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'\ COMPTROLLER GENERAL OF THE UNITED STATES
| WASHINGTON. DG 20%8

13-176994

To the Speaker of the House of Representatives
ard the President pro tempore of the Senate

This is our report on ¢bservations on evaluation of the
Speci=l Supplemental Food Program administered by the Food
and Nutrition Service, Department of Agriculture. We issued
a previous report on this program on September 28, 1973
(13-176934), :

This report is required by section 17{e} of the Child
Nutrition Act of 1966, as amended (42 U. S, C. 1786(e)). We

are sending copics of this report to the Director, Office of
Management and Budget, and to the Secreotary of Agriculture,

T [ st

t voeptraller General
ob the Imited States
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¢ JHE REVIEW WAS MADE

The Child hutrition Act of 1956,
as amended, authorizes a Special
Supplemental Food Program for
women, infants, and children .
through fiscal year 1975 and
requiras ¢ o Secrctary of Agri-
culture and t.2 Comptroller
Generel to provide the Congre.:
with preliminary and final
evaluation reports on the pro-
gram,

This is GAQ's second report; its
first was sent to the Congress
on September 28, 1973. The
final reperts, which are to con-
t2in recommendations un the
program's continuation, are to
be submitted by March 30, 1975.

To assist in its work, GAQ hired
consultants with expertise in
nutrition, biochemistry, pedi-
atrics, obstetrics, and biosta-
tistics. The consultants®
opinions are included in the
cpinions GAQ expresses through-
ot the renort,

31
B S R At -~
SVOS AND CCRCIUSICNS I

The pregranm provides cash grants
to tha Szates to provide supple-
~ental focds throuth health
clinics to pregnar ¢ or lactating
worcn and *o imanis and chiidren
;0 to 4 sears of age deternined
by competent professionals to ve
nutritional risks because cof
inadeguate n triticn and income,

ot Gtept

A Oipney sen g e repoet
Uotde st g e e ted  erann ¥

Bioi bduoli, Loyl A VNJU%BLE

OBSERYATIGNS ON CVALUATION OF
THE SPECIAL SUPPLEMENTAL FQQD
PROGPAM

Food end Nutsition Service
Departnent of Agriculture

As of October 29, 1974, there

were 254 approved projects.
These projecss iteve approved
caselozds totaling about 440,000
women, infants, and children.
{See p. 6.)

The progran 1s mandged by the

| Food and Huirition Serrice, O '=

NDeparurent of Agriculture. de

Deaicn wnd implementation of
pro-van evaluatiens

Evaluations of the progrem 2re
to determine (1) the medical
tenafits of the nutritional
assistance provided, including
any tenefits in combating and
abating any mental as well as
physical damage that might vther-
wise be caused to infants due to
mainutrition, and (2) the cost
efficiency of varicus methods of
drctributing the foods. (See

p. 1.)

Under a contract with the School
of Publir Health o¢f the Univer-
sity of Ncrth Carolina at Chapel
Hiil, taig Teocd and hutrition
Sarvic: has a detaiied medical
evaluation underway at 19 proiects.

~7

-7
w2

Jata collection began in Februdry
1974 and will continue through
June 1475, Acctording to the cur-
rent schedule, the university's
final report is due to the Ser-
vice on October 1, 197%, (See

p. 8.}
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they document the degree ot data
reliability,

r.ccordingly, GAG believes that the

Service and the university will
not be obie Lo prove that fhe cata
is reliable. (See pp. 17 to 29.)

Because a large part of the cata
needed for the medical evaluvation
nat already been collected under
circumstances wihich raise serious

doubts about the data's reliebiiity,
corrective action to iwprove quality

control anc insure the reliability
of future da.a weuld not improve
the validity ant usetuiness ¢f the
conclusions that might be drawn

from the evaluat ca. (See p. 30.)

e epspeaey s Py
SEOMMENIATIOLS
Lol gns Than

This repar® does not contain any
recortiendations to the Department.

NI cw 8 Mt gase
AGELCY ACT7008 AND
ses
208

UWRLUCLVED QSSL

The Department outlined the steps
the Service and the university had
taken to deal with the inherent
problems faced in all human sutri-
tion evaluations (see pp. 13, 14,
and 15}, and the action taken to
try to insure that reliable cata
is collected (sec pp. 2C, 23, 24,
27, and 23).

GAQ believes that, with the steps
taken to deal w.th the inherent
problens, a usefuil evaluation
could have been macde if reliable
data were collected. However,
GAD believes that the action
taken by the Service and the
university to insure data
reliability is not sufficient,
ane that further action would
ot be beneficial in irgcoving
the evaluation. )

Tear Sheet
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Lecause tre reuto sl dru T
disti . utacn evdiac-iions are oot
scheduled to Lo co o oeled G o

June 30, 1375, wher “re¢ procias
15 dur 0 expive, the (onaress
will net rave the freal coalla
Cion resulic per conide e
vhether to cohtinle the orograi.

Lonciusons which wi bt redsena-
biy Le drasn from w2 nedical
evaluation, howzver, probably
will he of questionable use 1n
deternining and cvaluating the
benetits of the nutritiona
assistance grovided, as reqguired
by the act,

Considering the guesticneble
credibility and usefulness et the
evaiuation and the savings which
may still be tossibile throush
termingtlirg the contract, tne
Congress ~ay wisnh teo advise the
flecretary whether it wents the
evadiuation to be corntinued..

G td e sor ress o wish G
predicate contiruation oy the-
woorys on Sece modical on-
dervo 5 tenefits o roliprents,
fartnep stuly wolld Le needed.
wiy could rot e
cer . Proweor, teforg
preszent ratntrity ¢ the [ oo-
qras expires.

“uch a
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If the Congress decides tc order a
fur cher evaluation of the nedical
nenefits nf the oreqram, greater
safeqguarcs need to be taken to
insure that the metnocoloyy and
timeframe for any such evaluation
will be adequate to achieve
retiable results.

The Congress may wish to censider
assigning respensibility for any
such evaluation to the Department
of Health, Education, and wWelfare,
the agency primarily respcnsible
for research related to meternal
and <hild health. {See p. 32.)
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INTROBUHCTION

Eaoe b US98 teh Stat, 7240, approved September 20,
D02, citabiianed seeton 17 of the Chinba arimtion Aet of 1966 {12
fLne . P70 which authorizes the Speetai Stupplemtedatal Foowd Pro
st s preprien provide s oo et Lo State = T provide
suppleme sial toods tnvougn noalth limion’ o pooepnant or L tatinge
womern and to infants sad chitldr anoup o o vears of age determined by
compe . ont professionals to be nutriti nal risks because of inadequate
nutrition and income.  The Food and Nutritica service (FNS),
Bepariment of Agricultue, administers the program.
* stubpect to appeoval by the Stote agency and FNS, health clinics
select the mothods for dictributing foods to participants. The pri-
marvy nethods betiny wsed e provading voucners redeemable at retail
stores andd Jdistributing foods gt the clinics.

Vooorvdim to the st State and local agencies which

opetate tnd program are to maigtain adeguate medical records on

prograin acticipa fs to enabrg@the Yecretiry of Agriculture to
determine ond evaluate ine twm,fxgb of the nutritional assistance
provided. Aecording to the.corférence x‘vport3 on the authorizing

oo tation, the confoerees espedted thac enouph data would be obtained
to medicndlv identifv and defifle..@}c benefits that would be provided
thrawrn th - program in comhatifg ana abating any phyvsical and
meatal oo e thiat otherwise might be caused to infaats due to
matnutertren. The programts legislative history dlso indicates that
i oy et of the cont efficiency of the various methods of disg-

U oot s e state e Ith departiment or comparable

.

Tt et n beth e, Dhuaag o sronp recosnized by the Depart-
ment L e Interior s stk anpropriate 1rea office of the Indian

i
Health Servi e of the Dopartment of Health, Ldueation, and Weifare

(HEW),

A

Chic e st se ope rated Byoa stale o pohitteal subdivisiong by a
Grivate eoaprott orgs e ation; by oan Indian tribe, band, or group
Tecosmee i by the Bopartaiont of fne intertor; or by the Indian tlealth

BEST Dluointing AvAiLA
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tr'buting the supplemental foods should be made.

According to the act, the Secretary and the Comptroller
General of the United States are ¢ quired to submit to th » Congreas
preliminary and final evaluation . ports on the program. The final
evaluation reports, -ontaining recommeadations on the program's
contipuation, are to be _ubmitted by March 30, 1975.'

PARTICIPATION REQUIREMEN 'S

To be eligible for the program, pregrant orll.tctating wonen,
~afants, and children must:

- -Reside within the geographic orea served by a project,
{A project is 2 clinie or a group of clinics at which the
vrogram 1s being operated. )

-- Be elipible for services at less than the full cost
customariiy charged by the clinic, Income criteria for
the program are not required unless a project customua.ily

“applies them,

- -13e determined by a competent professional on the clinic's
<taff to need the supplemental foods, Uniform criteria for
determining an individual's need {or supplemental foods
nave not been established.

I'NS instructions state that the eligibility eriteria must also be
appited to all infants born to methers who participate 1in the program;
~v -k ‘nfants are not automatically eligible. Also, participants are not
reguiced 1o take part in the medical evaluation.. Each individual, or
cuiardien in the cage of a2 minor, must give signed informed consent
to participate in the meaical evaluation,

Fe obs PROVIDED

The act defines "supplementa. foods™ as those [oods containing
nutrients known to e lacking in the diets of populations at nutritinnal
riss o1d, in particular, those foods and fooa products containing high

Tas enacted in Sept. 1972, the act required the final evaluation
vonorts to be cubmitted by Mar, 30, 12074, Public Law 33 130 (87
St H50Y, approved Nov, 7, 1873, advanced the date to Mar. 30,
1475,

Biol buceintenl AvalLAELE
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quality protlcin, iron, calecium, vitamin A, and vitanin C. Also
inclua

d are commercially formulat :4 food producis designed speci-
Ncally tor infante,

Program re,, ations define the types and imaxinum quantities
of fomds which can be distributed. They include milk and formulag,
v, Coreals (Thaited to those which me- o FNS requivements for
ot e ateat), and cdees. Substhitatr As mnv be oy ed, sucnas

v for otk o drred cpgs for fresh o pgs,
that 1 -5 toods ean sappiy subatanbial rercentases of the Lational
Acadremy of Sciences!' recemmended dietary allcw ances for prote:n,
calcrum, 1tor. vitamins A and C, and calories,

The reen’ Gions stale

1'7IS requires thet food from all these food groups? ne avadabl-
te the varticipants. FNS officials told us, however, tiut the profess-
ion»h t each project, on the basis of an in-“ividual's nutsitional
necds, can determine whether or not each individual should receive
the entire food package cr parvi of it.

