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CHAPTER 6. A RESEARCHER'S GUIDE O THE NCPP DATA

Previous chapters give an overview of the NINCOS Collaborative Perinatsl
Project: how the study was conducted, how the data were processed, what type
of information was collected and how requests for data are made. in this
chapter, we explain how researchers c¢an use other volumes of this gquide to
fing bath locations and documentation for each data item incliuded on the NCPP

computer files. First, we introduce concepts of data item identification and .

faning that are fundamental to accessing the data. Then a description of
volumes 11 through Vi1 is given, followed by suggested appreaches in using the
volunes. Finally, example uses of the volumes are given based on hypothetical
Questions that might initiate access to one or more volupes,

DATA ITEM IDERTIFICATION ARD KAMING

The KCPP data base contains over 6700 different data items and biank
filler locatians on corputer files., We have assigned each of these a unigque
identificatior and a terse, siylized name. Because names wore chosen to
facilitate use of this guide, they do not duplicate napes used by NIKDR 4. ring
ie active phase of the project. lUsers should consult appropriate
documentatian before using data itens fron the master, variable or work files

- - . Daeh
{Volumes 1, 111 and ¥),

The data iten identifiers consist of i} ~haracters. At the far left are
four unique nurbers that were assicred sequentially. The next character is
always a period and is followed t. up to six characters, For data items on
the master file, these characters uesceibe the data collection form from which
a data item was derived; for data items on the variable (VAR) or work {WiX}
files, these characters indicate the dppropriate file. if the right side is
Tess than six characters, pericds are inserted as shown in these examples:

850. .06-34 an iter. from 0B-34; on the master file
3650.PATH-3 2n item from PATH-3; on the raster file
5223....VAR an item on the variable file
8340...%-10 an iten on work file 10, Rupture of Meudranes

we assigned “he nucders sequentially as they appear in Volume V. For the
raster file, we followed the order in which the cards would be found within an
NINDB case. AV card colurns are accounted for by one of our data iten
"dentifications. For the variable and work files, the numbers were éssigned
in the order that data items appear within a case.

ke categorized each data item according to the person to whom the data
refer, by the time of measurement and/or the time toc which the iten applies
and by general type or subject area (Table 4.4). Then we assigned names to
the data items using the ?oi|05ing guidelines:

¢ The name and the three associated categories had to stand alone -
they must describe the data item out of context.

¢ The first word in the data iten name had to be at important or
key word whon all names were listed alphabetically as in
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Volumes VI and VII. Thus "cry, abrormal® was used rather than
"abnormal cry” because a researcher is more Vikely to Took for -
this item under "C" than under “A" in an alphabetic list,

¢ | Secondary key 'words were ‘preceded with a semicolon to

+ facilitate przparation of the permuted index. For example,
“"abruptic; placenta™ will be found enaer both the "R" and "p"
portion of Volume V1, - :

(] Qualifying words are delimited by cosmas “and will not appear
as_keywords in Voiume VI. Thus “abruptio; placenta, degree”
will not-be found in.the “D* section.

] if medical termminology or usage has changed since the study
was conducted, modern terms may be f{ncluded and will be
encjosed in brackets.  Thus “mongolism; [Down's syndrome]*®
will appear under both the “N* ang "D" portions of Volume VI.

™ If measurement units are associated with a data item name,
they are enclosed in parentheses and placed at the end of the
name as in "Birthdate {yr)." ' :

the categeries {person, time and subject) are appended to the
right of the datz item name. o

Definitions for each category used in naming data items are given in
Table 4.L. in the computerized listings of data item names, abhreviated
category names are ysed {Table 6.1). :

Data item nares thus assigned are terse and hiahly stylizc | s we have
already indicated,. they are not the names used by NINDB during the active
prase of the project. Our aim was to develop standardized names that would
stand alone. These names are intended to facilitate a user's searéh for data
items potentially useful in a research project. Before an item is used, a
researcher should consult its complste description. For a data item from the
master files, e.g., 850..08-3¢%, the data item shousd be traced to the appro-
priate study form, e.g., 0B-3%, located in Volume 1i. A variable file data
item, e.g., 5223....VAR, is traced to Volume 1ii, where it is defined and its
original source given. A data item from a .ok file is traced to Volume IV
for its description.,

Some data items contained in the indexes m3y include the notation “DC NOT
USE." These items are either imaccurate or an alternative data fitem is
available that gives better information. Users will find more appropriate
data li!tsaens by consulting one of the indexes to the data items {Voiumes, v, VI
and VII).
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Person

Hother
Father
Placenta
Ferus

Chilg

W Surrogate
Family
Sibship

Time

General

Preconception

Regi~tration
Prenatal
Adnissicn
Intrapartus
Oelivery
fost Partum
Keonptal
Four month
Light moath
Ong year
Theee year
Foyur year
Seven year
fignt year
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TABLE 6.1. Abbreviations folf Pe_rso%a, Tiﬁe,and-subjedt Catega_ries

Subject
Adminfstrative
Anesthesia ‘
Clin. tepression :
Clinfeal Lah
Current Pragrancy
Environ. Exposare
Everts -
Hearing
Hospitalizations
Language

Linkage
Kalformations
Disg. & Cona,
Med. History
Medications
Keuralogical Ea
Observations
Fariniogy
Physical Eaam
Procedure

Psych, Easm
Reproductive Hise.
Serclogy
Sacicecon. Info
Speech

Visicn

Work History
X-ray

Summary

Cyn. History
Speciatl Studies
Fan/Canetic Hist.
SLH Exam
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.. The remaining, velumes of this user's guide are of tws types: docucenta-
ticn.and indices. Vhumés ‘11, 111 and I¥ document the master file, variable
file, and work. files, respectively, Volume I is primary to the KCFP data and

v should probably be used by all researchers. It contains over 2000 pages and
fs subdivi- .1 into 10 separately bound parts. Volume [{1. Variabie File, has

two ferts with approximately 1000 pages. Voluzme IV, Selected NCPP Work F ites,
s approximately. 500 pages. Voluzes ¥, Vi and V11 are indices containing ail
data ftems in the KCPP data base. These volumes cansist entively of computer
generated lists. They are designed to aid a researcher in his search for data

. itens,

Volume 11, The Master File

In Volume I, Preject Study Forms and Documentation of Transfer to
Computerized Data Itess, ali fores {asd their ravisions), imrstructicns for
completing the forrs, definition of codes {coding instructions), ard coeguter
card laycuts for the master file ave reproduced. In addition, we provide a
surFary o each formi's purpose and revision history, aleng with a table
indicating the musber of vecords avaiigoie Tor each revision. UData iters
pertaining directly to each form are listed ’n two separate orderings, one
linking data item ID's ¢o forms, the other iinking item numbers from foros
back to names of data itess. All dats items that can be linked o a study
form are included in these tables, even items on the variable file or work
files. Nevertheless, Voluce i contains the primary documentation for the
KCPP and, therefore, the project's raster file. Volgmes III and 1%, which
describe the varisble and work files, contain descriptions for cosputerized
data itews that do not appear in the raster file.

