary protein determinations which in some «! cumstances might
be valuable., However, the mumerical determinat "ous will be of

little significance unless accompanicd by some 1 ro descriptive

health assessment. (Is a 25 pound weight gain oprepnancy
too much, too little, or adequate? Is it compo: o of fat, fluid

or fetal maternal tissuc?) Also, the proposal ¢ ates that
mortality and morbidity data will be recovrded wh never possible. 1t
would appear impossible to determince the medica! and health benew
fits of the supplenents, especially on the women

. in the absence

of such data for

. patients,
The proposal is not precise about what ini. wmation will be colw-
lected on infants born to program mothers, but i~ appears that the

only information to be obtainced from the hospits s is birthweight.

not significant. For example, one would not knu: if a child were
obese, undernourished, "small for date' or premalure, or even if it
were healthy if only birthweight is obtained,

Some more specific potential problems which may be encountercd

in collecting the data prescribed include:

/4
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1. Vitomin A determinations arce being done on only a swall
sample of adults in one arca of the country (Southwest). There
are apparently twe reasons for this: {(a) venous blood is nccessary
to do such determinations and venous blood is being taken only from
adults, and (L) resulis of the Ten-State Nutrilion Survey indicate

that deficient Vitamin A levels are more often {wund in the Southw

weste. It must be noted that even in the most unlernourished

populations Vitamin A has only been found to be leficient in
children an futhermore the results of the Ten~S.ate Nutrition
Survey are not universally accepted and perhaps <hould not be a
basis for limiting this study. It is extremely doubtful that Vita-
min A determinations on a small, localized samp!: of adults will
provide useable data for this study.

2. There is serious doubt that accurate serum iron and transe
ferrin levels can be obtaiped from finger or hev! stick determinage
tions., The experience of the consultants is tha. most Pblood from
finger or heel stick determinations has at least a tmall degree
of hemolysis (which results from such things as ¢ ueczing or
"milking" the area from which blood is being takcnl}. This hemolysis
invalidates tho determinations.

3. The measure of head circumference by itvelf is no indicalicn
of the program's effect on mental development. Turthermore, even
under strictest procedures standardized measures are virtually

impossible to achieve.

il
Ve



cd alirrngbives

1. Add to information collectod some lanpinpe describing the
gencral health status of participants.

2. Tupliment a system by which more detai:od lospital records
for each noewborn could be obtained (al least v th the major hospi-
tals wh c¢h will be serving the program partici), ats), and insure
that information on the neonatal health status ° each infant is
obtained. (1t is secognized thal standardizin, casures from
various hospitals will be difficult.} Alsc, + -t information on
previous reproductive history of wowmen should I obtrained; it is
basic in interpreting the results of the pregrnn .y under study,

3. Considering the high costs of performi ; Vitamin A deter-
minations and the little likelihood of obtaiuin  uable data, it
may be desirable to drop this measure (as now p° .ned) from the
study. However, there might be great wvalue in .ing Vitamin A
deterninations on children. Although there is - rognizable risk
in drawing vencus blood from infants, there is :» wedical reason
why venous blood could not be drawn from childy. « 2 years of age
or older (and more than twice from women), The. fore, drawing
veuous Dblood from ciildren for this purpose mipi . be considered.

It is recognized, however, that taking venous L!)od may be objectionable
to participants and might, therefore, contribut. to a higher
attrition rate.

4, Prescribe strict procedures (and good <usntrols) for

drawing finger and heel stick blood to prevent ! .molysis which

1"



wouldiinvalidate meanures of serun iron aud tre 0 orine
5. Exclude the measure of head civeunmfore o from the study.

[’""iu

b 1e should be pointed out that because both the « mibrr of severly
subnourinhed persons and the degree of subnutir? on which can be
expected to cxist in health clinic populations & small, the amount
of change which might be cupected is also swalt and therefore both
identification of those individuals wost din w ' and accurate

and precise measurcments of individuals and gre¢ ps are of critical

importance.

DITTARY STUDIES

D
.................... v

Consnitants' commonts

It is of major importance in measuring the « .ects of the supple=-
mental foods to determine if the supplemenis we o consumcd and, if
so, 1f this represented a change in the particirants' consumption
patterns. (A strong possibility in proprams of this kind is that
food supplementation may not change or improve nutritional status
since these foods may displace those ordinarily eaten. Thus overall
consumption may slay Lhe same.)

Dictary recalls such «s described in the p.ooposal are very diffi-
cult to interpret, even when administered under the best conditions.
For example, there is often a tendency on the pirt of participants
to say what they think is expected of them (ec.p., if they are given
mille they'll often say they drank it whether thcy did or not). The
attitudes of those taking the recalls (e.g., if they consider the recall

an added burden they do not want, or conversely if they are strongly

/6
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committed to the program and proving ils succe ') can also bias rerults, as
can the cmvivorment in which reealls are tale .. Recalls for

chiildren are frequently questionable sinern the wother (or

pevson  accowpanying the child to the cliniec? uny not have

prepared all the child's food and way not, in veality, bo

ceytain of what was consumed,

It is recognized, however, that, in the « . 'ext of the study as planned,

T

some form of dietary recall is probably the v feasible method to
use to determine consunplion patterns of par’ cipants. However,

in addition to the items discussed above, tl. udies as proposcd
present other problems.