PROGRAM FUNDING

A uriginetly authorized, the program was to be carried out
curine iscal vears 1973 and 1974 at a funding level of 329 million a
vear. Program expenditures for Qiscal year 1973 tetaled $349, 000,
Ao dort iss
s el

vader! issued in August 1973 required that the remaining
vear 1673 funds be carried over and be commitied to the pro-
veatd an fiseal year 1874,

Public T.aw 93-1580, approv-d Novemher 7,
1974, extended the program theough fiscal vear 1975 .ind made 342
ntth v available for that reav,

Cublic TLaw 93-326 (88 Stat. 296), approved June 70, 1674,
< e authorization for fisecal vear 1975 to 100 million. A
Coourt oz :‘? reguired that wiil une pent fiseal vear 1074
oo over aned ondigated during fiscal vear 1975 and thae
ttyy eiilion authorize d for fiseal vear 1975 aluo e obligate.d,

CRICLIOUS GAO REPORT

Vo orelirminars report dated Septenber 28, 1073 (85-176304),
A R B !

yrouress an ipde gentin, the mrosrra and voone

Hy g aom

ve Butz, DL DL O, Cretl Actinr 216- 73, Aug. 3, 107R,
5 \ .
Ty ot o, D b U, vy A cbron 128007, T e b, 10T,

- . . .] vl L
Bt@h Vww g.;‘enal.n\ﬁﬂ ﬁanUaﬁLt



nroblems we telieved would be encnuntered in the medical evaluaticn

of the program as then planned, The ma :r concerns reported were

that, because f delavs in gtarting the program, insufiicien? cperating

e wouly rematn in which to conduct a valid medical evaluation #nd
.. . w wwe ol the program’s effects on infants' mental deve Iop-
~nt would be possible in the type of ev . luation planned by FNS

}'. ti.e 1 aw 43-1350 extended the program for 1 vear, prondmg

+ -hitjonal operating time. Plans for meaguring infants}' mental
cclopment were not changed.

In carrving sut our responsibilily for evaluating the program,
.ooLave mantained continuous communication with FXNS officials
responsible for administering and evaluating the program. To assist
us in our work, we hired four consultants with expertise in nutrition,
fiochemustry, pediatrics, obstetrics, and bisstatistics. (See app. L)
Vo discussed with them FliS's evaluation of the program and informed
SNS of potentia: problem areas they noted. Our consultants' opinions
«re ndciuded in opinions w2 expresgs throughout this report.

BEST DOCUMENT AVAILABLE
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CHAPTER

——

PROGRESS OF PEOGRAM IMPUEMENTATICN

Vrore o aanbe 08T when the program was authorized, until

carly Muarch 1944, e Department of Aricultere planned the program
and negotiated vith HEW reparding the feasibility of HEW?®s admini-
aterug the program, On March 6, 1973, afrter HEW declined to
administer the prograin, FNS estatlished a tark force to plan program
operation and evatuation. Among other tlanps, the task force wrote
program rvegulations that became efifective July 13, 1973,

In June 1973 a suit! was brought on behalf of certain pro-
spective program beneficiaries asking that the Sccretary and other
Agriculture officidls be enjoined from further delaying the program
and from refusing to spend the total $§40 million auvthorized for the
program. The court order issued c.n August 3, 1973 (see p. 3),
required the Secretary o process and approse appiications which
qualified for funding until $4C million wag expended 2r until June 30,
1973, whicnever occurred first,

PROJECT SF1ECTION AND IMFLEMENTATION

F'NS began receiving project apudcations in August 1973, Pro-
gram regulations required that applications include information on the
poverty level of the area served, the incidence of nutritional risk,
the method of food distribution, and the project's capabilities ta
collect the required medical data. NS officials told us that this
information was necessary for selecting projects and that, because
most of the applicatious coatained ingufficien! information on these
matters, they -pent considerable tim< odtaining the necessary wfor-

meition.

L g ncoved the ftest project o~ August 29, 12730 On
September o4, 1973, 12 additional prejects were approved, In
Novembder po v ffs in the June 1973 suit filed a mution to cite the
Seoretary andg her officials in contempt of the August 1973 court
sruer tecause FNS had only committed about §5. 2 million to operation
~the arogram, On December 3, 1973, the court issued an order

e . b3 i et e e

-

fateom L Be . IR0, Contl Actton 1210-73.

"
Sl s, ey, B00.C, Gl Actton 1210073, Dee. 3, 1973,

BEST DQE&EMENT AVAILABLE
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which, aithouph making no contempt <ittion, required that the full
$40 million be committed to the program on or before December-31,
1373. On the same day, FXS approved 143 projects, and on
December 28, 1973, it approved 33 projects, for a total of 216 pro-
jeets {one of ' se projects 18 now recogmzed by I'NS as being two
separate projectsh

The 217 projects repr?sentéd a commitment of about 838 2 - - -
miliicn for operation of the program at the State a- 1 jocal levels in
fiscal vear 1874, FNS get agide the remainder of the $40 million {or
progrum evaluation.

Manv of the prajects which had been granied funds for January
to June 1974 did not begin operation until after January. (‘on-:equent-
v NS reduced the funds available to these prolects b 1 month's
estimated tudget and recommitted these funds on March 8, 1874,
by approving 39 additional projects. 'n addition, 14 mare projects
were approved (11 on Aug. 16, 1974, und 3 on Qct, 8, 1874) bringing
the total number of approved projects to 270, However, 9 projects
have withdrawn from the program and 7 ha.e combined with other .
protects, ilvaving a total as of October 23, 1874, of 254 appre red
prowects.  Phese projects have approved caseloadis totanng about
L4000, 600 women, mnfants, and children, FNS estimated tnat about
2o, Y0 participants were enrolled 1n the program i the 240 progesis
ve, s ration as of June 30, 1974,

Total number Total end-of-

of projects manth participation

ERA operating Women intants Children  Total

T 24 300 07 102 708

eb. 87 2,6.2 3,335 5,435 11,382
Mar. i22 7,687 11,577 18,428 37,693
Apr. 178 15, 854 25,383 46,17 87, 455
May 226 {a)
June 240 . 2}
July 240 (a}
Aug. o33 (a}
Sept. 240 {a)
3t 241 {2}

As of Oty 30, 1974, participation figures for these months
were not available., As of that gals, FNS esiimated that
208,300 women, infants, and cniodren had been <arolted by
7..;.# 30, 1074,

- . ™
o Aug. TATE same protects cotnnined, reuwslling 19 a net
Secrease 1n the number of prajects in operatinn,

BEST DOCJIMENT AVAILABLE
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EXPENDITURES FOR PROJECT OPERATIONS

Fstimated expenditures for project operaticns in fisca! vear
1874 totaled $12.2 million, far short f the $38 miilion which FNS
nad committed for this purpose, FNS officials told us * .~. many
projects began operating later Uian anticipated and that the number of
participants enrolled in many projects did not reach the number on
which the projects' budge.s were based. |

The $12.2 million spent in.fiscal vear 1974 for projuct opera-
tions consisted of 89.9 million for foods provided to participants,
$1.1 nmullion for administrative costs (limited to 10 percent of feod
costs plus administrative costs), and $1.2 million for clinic evalu-
ation costs {coits projects incurred to supply data for the medieal
evaluation and to determine the madical needs of persons for tie
supplemental foods).

The 254 approved projects have been funded through .lune 1’0,
1875, I'NsS officials told us that all of the $100 million made avail-
able for fiscal vear 1275 and about §19 million of the funds anticipated
to be carried over from fiscal vear 1974 have beer committed, In
announcing the additional projects ol October 8, 1974, NS noted
that, when 1t determined the actual amount of the fiscal vear 1974
funds to Le carried over, 1t would consider funding additional pro-
wels or increasing caseloads or geographical boundaries of projects
already approved.

HE

A fiveal vear 16974 esvpenditures are estimates provided by FNS
on Oet, 30, 1974,

-4

wd
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CHAPTER 3

DESIGN AND IMPLEMENTATION
QF PROGRAM EVALUATIONS

To meet the stalutory requirement to determine and cviluate
the medical benefits of the nulritional assistance provided to
program participants, FNS has underway a detailed medical evalua-
tion. This evaluation is being made at 19 projects under a contract
«ith the Department of Nuirition, School of Public Health, University
of North Carolina at Chapel Hill.