For researchers interested in pursuing data cobtaired fron specific
cuestions asked on forms, Volume il is essentiail. By comparing form revisions
1o determine if the wording of the question charged, an informed decision on
consistency of data can be reached before a request is made. The researcher
can alse learn how many records exist for any one revision of a study fom.
Finally, cosputer generated listirgs of dat2 itens provided for each form will
identify date items in the master file as well 85 in the variable or work
files, when data from that foro appear in those files. Usually data itens
fron the variable or work files are preferred if they are availabie.

Because Volume 1! in its entivety covers over 2000 pages, tihe volure has
been subdivided into parts according to form type and tire of data collection.
A description of each part appears in Table 6.2.

Volume 1, Variable File

Volume II1, Variable File, provides decumendation on creation of variable
file data items and an index of itens and their locations on the variabie file
tape. This volume is essential only for those researchers gbtaining data from
the variable file. Because the variable file was created to facilitate access
to key data itens from the «CPP, researchers are urged to use this file
whenever it can satisfy research requirerents,
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Title

Prenstil Record and
Medical Histary

Lador and Delivery

Patholcgica! Expes
and Autopsies

Fanily and Socicecontwic
History

enaial Exees and
Observations

Pediatric and Nevrological

Erems, Four Months - One Year
Fysical Gromth Measurements,
Interval History, snd Susmmary
of 11lness or Hospitalization

Pedtatric Naurological
Erams, Seven Years

Piychological Examg,
Eight Honths

Psychological Exams,
Four Yedrs ond Seven Years

Speech, Langusge and Hearing

Exams, Three Years and
Eight Years (Final)
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TABLE 6.2. Structure of Volume 1} Parts

Forme included

AR~

08-2 thry DB-17
08-1%

0B~A2 theg OB-47

08-30 thry 08-14 .
OB-35/57 i
08-50 i
08-51/52

B-55/5%

oe-18

0860

ADH-39 they ADM-S5)

PATH-1 thru PATH-}

FHH-1/3

FHH-2(%

FAH-)

-7

GEN-5 thry GER-8

PED-1 thru PED-8
ADH-4%

PED-10 thry PED-12
PED-14

PED-20
PED-29

PED-78 thry PED-76
1DC-27

PS+1 thru PSS
P5-20 thry PS-26
PE-30 thry PS-38

£5-10 thry P5-17
P5=40 thru P5-45



Each data iten an the KPP variable file was obtained by cocputer
interrogaticn of the xaster file. Part A of Volume II! is an index of data
iters contaired in the variable file. A title for each data item, cur data
iter: mame, 3 dato iten identification nucber, and the codes for the data are
included in the listing, Original WINCDS titles used in the varisble file
listing do rot terrespond exactiy 1o data iten nares constructed specifically
for this user's guide, so both names are given. The data item identification
fuber erables other volunes to be consulted about 3 specific dats iten. In
Part B of Volure iiI, the logical procedure followed in creating the derived
data iters on the veriable file are described. tach rethcd has been nurbered
occorging to the locetion of the data iten on the file end is ordered
nunericaliy within Pary 8.

An exarple of a date iten as it appears in Part A is given below.

Pats Tten iD Froo To Bata Jten Nare
3918.... VAR 3635 1088 Birth; weight (g=s)

BIRTHAF IGHT {GRANS
COBES: 0001-7200 = AS GIVEN
BLANK,5999 = (KON

The unique data iten ID is 5$918....VAR and it is ¢n the variable file at tape
locations 1095-1085. Cur stylized cata mane Vs given firs?, followed by the
NINEE data nare ard the codes 3pplicable. The originel source of the data
itai car be found by lgoking in Part B under either 5218....VAR or tape
lacazion 1035,

Voluze 1V, Selected LIPP Work Files

Volume IV, Selected NCFP Xork Files, provides dccumentation of work files
that are available and tape locations for data items contained on each file.
Using this volure, tovestigators will be able to distover how grevious
researchers used the LIPP data base to create their own study files {referred
1o in this cuide as work files). Extensive data validation and clean-up was
perforned ¢n each work file during creation. Sore work files, e.g., Cerebral
Paisy Diagnosis, may represent review of origirel microfilned study forrs and
classification by redical experts, The resv’: is 2 concise subset of data
that cen be accessed easier than the raster file. Corputer tire and cost of
obtainirg data are ruch reduced whenever a work file can be used, so
researchers are encouraged to use these files wrnenever possibie,

Four types of work files are avallable: files thet contain daota that
were basic to the LCPP, meant to augrent the master file (W1, W2, W3, #4);
special subject or study files (&5, ¥b, W7, W8, W3, ¥17, Wi8}; serology files
(®11, Wiz, w13, Wi4, ¥15, ¥Wl6); and an adzinistrative file (Wi0}. Eighteen
separate work files are docurented bere, listed below.