Although the 3-day training seminar for ose taking dietary
recalls is & necessary step, as with all othi | casures to be taken,
some on~site gquality contrel procedures munt o instituted to allow
the factors discussed previously to be contr "lud as wmuch as
possible. (Although it is recognized that t. incd personnel are
necessary to administer the food recalls, il roould be noted that
if dietary studies are done only at sites whi e qualified nutri-
tionists are on board, interpretations of rvrults may be difificult
since "improved diet" might be attributable .. the nutrition
education given as well as provision « © the food.)

The sample is wery small and it appears (hat the proposal
intends that dietary studies will not be tal. . on the same sample
each time; the reason for this is not cleesr. The proposal also

does not state whether or not the contraclor has available an

oporating coding system (converting recipies to nutrients, ete.).

}7
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Genecrally spralking, the dietary studier vill be extremely
expensive relative to the expected benelits to the evaluatiwn,

under the proceduces describoed in Lhe propoe !,

Supgeoasted aliornatives

L. The contractor intends, according (o the proposal, to
inclode in the dietary studies some form <! f.ood froquency study
in combination with a 24~hour recall, It iy ossible that placing
the emphasis on the "[ood [requency'" studic: nd substantially
increasis; sample size may increase the reliar Llily of data -
although the precision of the date would be 1 liced.

2 Ag with the other measures taken, 1 ¢ sensitive data

s

could be obtained if one sample wire followed instead of taking a

different cross-sectional sample each time (1 gardless of what

is done).
3. It would be very valuable to have properly trained and

oriented pecople adwinister the recalls. Thi could be done either
by the contractor's stalf

directly/or by local employces trained and j id ithrough USDA

or the contractor. If this is not possible 't mirht be valuable
to have members of the contractor's staff ad nister the recalls

directly for a subsample of patients at each ulinic.



FOOD SUTTTEMENES

Consnltants® o wienhs

Alehoupgh the repulations state that iron w11l be provided to
both children (more than 100 percent RDAY and comen (60 percent to
more than 100 percoent RDAY, there is sowme quii jon as to whether
thig percentage of RDA for pregnant women ig j.oovided in even the
maxcimum amounts of supplements allowed in the program. Also,
the almost total ruliance on cows milk to sup ‘vment the dicts of
people who arve predominantly non-white is Lop: 1o encounter very
significant rejection, either because of real atolerance to the
lactose in milk, or because of firmly entrenc'  eating habits.

As discussed earlicv, it is expected the' participants will
have varying degrees of "mutritiormal risk' a.n’ therefore varying
needs in terms of amount of supplementation v rnired. It is ques-

tionable whether

gomeone who is severely malnourished, especic'ly in the limited time
periods available. Furthermore, if the propn 2d supplemcnts were
passed out unselectively and then actually coisumed as supplements
in the moximum amounts allowed (not displacin, an equivalent num-

ber of calories), the supplements are almost ~~rtain to be unnecessary
for, and may well result in marked obesity in. at least a portion of the

participants, 1t should also be noted that t'.: study is not designed

to allow any conclusions on the adequacy of tic food package itself,
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alternat fven

1.  Provide soume high protein foods as ¢ substitute for milk.
2. Include additional foods Liiph din ifvon in allowed

supploments |
3. Insure Lhat in the analysis obesity '« vecognized as a

prehlem,

OTHER COMMETTS AND SUGCKSTH

I. The charges for individual laborator terminalions
seewed to be high, although an evalvation of L' - type con reason-

ably be exprcted to cost $800,000 to 81 millie . lHowaver, the
necessity of equiping a laboratory to handle y foads which will
occur only periodically is questionable. Util{ ilon of some
existing laboratory under subcontract might hav- been more economical.

2. Pecause many of the conclusions reacl o will be based on
the health status of pregnant and lactating woeiun it is advisable
that an obstetrician be directly involved in i : c¢valuation at all
stages to insure that all necessary dalta is c¢o’icoood and proper
analyses are made.

3. The evaluator has a moral responsibility to adwvise local
clinics of the results of tests perlormed. Furihermore, the prompt
receipt of complete information on the status ¢l patients may provide
incentive to local clinic personnel to cooperale in a project which
may in some cases be viewed mainly in terws of increased reporting
requirements and additional interfercnce from State and Federal

governnenls.
]
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o Althouply in dte dral’l o reviacd o

rocopnised the necessitly to oblain Lthe 100 ur
participants included in Lhe ovoination, it
USDA and the evaluator Le awnre ol proposcd
the protection of pregnant women and ehildr

Alsu, consent forms st be careio®
unnecessarily Frighiening potential partioi
be taken to insure that potential particip:
coerced into signing the forms.

Je Because a high atitrition rate con
study nf the hesalth status of dropouts oml.
for dropping ocut should be made to detevmin
these factors have on analyzed data and cor

6.  Although the legislative history

uation should determine the program's coffor

study to make such a determination.

It should be noted that the proposal i:
tions concerning operations at local clinice

staffs, frequency of attendance at clinics. etc.). Until it is i

R

~utations USHA has
b consent wf propram

5 oensential that both

conatlations involving

¢ wovded to avoid
. Steps should

toare not in any way

axpecled, some |
i possible, the rezsons
vhat efifecl, if any, |
10N .,
jeotes that the eval-

v on mental development

Lased on many assump-

(capabilities of

known whether or not these assumptions are vorrvect, the feasi~

bility of the study as proposed, cannot fully be determined.

Also, because the questions to be asked of the data and thus the
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analyces to be nade have not been delincated, L can not be
determined whethier or not all wecessarvy research questions will

in Favt be addressed in the study.
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