Also, as calied for in the program's legisiative history, FNS,
throue 1 an agreement with the Technical Analvsis Division, National
Rurea! of Standards (NBS), Department of Commerce, is evaluating
the of ictency and effectiveness -’ ious food distribution methods
used 4 the program,

SIEDICAT, EVAL UA TION

NS contracted with the university on Novenber 28, 1973, tao
Coase the noeentcal eval ton. The current estimated cost under the
sost-rermbursatlie contract ts $1.7 mullion. Since FNS and the
ddversityoare st negotiating same cost elements, this cost mav
o FNS plans to cnaree all eon'ract costs to fiscal vear 1974

Va0 e alation is aesiened, baseiine data is beingeg collectod
ot oo pants when ey enrollan the program cad prior to
e ot 0 U supplemental tovdes This baseline data will be the
CONLLD Lt o tne e valu o cepresentin the health <tatus
Sle Program pepdiation prior W participation. Women, depending
tace pregnaney atl enrollment, are beiag reovamined at a
ture e todiowup visits scehedaled 3t speciflie slages of
ver oy A2 I 20 weeks, 35 10 40 veexs, and 4 o 8 weeks after

Soavesra Y Tante ans onren are ey reesamimned 5 and 11 months

.

mversits mten i ontain baseline data on ot feast
L DU Dreraant wo nten e each of the four stages of pregnancy and
R :

Slltamp tata on about 2, 00 wonien who, at the time oY delivery,

1

e v Ptae toads for at Teist 3 months, It also intends to
~eialn: tasehne fata on about 17, 800 mnfants and children and followup
iath onoaneut 25,700 infants and children who received the foods for
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& rmonths aneda about 16, 700 infants and hildren who received the.foolds

for 11 month<.

Parameters to he analvzed for each woman include clinical
measures o height, weight, and arxemia {(hemoglohin and hematoerit
values) and various bioecr- = real measures designed o determine
whether the participants - ceased-their consumption of tron, profein, .
vied Vitaemin N\ daring the ourse of program participation.  Infor-
mat1on on the outeome of pregnancy, sucth as the infant’'s birth weipght,
1~ also beirg coilected, Parameter s to be analvzed for infants and
chaldren inctude those for women, with the addition of head
circumference and the excluston of vitamin A,

The umversity is also collecting information it believes
v Necessary to properly interpret the clinical and biochemicail data.
Househotd dawa {such as family =ize, income, and participation in
other feeding programs), selected medical history information, and
dretary Jdata (o recall of everything eaten in the previous 24-hour
pertad and o dietary history of general eating habits) are being
callecteds Phe dietary data is being obtained for one-half of the
womnen and one-quarter of the infants and children being evaluated.

11 e ba-ie approach in the evaluation is a comparison of follow-
up data with paseline duta. Followup data on infants and children,
sabgrouped by age, will be compared with baseline data con infants
attd chitdren of comparable age.  For example, followup data collected
aneinlbdreen wha, at the age of 3, had participated in the program for
11 months would be compared with baseline data collected on chitdren
whao, ot the tine of enrollment, were 3 vears of age, to determine if
the incidence of deficiencies was lower in the {ormer group.

Similarly Dllowup data on women at four stages of pregnancy will be
compared U barelime lata on women at comparable stages of

cresnancs tood cermine differences in the parameters measured.
e concract does not indicate what anaivtieal questions are
o re answeredan the evaluation.

Vecordimg to the original schedule in the contract, the
Saversity was to train personnel at the evaluation projects in January
Pr7h v the projects were to begin collecting medical data in
Pebraoarv 19710 Data was to be collected through February 13735, and
¢ tved report o the evaluation was to be prepared by Mayv 1975,
Cooonthe atfter tne Alaron 30, 1975, reguired reporting date,
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However, training was delayed at most of the, ' projects.
Arcording to FNS and university officials, the delav. resulted pri-
marily from o lack of sufficient staff and equipment at the projeects
te perdo,s n the medicai evaluation and from delavs in completing
budgets for clinic evaluation costs. Training was conducted ot the
sites in 1- or 2-day sessions between January 23 and Mav 24, 1974,
The projects began operating at various times between February and
June 1274, |

The universiwy plans to carry on the evaluation for 13 months
at each project. Fer example, at those projects which began operat-
tons in June 1871, fnal data will be coilected at the end of June 18735,
Fhus, because of delavs in starting the evaluation, oli evaluation data
11l not have been ccilected for analysis until the end of June 19735,
Aceording to the current schedule, the university's final report (s due
to FNS on Octoher 1, 1975,

In its comments (see app. II}, the Departinent noted that it
-+ 1 the university worked as expeditionsly as possible *o implement
e medical evaluation, It noted the following obstacles wivich pre-
1 ided a more timely initiation of the evaiuation and which it noted
- ve out of the control of the Department and the universits,

At the time the prespective contracior was selected, e
program was not authorized for a period long enough 1o
allow a 1Z-month evaluation, the minimam period required
v the only prospective contractor 1 a position o carey
out the evaination.  Atter legisiation extendin: the prosram
was passed on November 7, 1973, negotiations resumed
and a contract was signed on Novembe., 28, 1a73,

--0n visits to project sites, untversiy personiel deter vined
hat project facilities were {ar from afeqguate tor obtarunge
tUie guality of data requireds The oo ren boasto
Jlow the university to procure neces-ary <tamidardis od
cgquipment for the project<,  Miaerence o State and
Federal proredures as soell s ite Suprente trom
~upphters caused <ome delavs i procarement of the
cauipment.

Delavs also resulted from pers mnsd <horlag. «o Soacae
protects had difficultv o recraiting per coane G cnlieet
redical evaluation data beo s oo airants rape e d

Pov the States g b ttae o8 oUie e v et el et

Vieninistrative praoblem s,
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EVALUATION OF FOOD DISTRIBUTION METHODS

On November 8, 1874, NS signed an agreement with NS to
cvaluate the efficiency, effectiveness, and total cost of various foed
distribution methods used in the program. W2 plan to mcritor this
evaluation as 1t is implemented.

According to the agreement, ¢ sample projects information
is to be obtained on the project characteristics, such as facilities
available and services offered; the churacteristics and views of
participants, former participanty, and nonparticipants; the degree
of satisfaction of State and project personnel with the foods and
the program; the total State and local program costs as well as
total food distribution costs; the extent of nutrition education and
outreach efferts; and the program’'s effect on participation in other
clinic services. 4

According to the current schedule, NBS is to submit a final
report on this evaluation to FXS by June 33, 1973,

ek
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CHAPTER 4

PRODLEMS INHERENT IN HUMAN NUTRITION EVAL UATIONS

“.ompte o determine and evaluate the benafits of nutritional
assistance to humans, such as that authorized by the act, are
necessariiv limited by certain inherent problems including
-the lack of universally acce;ited health and nutrition
standards,

--the lack of a precise determination of the nutrients required
to maintain or improve nutr'tional status,

--difficulties and limitations ir findiig and using control
: groups, and

--the lack of an adequate indicator of infants' mental
development,’

Although FNS and the university have taken steps te deal with
these problems, they cannot practicably be overcome and must be
recoramiced as precluding a conclusive determination of the program’s
¥

Loe-Tits, These problems, however, do not necessarily preclude
STE 1. o of a useful evaluation.

I A0 OF UNIVERSALLY ACCEPTED
FEAN . O AND NUTRITION STANDARDS

standards of what constitutes good health and adeguate nutri-
tonal status have not been precisely defined by niedical and other
~cremiie research. It is not definitely known. for example, how low
¢ Loagtobin value can be without affecting health or srewth and
velopnent. Similarly, the ideal growth rate for children, compati-
Lewith the longest useful and healthy life, has not been definitely
fzermined,  Because such standards have not been precisely defined,
1 cofe~sionals do not agree on the significance of various parameters
ferich e heaght and weight) in assessing overall health or nutri-
tional <tzius.  This lack of agreement will limit tne evaluation's
concla iens o the program's effects on the particular parameters -
“iolted The effects on overall health or nutritional status will not

HEREN S B AN §
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For example, a m-m»nt'stmlv" of the nutritional status of pre-
school ehildren in the nited States stated:
" to our knowledge there have been no definttive
efforts to developa svstem for 'reting' or 'scoring’ the
nutritional status of populations or of individuals, We
do not have available any saibstantice dawa which allow
t= to group dietarv, clinice! o binchemica] data
(weighed or enwerghed) to sieuify the degree of sub-
clinical malnutrition,  Certainly, the presence of two
or more ‘unacceptable’ biochemical indices in some
<epment of a pepulation does not nec essarily denote
<eveaty of malnutrition or even of a greater potential
for malnutrition to develop at some future time,

Also, HEW is conducting the Health and Nutrition xamination
Suarvey to measure the nutritional status of the U, S, pogulation and to
inonitor changes in this status over time. The Survey uses, among
athers, the same parazaeters being used in the medicsl evaluation,

A januars 1074 report 2 on the SUrvey stated:

“Not one of these measures is, in itself, sufficient to
characterize nutritionat status.  Theoretically, some
svnthesis {combination} of the several separate sightings
wound provide the pest measurement and, hopefully, a
method for such svathesis ultimately mone be developed.

A opresent, nowever, in the absence of a deflinitive method
of combining the <separate measures, iti. necessary to
present the findings separately trom each moethodology. ™

The Department {sec app. 1) told us that 1t shared our conecern
about the Lack of umversal health and nutrition standards. 1t <aid
that, although there were no universally socepted standards to
measure subtle autritional benefits, there were certam parameoeters
which were generally a-ed in nutrition <studies of this kind, It alzo

A

‘CGearege M. Owen, Kathryn Mo RKrvam, Phadlip L Garey, Tav Bl oowe,
ard AL Ttarold Lubin, A Study of Natriti nal Status of Oreschool
Cuildreen ia the United States, 1a60-1a70, " Supple ment to Pedratric -,

Bvansion, Nhanis, Apr, 1074, po 613, )

CPrchirunary Fiding s of the Dar-t Health and Natetion Esaminaton
Stiry e, Imited States, 197

F1-700 Daetary Intake and Brocaenieal
Panding ., 7 HEW, Lhan., 1974,

AT

S



\ LR S
RST Lt oimiant avnliALE

\

‘
v

sald that the parametees cho-en oo peccieene ided by its consultants
as those most Hkelv to be abnoraal vy Ge populadion heine studied
and most Hkely to be altere! Hhe 6ooe oooee onths of teeding ater-
vention.

By using the parametors vhioh are generally ased in evato-
ations of this tvpe, FNS and the univer sity have o e with the
problem to the extent possibie.