Wl Socicecononic index at registration

¥Z  Socivecoromic index at seven yedis
¥3  Drugs taken curing precnancy, trade nanes
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WA Drugs zaken durirg pregnariy, active coigounds

W5 Congenital ralformaticns, cre and SEVEN years

wC  Cerebral palsy diagrosis

7 Abrermalities at seven years

k3  Speech, language 2ng hearing ati eight years

k3 Toxemia classification

B0 Rupture ¢f merbranes

Wil Survey of wiral, bacterial, parasitic and furgal
infections during pregnancy

wl2 Serolegical testing, coepierent fisation tests

W13 Serclogicai testing for toxoplasmnsis and rudelia

Wl4 Sergicyical iesting, cord blood

Wis Serolegica? testing, sbrormalities and controls

wib Serun specimen iventory

Wi7 Fenily linkege

Wi8 Visit surmary

VYolure vV, Master index

Uolume ¥ Master index 10 ihe HOPP Locputerized Data Tters, provides a
cocplete listing of all data itess and their loceticns on the raster, varigble
and work files. 211 date itemc frim a1 files ere inciuded in the caster
index, inciuding those data iters that were derived from & study forn. Master
file data items are listed in the first porticn of the zaster index, avranges
dccording to card nutber and coluom. Data itets froo the variabie file are
arranged cueerically by lccaticn on the file; data iters from wors files are
arranged according to work file D and kocotion within that specific file,
Volume V is useful during final pregaration of a data request.

Exacples of information in the raster index appear teliw. From tnis
informstion, investigators car learn the data iten"s iccaticn on eitker
Faster, variabis or work file,

Card
Data iten ID huo Froe To Data [ten Hare
3732. .PEG-) 1§01 22 23 Birth; weight (1bs):
CBILD, GELIVERY, FHVSICHL E2aM
3733. .PED-1 IT3H 25 2% Birth; weight {o0z):
CHILD, DELIVERY, PHYSICAL EAAM
59i8....vAR 1095 1648 Birth; weight {gms):
CHILD, DELIVERY, PHYSICAL £xan
{PREFERRED)
6269, .. .%-6 &5 47 Cerebral palsy; dipiegia, atonic

(1 yr, fnterin, 7 yr):
CHILD, GENLERAL, DIASNDSES AND
CONDITIONS
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Y TeSowh o onsary ot NIPP Coeputerized Data
VBT, D e . g e Pt 41T Zata 1tery in the WIFP data
PRORELL Mg [E e 1 Goa T g U TERIES o8 kAl 4 €ate iter fay appear
LT o Y S R R PR Sermaten IPSes eradbies 3 vasearcher to
(O RS S AR B R Yeoos omald Tyoveally used by the research
P A AT I L R TR SRR PR LI LYY wetegeries of data itens,

PIET MU 3 Ty Y00 v Db tvmau, fthe renearoher i+ “lrected to either
vilure 11, 000 e Tel wrer Zewovri. the mals Ty W U =aster, wariable

ard wirk frles, respoittiely,

¥olywe Wil, (ategarizati,r % Tata c iy

Yolure V11, lategorezatice of Dats sl€ns, provides three separate
listings of cata iters categorizes by person, tice and subject. This volure
provides researchers with a Tistrrg of W{TF date iters organized by general
tategories rather thar by specific cate iters, as the dats items appear in
dolvme V1. The procedure for using the two voluoes is the same. The
categorization is based an classifying a cdate iten inte three dirensions: the
pereon the gits item vefers io (Eoiher, chiid, etc.), tne tire Of measurement
or chservaticn of tre cate iten, and the gereral subject area of the cata iten
isee Chapter 3} The three listings in Volume ¥ order ine caiegories three
Separate ways, dut are otherwise eaactly alike. Part A orgers itens by
person, tire and then subject; Part & by time, perscn and then ssbiect, and
Part € by subject, persen and then tice. he three parts are intended to
facilitate a researcher's search for the category desired,

STEPS TO FOLLOW Ik USIGG THE GUIDE

ke anticipate that users of the guide wili appreach the data base from a
variety of viewpoints, depending on their particular research question #nd
orientatien. F¥or this reason, we have provided a veriety of indices to t'e
dats base in acdition to detailed dacuzentation on how data itess arrived in
the master, variable end work files. |n this section, we suggest general
épproaches an investigator night take in considering the KCPP as a sgurce for
deta. Ue then provide exarples of how er investigator can use the guide to
cake a reguest.

If you approach the nOPP by asking huw the study was congducted, when data
were collected, and what data were collected on each forn, then study Voluoe 1
followed by Volure 11. Velume | provides an overview of the LCPP ard i3 the
kest place for a researcher unfaniliar with the study to begin; VYoluze 1
cocyments the study foros from initial dats ¢oliection to final transfer to
computerized date itecs.

A researcher who begins assinilating information based on a study of
actuzl data collection forcs rust use Yolyme il. 1In your examimation of
Veluoe 11, you will want to determine how vevisicns of the foress may have
affected data collected. If a revision did resuit im changes in reaning,
you will want to check the nyrber of records {cases} for particular revisions
before proceeding. 7You rust determine 3¢ the nutber of cases is sufficient
for your use. This may rot be pessible witkcut cbtainirg the actual data.
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Voiume 1! reveals how data were coded onto the raster file ang where data are
lacated on other files as weil., The final question Volsoe ! should answer is
whether you eust request dote fron the master file, or if you can satisfy your
reeds with the variable file or ¢ne or core of the work filzs, it is not
necessary to consult Volures V, Vi or VIl if you find it easy to locate the
Cate itens of intevest to ¥ou by going directly to the eriginal  daza
coliecticn forms. YWou t4Ay require Volumes 114 and 1y i SoFe data iters of
interest are referenced to the varieble or work files,

rrother approach to vinding datz itecs in the KCPP data base is to search
for inforsation on o sgecific variable. €.9., a specific diagrosis gr
ccroition. In this case, the Riphabeticail Perruted Index {Volyme Vi) s the
best rechanisn sor lgcating the data iten, As with il PerTytes indices, g
reseavcher cay have to iogk under severgi different Syrgtys before locating
the ften or geterssining it is npt availabie,

Gther researciers will approach the LOPP with several general topics or
Categories of interest in :neir research, Althcuck the project siudy foris
(voluce 11} cay e censulted, an alternative has bean provided in Volute VI,
Categorization of Data iters. A categorization of all data end g oonotace
1o assict the researcher {Uhapter 3).

Firaily, some researchers initially approach g data base of potential use
v them by censulting 2 list of al® cota iters gvailable. The daster Index
tvolu=e ¥} is constructee for just this purpose. The order of the gata Tiers
10 the index is the sa—e ag or the corputer files. Maturally, sere iegical
Grder was used in Larstructing the files,

EUUIPLE GSES OF THIS vstr's Guilt

To 314 researcters in usire this cuide we have Bosed soce hypothetical
Guestigns that night initiate access 10 one or rere woluzes. in all cases,
the original cata collectign ¥ores arg canuals shoyld be referred to a2t an
early stage in the groject developoent 1o urderstand how the data 1tecs were
ceilected. In addition, the demographic infornstion for defining/selecting
€3s5es and centrols rust pe considered.  inclugod would te factory such as age,
race, parity, etc.