NUTRIFNTS REQUIRED VO NMAINFAIN OR IVIPROVE

NUTRITIONAL STATUS NOU PRLCISCEY DETERMINED

The tvpes or aquanlitie s of Aut vt lece s-ary to mantain oy
improve a given nutritional ~tatus oo aoc teen precisely Jetermned,
For example, the reconvuended aretors aliowancees published by the
National Academy of Science s are oty ctrmate s- -the best aovalable--
of the <hetary intakes necessary to keop Liealthy people in good health
Although the foods chosen provide a Sauh proportion of the dietary
allowances of nutrients specitnod m the Teg<lation, our consultonts
noted that the extent to which tins food corebination meets the dietary

needs of the targes poprlat ey 13 not e .

Therefore, conclusy e v odne ab cvabunation can address
vndv the effeets of the partic oo toe o nhmation and amounts made
avaiiable in thes prograri, I Ditthe e o benefit ve sults, detmitive
conclit-ions on the need for oo <opple entan fead proosrant coald not
Bhe mvde, boecatsc benefil g g o o s 7 e ey dfferent too s
or arount< of foods woula not beonow, Fuarther, tssocreting the
foods provided with the findi < aall be nrncualt bovanse of problems
in determmning whether othe factor- contrmbuto -4 to andings and

shether the foods were conanned, tsce opy 15 e 28,

The Departirent (see app. 1D cad ot toe L upploneniat fools
chosen for the program {seo pe 2Y pr v 0B proportion o tae
rocommende doonetars alboow e e o 0 ceitrient o para-galily protein
tren, calormy, et AL and vita e o peciitedoan te fegrslaton,
A< onedl s wibataator aarantitee 2o o, bacn, b
Thrvin, o rtevon o), 0o v e re s i o i aable
atld wrdely et d,

Fae Departoent al- v e T T N  TA) A LU SAPRNERS FIRRS F R
PIre e mnenl aviiongy Proedeasier e H R o enttn - oob nutrients
S SIS SN NIRRT 55 SAR S At S EH IPRTR e A AT LRI &
S T e B R T et R R e R T
I A N A A A A N . . R R T A & T T
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By « hoosing foods which supplv a high prodortion of the dietary
allowances of nutrients specitied in the legistation, ¥NS has dealt
with the »robdem to the extent nussibie. '

DIFFIZHLTIES AND LIMITA” IONS } -
IN FINDING AND USING CONTROL GROUPS

Af this evaluation was beir.s made under ideal resecarch lahora-

tory conditions, control daia would be collected on groups with
setitlar health and ‘wry characteristics whose food intake would be
continuvusiv mon ed and who would receive essentially ideatical
care without the wappremental foods.  Any changes in the two groups
could then be compared, and anv differences could be attributed with
some degree of confidence 1 the pres :nce or absence of the supple-
mentatl {cods.

Withot control groups, the evaluators will not be able to judge
(1} how much the foods or other clinie services, such as nutrition
cducation, health care, outreach, or patient followup, contributed to
the findings or (2) whedher any demonstrated changes would have
ocenrred if the supplemental foods had not been provided,

In o ~tudy <Such as this, however, finding truly comparable
control popaiation.:- -comparable groups receiving the same services
except for the sapplemental foods--would be very difficult. Further,
even if -uch popualations (guld be Tound, their use might be inappro-
priate in 2 program designed to provide foods since it would be
necessary to deny the supplementatl foods to some individuals whe
would be 1dentified as being ot nutritional risk.

The Department (gee app. ) noted that, primarily for the
retsons deqr ribed above, this evaluation was using baseline data--
data coliccted on participants prior to receipt of foods--as control
data. ol e oo Dt will be eompared with this dafa to determine
anl ot o e B oparttent noted also that, becaase of diffi-
cuityes an o boee truly conaparable control groups, its consultants
bolieved that, from a purely seientific standpoint, the "baseline-
control” approach bemyg used was the most appropriate for this study.

War Bedreve that, given the diffienities and possible mappro-
priatenes< o gwang customary controel populations in this »valuation,
asing veliaole hasehne information 1s a satisfactory alternative.

e
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LACK OF AN ADEQUATE INDICATOR
OF MENTAL DEVELOPMENT,

The only pa ameter being used in the medical evaluation to
measure mtants' mental development is head circumference,

Our September 1873 report stated that FNS's mea‘cal consul-
tants had (1) stated that the measure of head circunfi cace was not
by itself adequate, but neither were any of the mental developmant
tests then in use, and (2) noted that accurate data on head circum-
ference probably would not be obtained, unless those taking the
measurements were very well trained. Cur report also noted that
other physicians and persons working in the fields of nutrition and
child health had questioned whether any valid measure of menta’
development was possible in a study of this type.

fHiccording to our consultants, head circumference 13 an
indicator of brain size but not of mental development because hrain
s1ze does not reflect mental capacity and increases in brain size do
not reflect mental growth., They also noted that ther2 is no known
miethod to isolate individual factors affecting mental development
from all the sociozconomic factors which afiect it.

\n NS oificial told us that FNS had concluded that no other

avat .+t instrument for measuring mental development would |
be + oriate for the evaluation, and that the program’s effect on
ment  dovelopment would be determined onlyv to the extent that

he <l i umterence could be considered an indication of mente]

cooopment,

16
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CHAPTER 5

LIMITED USEFULNESS OF CONULUSIONS
TO BE DRAWN FROM METICAL EVALUALTION

Despite the inherent problems discussed (1 the precadirg chapter,
which preclude any conclusive determination of the benefits .7’
nutritional hssistance provided, an ev<ivation such as the legi. o :n
calls for could be ugeful in deciding -s/hether to continue then . . .
if reliable data were collected. However, we believe that FMN_ . d the
tniversity have not taken =2dequate steps to reasonably insure daaa
reliability and, **c_efcre, the conclusions drawn from the m~uical
cvaluatiot probably will be of questionable use in determining whether
to continue the program.

According to our consul ants, for evaluations such as this tc be
accepted as valid, the data must be of some known degree of reliability.
The evaluator hears the responsibility Jvr proving dala reliabilnty.

This can be done, in part, through indirec:i steps to insgure standardized
procedures, such as insuring adequate training and monitoring of data
collectors,  In addition, since some degree of variance will always
exist in this type of data collection--even with the best *rained and
supervised personnel. direct steps, such as use of known-value biood
~standards and height and weight remeasures, must be instituted to
determine, in a more precise manner than can be done through indirect
mceans, the variance or degree of data reliability.

W e believe that FNS and the university cannot insure that data
is reliable because they have not taken adequate steps to ingure that
standardized procedures are used and instituted steps to dacument
the degyee of data reliability. We also believe that attempts to improw o
rdata relibiuly would not be beaeficial because a large part of the data
ras alreah been collected under circumstances which raise serious
doubts about the data's reliability.

INADEQUATE QUALITY CONTROL PROCEDURKS

Ouir consultants have stressed that standardized and controlied
procedures for eollecting data are important in research effarts to
Jasire consistent data quality. Siteh «tandardization and control 15
espectatiy difficult in this evatuation because data 1s bemng collecied
AU several widely dispersed sites. Also, differences in loedd attitades,
Srotivaty s, resources, personnel, andg abilities, wbieh are very
Aol to document ad control, can he expectoed to affect data gquatity,



moema

i\}
i
1

)r' :
BEST Duvuiiayy MY RILABLE

e

T. help insure accurate and uniform data collection, the
university took or plaaned to take several steps, including:

- Preparing a procedures manual for projoct use.

~-Conducting tratning sessions at cach praject on c¢ollecting
all data except destary data. Training in dietary data
collection was conducted in two workshops at the university
J
-Requiring the use of comparable supplics and equ* ~mnent at
each project.

-Requiring that each project complete a pretes:. in which
all tynes of data and blood specimens were collected on a
sample of participants and sent to the university for review
and approval before starting the evaluation.

-Requiring that prolect personnel responsitle for making
hemoglobin and hematocrit determinations periodically

rmake and record such det:rminations from both "known-value”
standards and "unknown-value” blood specimoens o check the
accuracy of these determinationa.

-Planning that university personnel would visit vach project to
»1 nitor data coliection.

{f properly implemented, these steps coula contribute 20 gualay
. However, we believe that, because of e scanne-ses dis-
cLooacd below an training, pretest preocedures, and proceaures tor con-
trolhing Jdata quality, quality control is not adeguate o tnaure diava
reliantliity,

ERTEE
SNe

Lraming
Weoattended university-conducted traning sessions 1l 5 of the 18
arovects and 1 of the 2 dietary tratung word<hnps beld 2t the unmiversity,

At the project training s#s531003, we noted e Olloaang
Leaknes ses which we believe recuced the ooty eness of 1
1
tratmang, ¢

LUonte provect--one of the first at wnich rarnny was Lol oo
e problems oceurred. Tne wniversits neid aoseo g Iramny?

CeNEY Al Wls project whioh we did not atten g,

——
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--At threc projects, fnstructions for standardiz:ng balance
scales with standard weights were not given. Although
the principal investigator said that 1t was vary important
to periodically check the accuracy of scales «ith standard
weights, and although such weipht- are listed in the manual-
23 ruquized equipinent, the manuat does not give instruc-
tions on standardization.

--At five projects, demonstrations of the prescribed procedures
for taking body measurements were cursory. At all six of
the projects only a few project personnel practiced an: of
these procedures, primarily because the umiversity staff
gave little opportunity for practice. To hetter insure
standardization, we believe that project personnel ahould
have had 2 greater opgportunity tv practice under the
direction of a university team member,

--At each project, the demonstraiion of drawing blood from the
fingers or heels of infants and children included squeezing,
or milking, the airca while blood wasg being drawn. This
squeezing can cause hemolvsis--the mixing of destroyed
blood cells with plasma--and/or ltlution of blood with
tissue [luids introducing error in biochemical readings.,
Although the need to avold excessive squeezing was men-
tionot durir « cy0at of the demaonstrations, and althougn the
universitv's procedures manual states that squeezing should
be gentle, our consultants naid thal even gentle squeezing while
bleod is being drawn can result in inaccuracies in hemoglobin
and hematocrit values and in some biochemical imvasures.,

--At five of the six training sessions, <ome of the personnel
did not attend {in many cases *hey had not been hired),
although the university's procedures manual states thas
training sessions were te be arraunped for all personnel whio
woild be collecting data.