Exarple 1

A gréup is ceraucting research on the 3550Ciaticn betweer ébruptio
placenta arg reuroiogical fumction of the newborn.  Are eeleyant
d2ta available from ghe LWPP?

Cre approach is to deternine first what informatwgn s ave1',ule gn
abruptic piacenta. Sirce this is a possible narme for a Specific cata iten,
Sur search will start in the Alphabetica! Perruted index {Voluze Vvi). By
looking unger abruptic placenta, the following data iters gre foyng:
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6125....VAR abruptio placenta (0B-34}. Cesarean section,

- indication
6140....VAR abruptio placenta {0B-55). Cesarean section,
indication
942..08-34 abruptio placenta. Cesarean section,
indication
1739..98-5% abruptio placenta. Uterine stieulant,
dugeentation indication
1730..08-55 abruptioc placenta. Uterine stimulant,
induction fndicatica
6172... V&R abruptio placenta. Uterine stizwlant,
induction indication
1883, .08-55 abruptio placentae. Bleeding before cord
clawped, cause
1833..08-55 abruptio placentae. Cesarean section,
indication
6040....var abruptio; placenta, (yes, ne, unknown)
€039... VAR abruptio; placenta, degree
1875..08-55% abruptio; placenta.

In this exarple, data itens are found in the variable file and in the master
tile on forms 08-3% aid 0B-55. The exact definitions of these data itess ars
found in Yolume §il for the Variable File and Yolume 11, Part B for the master
file. A data item is Jocated in the computer listing for Volume I1] by using
the data iten identification, i.e., 6125, 6140, 6172, 6040 and 6039. Once the
data iten is located, -the original source of the information, the derivation
method and definition of codes can be determined. for data items in the
raster file, the researcher need only locate the sections in Volume Il that
describe the 0B-34 and 0B-55 forws., Once the appropriate section i; located,
3 brief computer listing of all data items derived from the forw (from the
master file) is given. This helps lozate the specific guestign items on the
form asscciated with the computerized data item, A tharough researcher will
determine how the question was asked, what coding instructions were used and
how the respunse was keypunched. A1} of this information is available in
Volume 11, Part B, organized by data zollection formn,

The exarple research quesiion ¢lso asks for information on the
neurological developrent of the newborn. One way to proceed is to determine
fron Chapters 2 and 4 of this volume which forms completed for the newborn
contain information on neurological developoent., PED-6 refers to 2 negnatal
neurological exam, but other PED forgs way apply as weii. Part E of Voluoe I
would be used to begin a search based on this information.

Rn alternstive approach is to use the categerization of data items in
Volume ¥I1. A primary focus of the research question is the negnatal pericd
of observation, & secondary focus s a general area(s) related to
reurological developaent. Gn that basis, Part 8: C(ategerization by Time, may
be used to find all data items in the NEONATAL time category and the CHILD
peErson category. All general sutject categories for the NEONATAL, CHILD
grouping are then together. The subject categories with data items are-



Adrinigiratise 3ifarraticns bservatigns

Anesthesia Uiag & (cng Fhysical Esan
Climical Lab Kec. History Proctedure
Events Fedicatiens Xeray

Hospitalizaticons heurologicel Exan

Under reurolcgical chservations, a nucper of daie iters are available, almost
21 of these fror FI0D-Z or FI0-t on th2 raster file (Volure I1, Part £). For
corpiateress, o vesearcher should 2lsp check under ke other subject
catesories, 3s the assignment of cate itees o a single subject category is
socetizmes gifficuit. Onte the resparcker finds the appropriate cokputar file
tontaining the cata iters of interest, the apprepriate voluce documenting that
computer Tite {11, {il or IV) skculé be consulted for detailed inforrvatipn,

Exagg. le ?

"There hss been cunsiderable discussion of possible terategenic
risks Jassociated with Bendectin use in pregrancy. We wiuld like to
identify a group of grospectively ascerteined woren who iook
Bercectin and determine if there are Increased ratec of connenital
ma3foreations in their offspring.”

his exsmple is simiiar in gestgn 1o the epproach taken by Heingnen
€t el. {1977) in their study of drugs in pregnency using the NCPP data. We
use it here to iilustrate an agpredch to the data set utilizieg specific work
files.

The initial research reauirement is to be able to identity a cohort of
expnsed women, Appropriste controls must also be identified. Since data will
be provided on all registrants for the study, it will be necessary for the
researcher to cevelenp the criteria necessary for selecting centrols. Cata for
cases and control woter then must be derived fron the files for aralysis,

Table 2.1 (Chapter 2) shows that inforvation on drug use in pregnancy was
collected an Form 08-15. The hierarchical classification of data categories,
Table 4.3, shows that Category 3, Obstetrics-Hiscellaneous Preratal Records,
includes a secondary tategory Drugs in Pregrancy that inciudes inforsation on
drugs taken by lunar ronth of pregnancy,

voluce 1] indicates that Form @B-1% was cowpleted by the Perinatal
Research Branch, rather than by the coliaborating institutiors, and was based
on review of the patient's records Dy Perinatal Research Branch staff. As
illustrated below, drugs were caded by rare {Figure €.i). For each drug
taken, inforraticn was collected Gn extent of drug use by lumar eccnth of
pregaarncy.

An icportant factor relating t2 records of drug use in pregnancy is that
the data fro 0B-15 were subsequently reorganized and two drug files were
created (Heinonen et al., 1977). The drug files, are showing drugs taken
during pregnancy by trade name, and the securd showing drugs by active
corgounds, are described 1 Voleme iV, Selected AXCPP ¥ork Files, The
vesearcker can identify sudjecis who used Bendectin {work file 3 -- Grugs
taken during pregrancy, trage names! or either of its active trgredients,
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dicyciomine ard doxylanine surcinate {work Site 4 .. rygs taken curing
pregriniy, active compounds). Rerdectin Gsage by lunar egath of pregraniy ard
by tre frequescy of use is given. Qefinitices of codes are ieciuded in the
descripticn of the wori file {Volume 1V}, aicrg with the drug dicticraries.
These dicticraries ailow identification of both tre trade rames 3rd active
comgunds of the drugs for which date ase 2v2ilabic,

Tre followirg exénple illustrates how the date en drug wse are stored in
work file ¥3. A complete description is found in Volume IV,

Subject XAXKXYYZI teok Serdectin {{ode 7345) fer sexan dags in rer
second furnar month of pregrancy ard Cafiy thriughoul her third ard
fourth months. She took ke drug for tre first )2 days of tre
Fifth month of prectaniy.

REXRXVT227 350002333 0002600

Identification of gulcanes of interest, crte the cotort 6f exposed wisken
has teen identified, cin involie the use of Volumes 1! and (¥, Tadie 4.3
{Chapter &) skims that inforcaticn gn rRiformaticns cbserved in the nsanate ic
ircivied on Farm PE0-8. For fetal ard infant deaths, inforraticn on malforme-
tions is inciuded on Formms FED-4 ard PATH-3. Inforvation en raiformaticss
TEUTORS 8l the one-year exam is included on Form FID-12; cergeanital
calforations recorded through age seven are wnciuded in the seven-vear
diagrostic summary (ADK-Z6 o+ 100-77).
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When the {nvestigator rziiews the recerial n Volume II, he will wote
that specific disgrostic codes are recorded for e:th condition., ihe most
aporupriste way to idestify ralforpation cases is 'L ute a special work file
(K3} trel was constructed te inclugde congenital ma formations recordes it miie
ard seven jears rather *.an tée wasier frie.

Usiny the work file W5, fully cocunenied in Volume IV, the resea cher cun
tdentify i1 cases of malformatinms diagrosed at. or pricr to, one and seven
years. Thus, agpropriate diacnoses can be selected for amalysis or the
eLeurrence of malforpations of all typ2s can be coaparid between groups. of
«2en whi differ in antecedent exwi.ure 20 some sudstants of interest, in this
case, Bendectin, Tne details of corling ard data retricval precedures may be
ceternined by studying Volume 1%, . :

I Swary, this exarple illintrates how the work files can be o.ed to
address a research question. Women who trod a specific drug, ideriified by
eitker trade nare or active Copound, ray oe sscertained fvom work files W3 ar
we. The occurrence of corngenital ralforsations in the offspring of these
wuen can be deternined froo work file WS, The process by which the data ware
tollerted are presented in Volume I and thy coanctruciian ant coding oF he
Wik iiles is detailed in Volyw: iy,

Exdrpie 3

1 have 2 graduzte student wno is ceterniaing if there is ary

assgriation between reoratal sucsic and language dereiopment. Wiat

relevert inforation 35 availabfe froo the NCPP davs files?”

This exarple i1lustrates Mow general quesiions can te addressed using the
valures of this guide ard Vow spetific relevant variablas can be identified.
it 1ilustrates kow ihis gaide can Be reviewed to develop and clarify a
researsn hypathesis,

Tre most isgical aporoach o this question is tc qu to the alphabetical
pertyled intex {Volume V) aend deterpine if aroxia appears as an entry. The
felliwinrg would then be foungd:

Gereral
Subject
Persen Tiie _Araa Bata ltes iD Bata ltem fiee

Chile Necratal Events 8611....VAR Anoxia, presumed et slogy
6t conditions

Reference to the variable file gescripiion in Volume 111 shows the follu=ing
for thig variable.

Data iten I6  Freo To Data Iten Namw
5611....VaK 785 Anoxia, presumed etiology of
cenditions

PRECUNED AKOXIA (codes *987)

16.13
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‘Weview of the inforuation in-¥olune I11 regarding the source of this varishie .
veveals that it comes from PED-B, the Newborn Giagnostic. Summary, Reference
to the PED-R form and wanual. in Volume Il allows us to determine how this

. information was collected and coded.

It is important to note that this category relates not to the présence of
- anoxid - but rather to. impressions coacerning the siiology of previoisly coded
-comlitions, as tsse reldte to presuvad anoxia (Volume II - Manpal for the
PED-8 Formj. Thus we cannot idenfify casés of anoxia Sy use. of  the
- -alphabetical index, but only ‘those cases where aroxia . is the presumptive
etiojogic mechanisy for anothier condition. o e

We include this exarple because it illustrates the ‘necessity of a
thorough appreach to the documentation of the NCPP data base. Anoxia does not
- dppear in the data base as 3 coded diagnosis or condition, Thus, to examine
an  association between anoxia and a subsequent outcome requires  the

identification of indications of anoxia, the approach we niow present..

The researcher might begin by reviewing the hierarchical classification
of data categries (Table 4.3 in Chapter 4).  Under the category
Pediatrics-Newborn, we find that delivery room. olsecvations ace recorded on

- form PED-1; these gbseérvations inciude timing of cord clamping, first breath
and first cry, suction and resuscitation procedures and Apgar scores.
Reference to form PED-1 in Volume 11 whil fdentify all the specific items
relevant to these topics; from these, the irformation regarding anoxia can be
determined. in &ddition, the location of these variables in the data files
can be determined from Volume II. 'In this example, siny of the relevant
variables are included in the variable file. Other information of interest is
recorded only in the master file. For example, cne indication of anoxia would
be the administration of osygen in the delivery room In the varisble file
(Volume 111), the following infurmation is recorded: ’

Data Item 10  From To Dats Item Name
5403....VAR 573 Oxygen administered, open
PROCEDURES-OPEN OXYGEN
COBES: 0= Not used

1 = Used

9 = Unknown

SR04, ... VAR 574 Oxygen or air administered,
positive pressure
PROCEQURES-POSITIVE PRESSURE
CODES: = Not used
1 = Used
9 = Unknown

nowoa

In the wastor file, the following information is recorded on oxygen
adainistration:
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Data Iten 12 Num  From o __ " Oata Item Name

3&zs..PER-1 3101 | 32 32 Oxygen administered,‘dpeh:
S o | . CHILD, DELIVERY, PROCEDURE

3829.,PE0-1 MOl 33 34 Oxygen administered, open,

- age begun {min);
CHILD, DELIVERY, PROCEOURE

3830..PED-1 D1 35 36 Onygen administered, open,
- duration (min):
~ CHILD, DELIVERY, PROCEDURE