We alse noted weaknesses at the dietary traimng work shep. For
xample, dering interview practice ses<ions, there were varations in
ne wavs gquestions acre asked and diectary forms were filled out. The
differences wnintervio w techniques which we obierved wore not noted
ar corrected by those conducting the traimng session and, consequently,
the gefulr ss of practice sesswons for <tandardizang procedures was
reduced.

L
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In many cases, those attending the traming were not those
who would be collecting the datat Also some of those attending
cxpressed reservations Jduring the workshop about wnether they
understooad the procedares well enough to adequately teach the
cunie personnel, usually nuw rition aides or other intermediate
levei personnel, who would be collecting dietary duta, *

The Department {see app. I} said that traiming was
“individualized’ to meet the needs and circumstances of each pro-

rect, It noted that training sessions woere usually organized according

to four areas--general ortentation; coile~tion and recording of demo-
sraphic, houschold, and medical data; clinical measurement proce-
wtes; and laboratory procedures. It said that

--111 projects where a number of new and mnexperienced
staff members were recruited for the evaluation,
arrangemoenis were made for the ste {{ lo practice
tuking and recording data in small groups during the
iramning scssl'ons. but

--in nrojects where staff members with considerable
cxXperience were responsible for data collection, there
was less need for practice and greater emphasis was
Siven o discussing mitialls an carrving ol the nro-
cedures and precautions to be tasken to eliminate or
~unimiize these ifniculties.

Proee Dlepartment also noted that the laboratory procedures

wswaliv o pre<ented the greatest challenge because many of the

proavects and not have gqualified laboratory echnicians on their
oy A ordingly, 1t sawnd, consutderab e time was often devoted

o praoticang taboratory procedures,

oo crding o our consultants, ebtaining reliable data on
ol al megsurements for research purposes s very difficult, and
CDredc e s necessary, regardless of previous clinteal

wietient oo Plrev net o that, although <ome persan et rarght be
Sosy o Ternioe 1amlaking Ve Bvpes of mieasurement s waert 11 U018
oo, Aty of the specilie procedures require Efor tine evalu-

Lo aTe ol s reneraloy used an health chinne -0 Uor o esample
Tl pr e IS i ot L the caipment prescribed for
ot et lengtt, dead drreusns cenee, and hemaoaglobin

o ovnations elore e evalu 1. burther, oar consultants
Ve P ULl U precision Teqatred Dp ore teareh pIrposes is far

1

Creater 1 1< generalty obhtained 1in a chinice setting.

L
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We and our consultants belicve that, to help insure that
standardized procedures would be used for d. *a collection, all
personnel, regardless of experience, should have been given an
opportunit}-‘ to practice the prescribed procedures under the

direction of a university team member.

The Department also noted that, when collecting blood {rom a
finger, it was not unusual to find it necessary to apply a sr.all amount
of pressure to obtain a sufficient quantity. R said that it was not
always possible through observation to judge when the amount of
pressureé was excessive and that hemolysis wag not observed in the
samples obtained when the university staff demonstrated the technique
during the trzining sessions.

Ag stated on page 19, our consultants said that even gentle
squeezing while blood is being drawn can cause hemolysis and intro-
duce tisgsue fluids into blood specimens causing error in blood deter-
minations. They also note that tissue fluids cannot be detected in
blood or plasma samples by visual observation--the manthod the
university told us was being used to check for hemolvsgis. The
university said that -.o tests to determine the presence of tissue
fluids were being made.

The Department agreed that, to insure standardization, the
umiversity's training all personnel who would be collecting dietary .
data would have been preferred. It said, however, that it was
‘impossible to train all data colliectors because of the time con-
straint and the large number of personnel to be trained, It <aud
that, to provide the highest quality instruction, centralized
training sessions were held instead for key nutritionists {from
cach project who would be responsible for training the reiduande .
of their dietarv staffs.

The Department also said that members of the university's
dietary faculty visited the projects, as needed, (o clarify problems
woncerning procedures for collecting and recording dietary data.

It said that these followup training sessions consisted of lecture-
discussions and demonstrations and that participants 1n the sessions
practiced interviewing and using food models 1 questioning respon-
Jents and in recording dietary information given by respondents,

Our consultants have noted that collection of reliahle dietary
data is perhaps the most difficult phase ol the evaluation hecause
- standardization of interview techmques is extremelv difficult and,

T
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as with.collection of clinical data, obtaining data sufficiently reliable
for research purposes requires a great deal of instruction and
practice, regardiess of previous clinical experience.

Recause of weaknesses we noted in the dietary training, ¢ |
consultants belicve that the training was not sufficient to insure th
the key nutritionists were sufficiently familiar with stands rdized
proceaures to colleet reliable dawa or to train others to do so.

The university did not provide the key nutritioniste with
instructiors on the amount or type of training they should give their
staffs. Moreover, the university did not have information on what
training was actually given. A university team member said that
the procedures manual has d-tailed instructions on stardardized
praocedures.

Qur consultants noten, however, that written instructions
are not sufficient to mnsurc reliable data collection; practice and
mstruction are necessars They noted also that the dietary data
s be questionable becaase the unisy orsity cannot insure that com-
parable tramme was given to those actually involved in this phase
of data collection,

Further, ountversity team membes told us that project
visits by the dectars staff did not, in adl cases, include training

sesstons for afl thhvse involved e dietary data collection,

Pretests

Because the pretests were not appropriat. lv m atored, we
and our consultants believe that they were not :.dicient to insure
thiat projects would eollect aceurate Cata, Qur con-ultants poir ed
out that, althowrh the umiversiiy could identify suesa thing  as
Ndccuracies o completing torms (voor., questions akirpea S

catues recorded ancorees tunits o measureY and wse o gvproper

procedures for soapping e i sampies, 1 wonld not CoanLniner
Proper e Lnngies were psed Looabtana data and to oo and process
spectmen-, B, Combe and gt v b adaat’e e, ol might he

tevarte s

Foane s L ve il e sty coald ot konnw 1f tne
been ceca b s at v, Dinewitie, the umiversity

i
herant tadd
could chieos T et st ey torns w e Nitled dn properis, but

Jinotdeteroene o ther the mterveser had follvaed toe
AU Per eohinhg e s tor 0 i s carre calormiation on 0 fonds

celell,
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We and our consultants believe that the usefulness of the
prewveste in insuring uata quality could have been improved if, for
example, ’ . .

.

--an ecvaluation team member would have bren present during

cach pretest to insure that proper techniques and procedures

were used and

--a quality control blood sample for which personnel diéd not ——-- -
know the correct values had heen used so that university
personnel could chrck the accuracy of the blood determina-
tions.

The Department {(sce app. [I} said that, upon completion of the
raining sessions, cach clinic site was requested to practice and
caordinate all procedures required by this study for several days
before conducting a pr-test. Because c¢f this interval and the large
number of clinic sites, it was impossible for university personnel
to he present at each pretest, Training was proceeding at some
projects while pretests were being conducted at others.

The Department alsc noted that

--university personnel did net consider it nzcessary to be
present to monitor and determine the validity of each
pretest;

- -there were several other satisfactory wavs to judge the
quality of pretest data, including checks on the complete-
ness of the forms, consistence of the information collected,
number of errors in forms, frequency of "out of range"
data, adherence to instructions zbout the pachkaging and
shipment of materials, evidence of hemelysis in plasma,
quantity of plarma, and the ratio or correlation of
hemoaglobin to hiematocerit;

--unversity personnel usced all of these procedures to
evaluate the validity of the pretest data; and

--a number of problems were detected very early in the
program and immediate corrective actions were taken
e case.
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As noted above, procodures used to monitor pretest data were
adequate to allow the uminversity to detonisee the degree of aceuracy
with which forms were completo d aone o dentify certaimn problems in
collecting and shipping blood.  However, hecause no procedures were
required at the prowets during the pretest to determine the reliability
of data collected, the unmiversity conld not determine the degree of
accuracy or completeness of interview information, the degree of
accuracy with which clinical measurements werennade, or the
adequacy of procedures followed in obaianing and processing blood
specimens aand the degree of accuracy of blood yvalues,

Determiring reliability of data eoliccted

Bodty measurement data

in the report provided the Department for comment, we said
that the information NS had made available to us showed that the
university was not maging frequent, periodic visits to projects to
monitor data collection and that woe believed the reliability of the
data would be impaired. According to our consultants, procedures
to monitor the Cata collection phase of the cvaluation should have
at teast included more frequent vistts to .all projects to determine
whether prescribed procedures were being used,

In onnentingg on this matter (scee app. 1), the Department,
on the bass of updated iformation <upplicd by the university, sard
that ol projects had been visite  at least once by a member of the
university b tary staff and that all But one prorect had been
virled by the prandipal investicator or his depute, Ineted that
vicits by univ rsity persoanel would beoreopeated at miervals of
wpproximatedy 3 monihs, or more frequentty if necessarv,

Fhe Departnens - ol thay, atthoaagh these pere el contacts

Nl been very usofeh an clarmifyving Ltals of peooras o perationy,

e ad proven oo beood o Trente 4 ocadae mogratits - oatrol than
St rialiv o envisione oo WU ntesd that doata colledtion s 1 proore<s
oo 30 sites at e T oproceci~, sl probloons s dved an close
CUamtorins of cach pey et st chires st By the minvers<iiv o woere

contsrderable, and bt an effective Covteol arctram ba<e Ppriomarty

Pt

visits Lo the proves s ovaald beoprooatatiee s o vreninav e n

!
e s e and tease b
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Therefore, the Department said greates reliznce had been
piaced on effective local supervision. I said that each project was
required to appoint a compelent project director and that the
directors participated in all aspects of the on-si.e training.