CBILPED-L 301 37 37 Qxygen or aiv adminfstered,
: ‘ ; C positive pressure:
CHILD, OELIVERY, PROCEDURE

3832..PED-1 2401 38 39 Oxygen or air administeced,
‘ positive pressure,
‘age begun {minj: ,

CHILD, DELIVERY, PROCEGURE

3833..7ED-] 3401 40 4 Oxygen or air administered,
positive pressure,
- duration {min):
CHILD, DELIVERY, PROCEDURE

Ke are now in a position to redefine our research quastion in terms of
specific indicators of anoxia. In addition, we could develop an approach to
anoxia that is based on the presence of combinations of spectfic conditions
such as Apgar scores, oxygen administration, length of time to first cry, etc,

In this hypothetical example, the outcome variable of interest is
language develapment. Exawination of Table 4.1 reveals that information on
language was collected at three years and eight yaars of age. Table 4.3 shows
that data were collected on languag~ expression as part of both examinations
(P5-11, P5-42). pata were collected on language reception as part of the
three-year exam (PS-1G} and on Vanguage comprekension (PS-41) as part of the
eight-yeur exam. The specific test ftems are described §n Volume 1, along
with information as to how the data were collectad,

To identify the data items available readily, the researcher is referved
to Volume VII, where data items are categorized by person, time and subject
(see Table 4.4). We are interested in the subject area tanguage and the child
at three {or eight) years. The entry for three years is shown below.

As can be seen, information from the thiree-year language exam is found on

the master file only, with the euception of two susmary scores that gre also
fncluded on the variabie file.
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LANGUAGE

- "CHILD
- 'THREE YEAR S , .

2933.,P5-10 Coeprehension, non-verbel, matching
2932, .PS-10 Compréhension, non-varbal, pantomime

- 930..PS-10 Comprehension, non-verbal, picture
2931..PS-10 . ‘Comprehension, non-verbal, word, cbject
2928, .P5-10 Comprehension, verbal, action word
2927, .P8-10 . Couprehersion, verbal, familiar object
2929..P5-10 Comprehension, verbai, space o
293¢, .PS-11 ~ Expression, verba), naming objects
2937..PS-11 Expression, verbal, relevance

- 2935..P5-11 Expression, verbal, sentence length
2936, .P8-11 - Expression, verbal, sentence structure

- 2940..PS-11 Expression, verbal, susmary score
‘ 2939, .PS-11 ~ Expression, verbal, use of pronouns

2938..P5-11 ' Expression, verbal, word order
2915, .P5-17 - language expressior, sumary, final
5928....YAR Language expression, summary, final
2914.,P5-17 Language reception, summary, final
£027....VAR ~ Language recéption, summary, final
2942..P5-11 Kan-verbal; expression, objects
7841, . pS-11 Nen-verbal; eapression, piciure

This example illustrates how an investigater can make effective use of
Volume VII. The investigator who has a particular subject area in mind can
identify the specific varfables for which information is available. In this
case, the subject area was language development; the rvesearcher wust identify
which of the study variables most closely relate to hisfher concept of
language development. We have shown how Volume [I can be used to identify the
data ftems collected and how Volume VII can be used to determine the
availability of specific variables in the NCPP data sets.

SUMMARY

These examples provide an introduction to how the volumes of the user's
guide can be used in developing a study based on data from the NCPP. It is
Hikely that different researchers wiil approach the data from different
perspectives. That is the reason different approaches have been utilized in
the exampies.

It is important to recognize that in planning a research project based on
the NCPP data, the definition of case and control populations, or exposed and
unexposed cohorts, needs to include demographic characteristics and also
characteristics unique to the study itself such as the institutions® subject
seiection procedures (Appendix A} and the definition of standard cohorts
(Appendix 8). In addition, the procedures for the collection and coding of
data items for the study, as detailed in Volume 11, should be rvaviewed and
evaluated in Yieu of the researcher's data needs. It is thrcugh a thorough
understanding of the data collection process and the data set that the NCDP
data can be most effectively utilized.
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SUBJECT SELECTION

This eppendix includes a table of information on the case selection
precess for esch collaborating imstitution. The tables include the date
serple selection began ara dates any major changes in the study selection
procedures were initisted. The sampling frawe criteria are defined and
exclusions from the sampiing frame, or from the sample, are identified.
Estimates of the frame size, method of sarpling and expected number of cases
pEr yedr gve ey iuded,
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Muumunmuduammzwmuw(wmlmwmwm
Annual Sampling

frame
Date initiated Criteria

Special
Exclutions From  Exchuions

Sampling Frame  From Sample

Frame

Size

Method and

Experted Cases  Special Studies

January 1959 All clinic
patients
admined

March 1959 )

May 1960 L)

December 1960 {2}

hune 1962 @

() All chiniv: patients admatted.

Unwad refemrals
from Florence
Crittenden Home

Unwod referrals
trom Florence
Crittenden Home

As above and
walk-ing

Ac = s —--l
unwed mothers

who planto give up
their babies

As above and
umied mothers
who plan 1o give up
their babies

None

[.A.2

200

S0% using
hospital uniy
number

None

who made weekly
visits 80 joskin Chinic



Study Seleciion ProceJures At Children's Hospitab — Buffalo {NINDS Institution Numbey )

° ipecial Annual Sampling
seame Exclusions From  Exclusions frame Method and
Date Initined Criteria Sampling Frame  From Sample  Size Expected Cases Special Studies
Ocaober 1%  Private Walk-ins, wornen None Unknown Average of twix Courtety cases
patients seen who do not intend patients per month, ¢ aest of
by 13 partici- to debiver at Child- ranidomdy seleced, particigating
pating re0’s Hospital or per paticipating obaustriziam
obstetricians  who plan tc move obszewician
out of area -3%2-
August 1961 Private {3l None Unknown Avetage of two Courtesy cases at
patients seen Ptients per month, requat of
by 12 partici- randomly selecied,  participaing
pating per patitipating  obstetriciam
obitetricians obitetrician
-8
Mavembes t00t Poae @ None Unknown 0% of eligible Kohe
patients seen women seen by 3
by 4 partici- obutewicians & 50%
pating of thote seen by the
obstetricians remaining
obstetrician
- m -
May 1982 Private {a) Patient: who  Unknown 100% of eligible None
patients seen terminale women seen by 3
by 4 pastici- pregnancy obatelricans & SO%
pating within 7 days of those seen by the
obiteiricians of initial vitia femaining
defined as obstetrici
walk-ins - 400 -
December 1963 Private ia) tb) Unknawn 100% of eligible None
patients seen womaen seen by 4
by 4 pastici- obstetricians
pating - 450
obstetricians
January 1964 Private ta) b Unknown 1% of eligible None
. palients seen women seen by §
by 6 partici- obitetricians
obstetricians