We and our consultants helieve thet, if properly implemented,
the use of project directors to monitor data coilection, in conjunction
with periodic project visits by university personnel, is a valid
method of providing control over data collection. For the following
reasons, however, we and our consultants believe that, as used in
th': evaluation, this approach dees not provide the guality control
necessary to insure data reliability.

--Adequate steps were not taken to insure that comparable
quality control procedurez were implemented at all
projects or to insure that project directors were familiar
with adequate quality con:irol procedures. Although
project directors were given primary responsibility for
insuring that proper data collection techniques were
used, they were not given written instructions, except
for laboratory procedures (see p. 26), on what they should
do to carry out this responsibility.

--The project directors received inadequate training at the
project training sesstons, (See p. 18.) At two of the six
training sessions we attended, the project directors did
not attend major portions of the sessions.

-- I'ne degree and type of quality control procvedures mnstituted
at various projects differed. The principal investigator
told us, for example, that he had asked projiect directors
to remeasure a sample of participants {e.g., take a scecond
hoight or weight measure) 1o check the accuracy with which
project stails are taking . surcs, but that the degree tn
which this was being done varied from project to project.
He did not as« project directors to record results of these
Fomeasures.,

--Project divectors are not regnred to document the quality
control procedures thev aamplement, and the university does
not receive any svstematic feedback on timing or extent of
provedures which might have been implemented,

.
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Arcording to our «onLultant 5, if Jdata in the evaluation is to
be accepted as valid, the e stirator ins provide evidenee of the
ertent to which the dad v an be considor 3 aceurate. Thev poted
that, ecven with the best traned aid most experienced personnel,
some degree of vartance will exist bv tween measures, bud that
the degroe of variance must be documeated, They believe that pro-
cedures, such as frogquest, <svstematic, and recorded remeasures,
shoutd have been instituted at each projocet,

Procedures to docwnent the degree of reliability, however,
have not heen implemented. As noted above, project directors are
not required to document or report the quality control procedures
thev implement, and thv-' are not requivred to reeord the results of
any quality control cheets thev make.  Although the principal

tnvestipgator told us that the um'\'v-" ity team members do some
remeasuring At the prowcets the sit, thev do not record the

results of thelr remeasures,

]

I'rojects' bloud determinations

As one of the aualitv control che ks for hematocrit and -
hemoriobin determinations made 2t the projects, toe universiw's
procedures manaal states that the utive rerts e to pertodically
<end for testing: stabilized blood specimens tor whneh the correet
hemuoolobin ani bematoerit values ave aniknown o project personnel,
The university s then to check the projects! determmations for
accuracy, fnocbhitton, at 3-month ant vvals cach project was
achiedubod to recerve from HEAW s Center tor Diseasses Conteol (CHC)
vials contarminge <tabiticed blood <urcatde for measuring hemoglobm
and hematoerit < thires, The university planned to prepare its
mknown-value <tihihized blood specimens for distrmibution to the
project <ites in e intervals between recempt of the OIC specimens,

As of Novembor 4, 1973, nosover, the unmver iy ad not sipgned

i acreerent oeth DO S that e oot supphe blooed specionens,
Aareover, the umyve vt dnd not be sin encding the projects the

Fynnoan -value Cest specinions it bad prepared bl OQcetober 2, 19754,

Pttt tirme the protects had oo sperating for pertosis ranomygs from
VU2 menths to 7 oonantns, 1 Bhow anse the antve roaaty Jdid not mnstitute the

o this eontrol at o o pesmnee of dala collertton, we be lieve the

RIS}
\

soeliatalite of the projcs U Blood d crramnadion s cannot Ge ansured,

L N D N S Tt RSN L S A ES ANPIYS BN | SALF RS A TN
AT R PN B AL I I
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Necordimg Uy the D partment (see app, i, the px*in; ipnl

vl e ot Ssending quality control stabroesed blood sample s with
rawnown talies 12 that the operator shoald not be able to dis-
trngruisa L ot ‘rom regular specimens, eliminating observer bias
Gae to ~pecial handfmg of the csamples. The Departnent said,

e, it very -oon becamse apparent that this rdeal was
¢ oonoa able m o the program. The laboratory perasonnel at the
propect sites normatly deal directly with the participants. Phey
collect the blood samples from the participants and make tieir
wtermimations on the site, Thev would immediateiv recognize
c1vospeetmen brought to them as a quality control ~ample,

Pacretore, the Department said umveraity etforts had
becit facused on conperating with project divectors m the use of
cooarnercially prepared, known-value hemoglobin and hematoerit

randards, Phe university's procedures taanual i-1s the use S
<ilch standards as another tvpe of quality control cheek for
Semataertt and hemoglobin determinations made 4t the projeets.

e Department said that the corrmercially propared
vidari. were being dispatched recularly o each project
fopectop fore distribution to ecach project site. I sand that, on
oot -t chinte dav o eaen week, all personnet tunapge hematoerit
~inenreplobin samples were rogquired to prepare @ hemoglobin
woet lematecrit cample from the standard as thev would normually
rvowtth aobio vl sample,s Aeccording to the proce fures manuag,
thee e eding s trom these samples are 10 pe recorded and sent
oot niver sty Phe Departiment sawd that, i the deteronned
abue s Sadd o outzide the range given by the mannetweturer, tne
teots are repeated, I the repeat values are al<o sutside the
prropriate range, the examner reports e matter to the
nronect divector. Toe project director s reautea oo contact

ooans o ooy avpgyediately i e cotinnot fnrd a4 sati-factory Lobae

tron,
Yoo to car consualtants, Che oo s T vy ey Calae
oo cadae guedty conteol e c oo e : AN
e bttt ey peco e Bt ey ot o st
coet T e unenown-vadue specptens as gl coaqtec et ck o, b
S ha e e e carpect oy e et ey T ey
et e s b e preblesn o ey et e Yy v e b ey ey
Caledd s, o aev e, Ui PV e sty ) ol VUMV e bt
e cacie tadalizea b apeeriae s st e e
{ t ' ‘4.:.
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Further, the first com nercially prepared known-value «tandards

were not sent to the projects until mid- " 1974 and, as of October 8,
1974, the university had received the readings on these standards from
mlv 10 of the 19 projects.  University faculty told us they did not know
shether the other 9 projects had been performing the ceterminations.

). the 10 projects which had submitted readings, none had bepun
recording the readings before June. At the time these projects began
recording the readings, eight had been in operation 2 or more months;

three of these for 4 or more months.

Both known-value standards and unknown-value =pecimens are
necded to control and document the accuracy of the projwecets’ blood
determinations.  However, because the stundards and specimens have
not been used from the beginning of data collection, the niversity
does not have evidence of the reliability of data collected before their
use. Consequently, a reliable comparison cannot be made of data on
hemoglobin and hematocerit values collected before and after the
<tandards and snecimens were used.

Dietarv data

To determine the effects of foods provided to prosram partici-
pants, evaluators must know whether the participants ate the foods
and 1f eating the foods represeated a change in their cating patterns.
Our consultands said that strict controls on human food consumption
are not possivie except in ideal research laboratory covitions and
that no practical method to accurately determine past con-tnption
har been devised for use in large-scale studies,

'ne Department (see app [ tHld us that cetary <iata neing
obtamned from participants, alth. ugh not procise on an individual
participant basis, mav be quite reliable in refler ting cross changes
1 consumption patterns when applicd to o tareo popabation, and
ittt the limitations of the techniques to be tuscd lor the dictarey
~tidies were considered when CJetermimng the mmber W participants

.

oo ineluded in these studies,

O consultants have noted that o oorde s o dierary fata
Shtoined through interview to reliably roflect ro-s can - an

T N 3L LT, G universay Dncutty sneahe rtold oe Uit v eadingg s
S bern recelved from three additcerd provotas Lo < neapects

e E b i Pecor g resc s an O Lol e, iter ot b g et o

oy i g o enth ., respectiveiy,
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consumption patterns, even of large pcpulations, such daia must be
of some known degree of relicbility. They have also noted that
insuring reliability of dietary data in the evaluation will be ‘more
difficult than in general dietary surveys because the nrorision of
food itself introduces an additional bias factor. For example, a
woman who shared progrun foods with other family; members might
be reluctant to tell the interviewer this because of fear of being
dropped from the program or having the amcunt of food reduced.

The Department noted that the possibility of concealment
and falsification was a constant factor in any rcscarch based on
intecview, but that i1t can be minimized by using competent inter-
viewers and by existence of good rapport and understanding between
interviewer and respondent.

However, as discussed on page 22, the veniversity cannot
provide assurance that the interviewers were adequatcely trained.
Further, steps were not taken to insure that adequate conirol over
dietary data collection was instituted at all projects. Neither
project directors nor key nutritior.sts (who the procedures manual
states have special responsibility for the quality of dietary data)
were given written instructions on proceduves to be implemented.
Projects are not required to document any controls which are
implemented and the university does not get any systematic
feedback on the extent or timing of any such controls.

Cur consultants believe reliabihity of dietary data will
also be questionable because the university required little practice
with (he procedures before data collection began. They note that
1 is probable, therefore, that experience during da.a collection
wil! allow substantial improvement in completeness of data collected
and tha., if this occurs, changes which are indicated by followup
data would be at teast partialiy due to the fact that inconplete data
wa= obtained carlier.

The university agreed that improvement ir interviewing
techniques in the cours » of the study is a ¢ ssibility, and stated
that, if it occurs, 1t will be reflected in basel*ne data collected
Juring the later part of he investigation. Howoaver, our consultants
hitve noted that the unive c3ityv could not know if changes noted in
baselne data were the result of improved techniques or the result
of chang-d censumption patterns in the population--which the data
is supposed to dentifv,

vy

P
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ATTEMPTS TO IMPROVLE QUALITY CONTROL
WOULD NOT BE BENEFICIAL

According to tue Jatest information available from the
unmiversity, a substantial percentage of the baseline dietary and
medical data had been collected as of October 30, 1974, At that
Lime, about 71 percent of the total expected baseline data on
infants and children and about 39 percent on women had been
collected. j

Because a large part of the data has already been collected
under circumsiances which raise serious doubts about the data's
reliability, attempts to improve quality control would not be bene-
ficial.  WEven if quality controls sufficient to insure the reliability
of future data were irstituted, the degree of reliability of the
previously collected data or of compari<ors using such data would
ot be known.
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CHAPTER 6

CONCLUSIONS AND MATTERS
FOR CONSIDERATION BY THE CONGRESS

CONCLUSIONS

The analysis of data collected for the medical evaluation will
not be completert until at least October 1375, and the evaluation of
food distributinn methods is not scheduled for completion until June
1975, Therefore, it will not be possible for the Secretary of
Agricul.  »or the Compt.cller Gereral to submit a final report with
recommr dations on continuing the program by March 30, 1875, as
required. We plan to issue our final report after these evaiu-tiions
have ended.

Attempts to determine and evaluate the benefits to humans of
nutritional assistance, such as authorized by the act, a2re necessarily
limited by certain inherent problems:

--The lack of precise definitions of good health and adequate
nutritional stztus, and the resultant lack of agreement on
the signaicance of various parameters generally uged to
asscss the health or nutritional status of a ponulation
which limit any conclusions to the program's offecis on
the particular parameters studied and preclude any
reliable conclusions on the program's effects cn the
overall he lth or nutritional status of the population.

-~The lack of a precise determina.ion of the types ar
quantities of nulrients necessary to mainiain ar improve
a given nutritional status which limits any conclusions
to the eliects of the parti~ular feods provided. 17 Littie
or ne benelit results, definitive conclusions on the need
for a supplemental food program could not be made
because benents which might acerue from ditferent
foods or amounts of foods would not be known.

-=-The lack of castomary control groups which precludes
reliable judgmuents about how much the foods or other
clinte services, <uch as nutrition education, health
care, outreach, or patient follotup, contributed to the
ndings or whether any demonstrated changes wouald

Rave occurred f ioods bad net been pro aded.
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- aelack o anoob e atar of mental development and
of any Krnowa ne ot oo S ate onceerdaad {factors affecting
mental development w0« ries any reliable conclusions

M the program’s o fied? troants' mental development,

Althour1 FNS and the univer-ity agave faken <teps ta deal with these
by
problems, they cannot ora tteabls re e ame md, ‘nust be reeognized

to

as preciuding a conclusive Jdetormieisten uf the program’s bencfite,

Despite these problems, chich prechude oy conclusive deters
mination of the program’s beneits, a miedical evaluation, such as the
isl ‘ould he craeful in dectding wnether to continue

-3
-
—
b
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the program, if reliable dota were collected. However, conclustons
drawn from the medical evaluation probably aifl be of questionable
dse i determumng whether to continue the progzram because FNS and
e umiversity cannot insure datae reliability, Because of weaknesses
10 tramngg, pretest procedures, anid pocedures for controlling data
qualitv, FNSansg the amversiy cannot msure that -tandardized pro-
cedures Have heen and are hetng ”""]‘i' anr van they Jocument the

L)

depres 02' data rebiabilty

Becauss a bare part of e et s ure by v a cotbected
UNLeT CIreUmnalai es alich ralse erioda oabis ahou? the data’s
roliabality, pmprovin, QuUabity e onie ol proce fares toinsdte e reft-
Cfutore ity aoba it reipr ave e gl ity of the conciustons
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soreedbried oy e o nple e o etare Tame S0 DTN e e provrat
te ety eapire, e U e pail et cne e Tl s vadaation
S LA PR s BRI LA AP e : o - .

TN T LT e et o T

ieoae eeNaAL It Y ot . (SN ' ' (Y . N ey
e ancd ey bt Ceoee S Lt vl ~1 tanice
O P S O X . : ' oot o
ittt st T . PR B S M PP UL S NN
R R - B SN 1« L L . L, Uy tess



Should the Congress wish to predicate continuation of the
program o some medical evidence of benefits to recipients, further
study would be needed. Such a study could not be completed. however,
before present authority for the program expires. As indicated in the .

foregowng chapters, we believe it should be recognized that, although
Lseful indicators might be oblainea, ~ertain inherent problems will
continue to preclude the possibiilily of obtaining defimitive answers
concernqing the medical benefits of the nutritional assistance provided.

If the Congress decides to order a further evaluation of
tne inedical benefits of the program, greater safeguards need to
be taken to insu e that the methodology and timeframe for any
such evaluation atl be adequate to achieve reliable results. The
Congress may wis:. 'n constder as signing responsibihity for any
such evalualion to the Department of Health, Education, and
Welfare, the agency primarily tesponsible for research related
to maternal and child health,
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CHAPTER 7

SCOPE OF REVIEW

We made our review at the Department of Agriculture headguarters
in Washington, D. . at the University of North Caroelina; and at eight
projects included in the medieal evaluation,

We reviewed the program’s autherizing legiclation and amend-
ments, the legislati-e mstory, and ageney records concerning planning
and implementation of the program’s operation and evaluation, We
also discussed these aspects of the program with FNS officials and,
where applicable, with members of the umiversity's evaluation team,
including the principal investigator,

We were assisted by four consultants with expertise i the tieids
< nuirition, Dlochemestry, pediat=es, obstetries, and biostatisties,



. a0l B "\
bisl bovuldiil AVRLABLE

APPENDIX |

CONSULTANTS UTILIZED DURING REVIEW

George G. Graham, M. D., Professor of International Health
{Human Nutrition), School of Hygiene and Public Health,
and Associate Professgor of Pediatrics, School of Medicine,
The Johns Hopkins Uiiversity

Howard N. Jacobson, M.D., Professor of Commum"ty hMedicine,
College of Medicine and Dentistry of New Jersey, Rutgers
Medical School

Formerly: Director, Macy Program, and Associate
Professor at the Boston Hospital for Women, Department
of Obstetrics and Gynecology, Harvard Medical School,
Harvard Umversity

Robert B. Reed, Ph,D., Professor of Bicvstatistics, Department
of Biostatistics, School of Public Health, Harvapd
University

Jack L. “muth, Ph.D,, Swanson Associate Professor o Biochemistry
and Internal Medicine, The University of Nebraska Medical
Center

Formerly: Associate Professor, Biochemistry and
Nutnition, Schoos of Public Health and Tropical hedicine,
Tulare University
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APPENDIX Il

UNITED STATES DEPARTMENT OF AGRICULTURE
FOOD AND MNUTRITION SERVICE

WASHINGTON, D.C. 202%0

September 18, 1974
Mr. Henry Eschwege, Director
Resources and Economic Development Divigion
.5, General Accounting Office, Room 7822
“al G Street, NJHW,
waghington, D,C. 20548

lear Mr. Eachwege:
Think vou for vour letter of Septemba: .3 and the draft of a report
t + the Congress pertatning to the Sprcetal Supplemental Food Progra=m

 whemen, Intante and Children {WICH.

The ¢ msideranle input of both your staff and your cousuitants is

sreativ appreciated. e {ind ourgelves in bagle agvecment on a

e

P

points and have attewpted to clarify cervain other igsuee.
s « Jetatled reaponse to the apecific questions raised in
- .
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(EbeSSE Te CANT S o STIVAT L S

U YT S PVALYAT e oF THE
SEPUCUAT NTTEIEREL T o TRor RAM -
B e e I L R S A | coause The Tinal resulte of the medic&f

cealager s o wrlt oot be avatbat be vl atrer dune w), 1905, wheno the legialative
STt e T e i st e the LT epress will net have final

bt oottt b ehie whien consiaer by proRr s cont fnuat ton,
AP 5oere WMaed by the fepartment, however, the {lepartment and INC
cac . ovgaee 0 ey i possthlie to topierent the detailed medical evaluation.
AT ety s that prectuded a rope tiedly (ntttat{on of the evaluation are
FARN . ‘l(. e : L I

W L et e The prespectade onttractoer for the evaluation on September 27,
cT c Lottt 5. The prospective contractor advised that an
ant be performed {n leas than a 12-month perfod.
Woor e e at brerram wag authorired only though téiscal vear 1974, Since
e s spegticat evaluvatfon of 1S sathe, che only offeror {a a
R 0ot e evdduarfor work deeltecd e accept ar award.  However,
oy e et patnoe errindire the program (or another vear wis used ag a basis
-, L L . (SRS R A SR TR I Uiy DAy gage wt B, Q‘{-[';O‘ fn\\’(‘."‘lb?l" :, 1“73. th‘E
Al e ¢ et o suhedresd g oprenosal {for o Lo -meath redical evaluation on

revolial bor

3
i

gat foay could

.-
. [
1

o T T Creaect Caetween FNS gt PG was sigreu on Novemsber 28,
s vinal ¢ tract Tlowee the o Wi Dvr twe mweiths atart-wp time tor planning,
Yett e protedt i, ors ritn egaipment, 4and fra nlng prrsennel,  Between [ecember 14
TATE L L Gy e, T G peranrnel vigited sl o detailed medicst evaluation
el A e e e o e vESET S wag the recegnicion that project facili-

Tlos we e tar toor Loegquate ter otalniog tha quatity of data required for the
cnatat 0 T b rracl W corsenueatly amendted to altow WNC Lo procure additfonal
Coattrmer bty e oot 1y o rer G better standardize data ecollection procedures.