(3) Wilk-ins, women who 6o not imtend 10 deliver a1 Children’s Hospital or who plan 10 move oul of area.
(b} Patients who terminate pregnancy within 7 days of inatial visit dedined as waik-ins,
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Shudy Selection: Frocedures At Chatity Hospical (NINDB institution Number 15)

Frame Exchmionm from  Exclusions Frame Method and Special
Diate Initigted Crievia Simpling frame  Stom Sample Size EBxpecied Cmer  Studies
Mach 1960 Al black patients None None 4300 WX systempic None
revicing in Oviears AN OFD
Parish and Juigned sutnbers endung
30 Charity Hospual n ze00
vervices of Tulane -43%-
o LSU
May 1%0 fa} Walk.ins None 430 W% systematic None
Al OPFD
numbers ending
in zer0
~ 430 -
April 1963 (&) Walk-ins None 300 Tout ol each 8 None
PairED
-* m -
July 193 (1] Walz-ins None 3060 Toutcd eaché None
patients
- m -

(a)Aﬂbla(&palienhreﬁdin'inmkmsfaiihandaﬁyudw(huiyﬂo&pitaimicuoﬂuhnemlSU
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Study Selection Procedures At Columbia Presbyierian Hospital (NIXDE Institution Number 37)

Sampling Exchknions Special Annual Sampling
Frame From Sampling  Exchsions  [rame Method and Special
Date Inilisied Crteria Fiarme Feom Sample  Sige Expected Casey Studies
lanuary 1959 Al clinic patients Nene None X000 Every sinth case None
admitted -~ 500~
Apiil 1, 1960 AH clinic patients None None 000 Evedy Gfth cave Noae
admitied - 600 -
Apiil 14,1%0 Al dlinic patients None None HOG  Every siath wl'u None
admitted - &0 -
May 1960 All clinic patients Walk-ins None 300 Every sicth case None
admitted - 600 -
Apni T2 Chnic patients admitied Walk.ins none 2500 Every fifth case None
residing in Manhattun -500.
a5l the Sioia onty
April 196) Caie Selection Terminated

I.Ais



Mudy Selection Proceduies At john Hophins Hospital (NIND institution Number »

Special Annua! Samplirg
Frame Evchuiions From  Exclusions  Frame Method and
Date Initiated Crtesia Sampling Frame  from Sample  Size Expected Cases spegial Studies
Rnuary 1959 A4 chinic Transients and None W0 20% of gravida Non-sefecied women
patients who  patients admitred basedon history  who:
Wea-vithin - who ate referred 1o numbers ending 1. aze 15 y1s. or under
H ohitan county cknics for inSor 8 2 ate 40 yts. or over
where ¢ Obstetrical cate - 30 - 3. are diabetic a1
(appion. 28 regitration
mike radiss) 4. have history of ¢ or
mote letal losses
5. have higlory of
maléormed child
Seotember 1959 @ b Nane W00 30% of gravida Nun-selecied women
baed on history  who:
numbersending 1. ate 15 y15. or under
in5, 6,000 L dte 80 vis_ or aver
+ 45 - 3. are diabetic a1
registzation
4. have history of 3or
more feral losves
5. have history of
malicamed chilg
May 1%0 tal As above and None W0 0% of gravida {c)
walk-ing baied on history
numbers ending
in%6 018
- 480 -
April 1962 {a) As above and None 1400 40% ol gravida {c}
walk-ins bated on history
numbers ending in
56,8019
lanuary 1364 (a As above and None 1400 100% of gravida in (<}
walk-ing sampling frame
December 1964 Case Selection Terminated

(3) All Clinic patients who live within Metropolitan Baltimore {approx. 25 mile radius)
{b) Transients and patients admitied who are referred 10 county clinics for obstetrical care.

{¢) Non-selected women who:

1. ate 15 y13. o1 ynder

2. ate 40 yrs. of over
3. are diabetic at registration

4. have history of 3 or more ietal losses
5. have history of matformed chiid

L.A.
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Study Selection Proceduees At Medical Coliege of Vieginia (NINDB inusytion Sumber 45

Sampling Special Annual Samplmg
Frame Exclutucns From Exchnions Frame  Method ond
Date hvisied Crivetia Sampil g Frame fromSample  Size  Expected Cases  Specisl Studies
hnury 1959 Chnid patients 1. White weliace cases Occanionally 120 Every {curth Non-selected
resadng within 2. Any womanwho  exclude patients black patient. Al women in the
350-mile radivs  wdicatesthathe:r  who refuse to white patients  fiest Uimeler
of Rchmond, chad i up For enter the study - 500 - of pregnancy
Viginia doption {or personal or
other te3tons
2May 1550 Clinic patients Wakk-im b 1200 Every founh i}
tesicding within a black pateerir. Al
50-swle sadius of ) white patients
Richmond, - 500 -
Vg
Septembes 1960 Clinic patients 1. Wards of the siate (13] 950 Every wecond {r}
TV 30 the who are in black patient. All
city o Richmond  cortettional white patient:
st} thae 2a0e- Smatotions - S -
rounding coun- 2 Patients who plan to
ties of put their chiddren
Chedterfield, up for adoption
Hanaover and
Hennco
fanuary 1962 Chinic patients id) None 1200 Eveiy second _ e}
residing in the black patient. All ©
cuy of Ruhmond white patients
only - §00 -
Augun 1962 Chinic patimnts {a) None 7ed Qofevery ) (<}
who are “zity black patients, ali
residenis” of the white patiencs
oty of Richmand - 550 -
Ocroher 19602 Chinik patients {a} wone <00 We None
who are “city
residents” of the
city of Richmond