Lo g, Sreec e raan e s the cece tvary eeulp=ent were partfally responstble
N o R T SR *arte . The Purchaiatog Department of
I T LTI — Do e taeat o tolliay certaln proce-
e b Co s e s 0 A e i s s b eae pegulattong caused some delay
Lo vt LT Serertare . olriattee ot thig peogran took place at’

. ¢ ’ 'O B VP BRI [ has delaves in aqud prent
e e -, PN Cobavturers were ale s unable to supply,
' [ T HETEEE B SRS S BT RO 1% RN S WO
e P = < Soete e et e ittt fros perseneel shortages (o
ot [ . [P B AL P crit e g yersonne] necegsary for
- g o L e ey t-atats {~pesed hy the Tates an’
R I e fal o e bt e g g,
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APPENDIX 11

Reaponge

Although there {g some disapreement arong protessionals with regard to the
tvpes and quaatities of nutrients necessary to natutain goud nutritional -
statug, the fMepartment has followed the guidelines established by the Pood
and Nutritfon Board of the National Research Council, National Academy of
Sciences., [he Departrent’s cunsultants believe that the Recommended

Pletary Allowances (RDA) as cstaolished by this Beard are the best egtimates
awailable reparding the optinum types and quantities of nutrients,

The tvpes and quantities of foods authorized through the WIC Program were
determined after consfdering many tactors. The leglislation specifies that
the supplermental foods which are .iade avaflable through this program must
contain certain apecified nutrientys (high-quality protein, iron, calcfium,
vitamin A, and vitamin C). The food package that was selected provides a
high proportion of the RDA for these nutrients. In addition aubstsntial
yuant {ties ot calorfes, thiamin, niacin, riboflavin, and vitamin D are also
provided. The foods that were gelected are readily available and widely
accepted,

(See GAQ note on p. 47.)
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{See GAD note on p. 47.)

N Tremmetapecitic careerng regardios the val ftity and usefulness of the
P O P s e gy,
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1,::-‘( SV Eleal o atent data
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12ee uad note on p, i7.)
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Two centraifced trabindng seeqions were held for notritionists to enable UNC
to provade the hiphest qual ftyv fostructfons,  As an example, ¢onsultants
whe participates in the Tew State Hutertion Survey presented some of the
trafuiog,  Atteodiog the traforeg progras ot NG were kev autritfonists from
cach profect who would be vesponsible 1or training the rematnder ot thelc
dietarv atafts, :

Hembers of the INC dietory tuculty conducted follow-up visits to projects,
a8 peeded, to clarify problems concerning procedures for collecting and
recording dietary data. These follow-up training sessions consirted of
lecture-discussions and demonstrations centered on:

- Techniquea of the dictary interview with emphasis on the r:-gearch
Interview.,

- lge of the food models in obtafning and recording dietary {nfermation
ap the 2%-hour dietary recall forma.

- Obtafining Jdccutate {viormatfon through {n erview on the modified
Jetary historv of a1 reqpendent, efther a pregnant/lactating womin
er the adult accompanviog an (nfit or a child,

Participants in the sesglong practiced interviewing and uee of tood models

in questicning respondents and In recording df{etary {nformation given by

respondent s,

Inadequacies of project tralning segslone

Response

The local training prugram conducted for each proivct was “individualized' to
meet the needs and circumiatances of that particular project. Thede training
progrars were coenducted by IWC personnel and were ugually craenized according

to *he following four areau:

1. Cevrral crientat! o, "urdog this o axf + the purp ses of the WO

wobeat enatuat i, the o wadv dosiy o, ) the adndniatrative organiza-

t v T .,r\i.l!w‘nf.
o ewegphio, hors b Bd. eal nedical data.

L, Tt thect s it e g .
L T e taterview 2ore s wis o cenedd i e cealderable detall,
c. tnted e ew e ety The jrocedure s o ta-dng hesphl, wefght Tand
St cdren terecie Teasre et wdte ol ot 0 end o netratea by a
P L R TR YT A (P PR JLU
K ! Tat . g eddis e foope e e s kit T loed gacples wad
: e Tt e L N KL PRI oS Ren e e natrated,
; ., P Vi . et oariep oy kgt o wndd dlararching blood
. PEEPUR ST B i taaed i, the ge e safona,

P
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Vagh g xi;oi;;' wertersabeoog, wt T R I e Lwr=eday ln-['“u[. Hnw(-\,'('g"

e opropgramn was modibrea S0 0 s 0t e 0w h o progedt, Fhus tratoing was
e e et a, especially vhen only
r

corpleted Tun one de ce w000
-.\v“- Coatecar v ol part e apantg wree o bt el satant g enly or infant g anad
cinnbdren (oo weeen e B o e and tope t wodedct atatt attending the
training gcessions also varicd, depending on the sice of the projicct and its
~ethod of operatton.  Thus, larpe projocts B oore stalt at traintog seselons.
than smaller oneg; ang projects whoch usea et -t ime Bttt or fnograte:st WIC
with othee oppgoing prostans fnvelved more statr e the tralning program than
proejects which operate WIC us an almost seli-contained program.  In thoso
nrolects where ¢ number of vew and inexperienced staf{ membera were recruited
{or the evaluation, arrasgenents were made tor the staff toe practice taking
and re~ording data in spall groups durioy the tralolong sessions.  In other
projects where staft with coosiderable evperience were respensible for data
collectlom, such as in Maternad and Child Health projects, there was less need
tor practice; instead preater erphagfs was piven to dircusgion of the picfailg
in carrviog out the procedmes and the precaat tons Lo be tahen to eliminate or
minimise these artticulties, The laboratery procedures uwsually presented the
preatest challeose sivce many of the projects did oot have guatffied labora-
tory techndctans on therr team, Accordiaelv, considerable time was often

devatod to o pract iciay the Labararory procesaroe |,

‘See GAQ note on p. 47.)
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Voo Tuadequacies b pretest s conducted by the g

Re3ponse

~

o ceapletion wOothe trafning sessions, each clinie site was requested to
practice and coordinate all procedures requicred vy this stedy for sgeveral -
davs prior to conducting a pretest.  (ue to this foterval between traiwning

and pretest amd because of the large number of clinle gites required Lo
conduct a1 pretest, It was fupossible {for WNC personrel to be present at each
pretest.  Furthermore, trdining wag proceeding at some projecta while pretestes
were being; conducted at others.

Myre importantly, UNC personnel did not consider it necessary to be present

fn order to monitor and determine the validity of each pretest. There are
goveral other satisfuactorv wavs tu judge the quality of these pretest data.
lhese methods faclute: checks on the completeness of the furmsg, consistence
Af the information :oilected, number of errors in forms, frequency of

ot of -anpge’ data, adherence to {nstruct{ong abeut the packagiag »—d ship-
ment of usaterials, evidence of hemolysis in plagma, quantity of plagma, and
the ratio eor correlation of hemoglobin to hematocrit. A'l of these procedures
wore used bv the INC personnel to evaluate the vaildity of i~ pretesgt data.

A tamber of prodblems were detected very  early iun the program and . mediate
corrective actlons were taken {n each cage. For example, a discrepan.y waa
bserved between the hematocrit and hemoglobin values, Upon investigating
pagginle sources ot error, ir wag diecoversd that a spectrophotometer was
il himettoning. Tustructio~a {or corrective dction was telephoned to the

sppropriate project personnet

4. Inadequactes ot menitoring arocedures

Responge

ihe procecures for evaluating the validity of the pretest data as presented
ander fssue number s tbove continue for the dav-to-day monitoring «f all

oy g, saeples betns, received by ITNEC, In additien. all preojrcts nave been
Wodletary static Visits have also been made to all! projects

.
vigited byothe
, el ocaee by the Prooeot D oo torg who 13 g phvsician, or bv the Prelect
Co-ofredt v, s a0 hfochienat

Py vaiaditn o de e the Praject Mirecr ) the Prodect Co-Direct v, aad
coddetary focattvy ad b oproogects have teen visit b oat feast o once darieg
e {nft gt fon ot data collection, Three projecta have peen vaistiteu three

tirees proviect s have Leen vigited twe ti-o5, ard vne pro ject hasg

o vt et es e ety e svosach of the 1o visdrs the protect persconnel were
Gorved 1t wer ke Ty of che problems g assed and regcived vere 1ogla-
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The principal advantage of sending quality control stabilized blond samples
with unknown values {3 that the cperatur should not be able to distinguish
them from regular specirens so as to eliminate cobgerver blag due to spectal
handlfng of the aarples, However, 1t very soon became apparent that thig
{dea’ was i{mrpusgible (n the WIC Program. The laboratcry personnel at the
project eites nor=ally deal directly with the particpants. They collect
the blood gamples from the parcicipants ang make t* . {r determinaltons on
the gite, They would {mmedlately recugnize any specimen brought to them as
a quality controel gample. Therefore, WNC cfforte have been focused on
cooperating with project directors in the uge of the commercially prepared
hemoglobin and hematocrit standards.

{See GAQ note.}

In addition to the above irsues, the completion dite for tha deltiv.ry eyeteme
evaluation should be clartifed. According o ths currend schedule, this evalua-
tion should be coumpleted by June, 1975,

GAD note: Corments have been caleted because of changes to final report.
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PRINCIPAL CF FICIALS OF
il U"i"&éii‘si;’. PO AGHICELD TUHE ‘
REN “(‘3\‘1 if b VADVINISTERING ACTIVITIE ) R
I?s?(‘ .‘w?‘. 2B I THIN BEPORT - -
1. Tenure of oifice ) )
’ Trom io —— -~ -l
< ETARY QF AGRICULTURE:
Earl L. ‘:i.st‘.'_; . Dec, 10471 Present
ASSISTANT SECRETARY, MARKETING )
AN CONSUMEBER SERVICES: .
Rachard L. Feltner Awvr, 1074 Present
. lavion Yeutier - Jan, 1073 Apr. 1974
-Ruchard E. Lyng - Mar, 18689 Jan, 1473
ADNINISTIIA Fim. L‘UI} AND NUTRITION
SERVICE: . . .
Eawara.d. Hekman - Sept. 1068 Present