() 1. Wardhs of the state who are in correctiona) instituticns

2. Pavents who plan 10 put their children up for adoption
(b) Occavionally evclude patients who refuse to enter the study for personal or other reatons
(<) Non-selected women in the first imestes of pregnancy
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frame Eachusions From Exchmiont  §rame  Mathod and
Dade Intisted Critevia Samplirg Frume FromSample Sze  Expecied Can
Sarsary 1V AN chinic patients 1. Wousen who COocasionasd X0 o
aderarted WP Ryt patien? -3 -
marvied hacaune of
& Those divorced, Linguage
wikowed, or dutficulsy
seperted buolore
the sLies of the
Current pregnancy
3 Those taginiared
for the firit time
afver 246 days of
pregrancy (a
dasermined by
the obutetricianyla)
Dviokes 065 aM alazs oo Fuiraig 53 weonpt Thax ®3 m s
admined walk-ing are il 130-
onchudedisl
Decembar W9 AN clinic patients  Ehminated 81 and #2 ) b s
ademived tharefors walli-ine only - S0 -
exchusion(d) -

() Booth Memorial Redertalks comidered a4 “For Daltvary Only”
{b) Occaionai patiem because of anguage dihiculey
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Study Sedection Pracedures At New Yok Mudical College (NINDB Institution Numper 5%}

Sampling ecia Annual Sampling
Frame Giclusions From  Exclusioms Frame Methodnd  Special
Dave initiaed Cinesia _Simpling Frame  From Semple Size Expeiled Cases Studies
Febtuery 1959 All chinic patients  Patients admatied  Occasiona) 000 10 cases par None
aderatied for delvery only  relusalio week Which i
enler progtam SPPIOvimately
0%
-S00 -
hruaty 190 2 Patient admatied los b) 000 Every tinth case None
delnevy only ~555. .
March 1560 {3 Palients admitted tb) 5000 Everyeighthcase  None
foe delivery only -6 -
May 19%0 7)) Walk-int (40 see ibi 000 Every Cighthcase  None
abave) -85~
juns 1840 ] Walk-ns (3iio see T3] 5000 Every sevemh Ncne
above caie
715 -
fanuary 1961 (@) Waik-ins (sho spe i 5000 Every sinth cgsm None
ahove} -835-
Follow-up Terminated July 1970
{3) Ali chmig patients admatied

(o} Occasional refusal to enter piogtam
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Study Selaction Procedures At University of Qvagon (NINDB Institution Number 60) e
Sampling .. Special ©  AnnwalSampling .
R Frame, Exclusions From  “fxclysidit " Frame
Duie Initiated

" ' I,w . T ! ."’ "
Expécted Cases  Special Studi DR

o  None Every, thisd caie, Non-selected

1
"

L g 198

N patients S o e 50D RPN -
- hne 1959 | . @ NN None 1500 Everythird case Nonselected - -
- Maich 1960 B ‘ ()] None 750 Twocfevery  Not-selected
-500-. N
May 1%0 () As above and tione 750 Twocfevery.  Non-selected
‘ ‘ Wakk-ins three caes répeaters and
L - 500 - —sampleatnon. - .
R T  frame Wailk-in
. July 1960 i) As abave and None WD Every other cace Non-selected
Walk-ins. - 500 -  repasiers and
' sample of non-
frame Wakk-ins
. Apeil 1963 () As above anid None 1000 4% of gravida " Nonhe
- Walk-ins based on Month
?: ‘ of binth; Febs,,
o Apiil, August,
'Oct., Dec.
-4
hanuasy 1982 {d) As above and None W0 %ol gravida  None
Walk-ins based on bink ‘
on odd
numbered dajs
Januaty 1964 (d) As above and Repear cases 1000 %ol gravida  Firt tienesty
juvenile detention who refuse band on bith  registrants not
home, 8allington will be onh 0dd selectad as study
Home and jail extluded numbered days cates.
Patients from sampling ~ 500 -
frame

(3} Al clinic patients sdmitted who redide within Postlawd malling area

(b) Specia! Clinic: 1. Clients of private adoption agencies - 2. Medical students wives.

(c) AN clinic patients admitted who reside within Multnomah Tounty west of 122nd Streey

() Al clinic patients sdmitted whe reside within Mulinomah County west of 122nd Street.
No.residence requirements lor patients admitted for repest study of pregnancies
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fume: 1" Method and

;‘lanuyy. 1959

May 1%6¢

Al dimc pmems
adenitted

Lo

All chinic patients

Urwqmcted
Unregistered

emergency
deliveties and
patients who at

' initial contact, state

‘ A!Idomcpwents

admived -

Walk-ins (also see
above) -
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STANDARD COHORY DEFINITIONS

This appendix iacludes the criteria used for deriving the standard study
cohorts from the total population of women enrolled in NCPP.  Text Table 1.2
presented a brief description of the cohort categories and the nurber of cases
in each; here we present detailed information on the requirements for
inclusion in the standard cohorts, The information is based on the data for
each case in the master file. To interpret this information, the researcher
is referred to Volume II, where individyal computer card images can be found
and the definitions of the codes are given. In the variabie file, described
in Volume III, all subjects are coded by standard cohort membership based on
the criteria presented here. The informatior on the standard cohorts 115
included here and in Chapter 1 to provide an understanding of why differing
nurbers of cases appear in different publications and places in this guide.
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Cohart !
Care Cases Excloding Walk-lns

Sandard Coliast — 1A First Study Pregnancy, Single Birth,
Regivtered on or Before 12731764

¥. Core Study Cases: 0007 card, col. 8 codes 1 or 2 and
no code 7 in col. 80

3. Single Bircdy: Presence of any card (1401-3401), col.
W, code 0. i none of these cails present, then 8400
card, col. 14, code 0. o

4. Al cases Registered in 1964 or Eaclice: o) crd,
<ols. 38-42, codes 010159723364
5 Exclude from the above cases:

T Wakkeins: 0001 card, col. 76 code §

Non-Core Cases: 3001 card, col. 80, code 7

Standsed Codoet — I8 AN Cases Registeced on or Sefore 12731764

1. Core Study Cases: 0001 card. col 8 cndec 3 ar 3 2asd
nocode 7incol. 80

2 AN Caces Registered in 1964 or Earfies: 0007 cards.
Colt. 3-43, codes 010154- 123164

1 Exclude from the above cases:
Walk-ins: 0001 card, col, 76 code §
Non-Core Cases: 0001 card, col. 0, ccde 7

Standiod Cobast —IC mehm.%kw.lem a Any Time
1. Core Study Cases: 0001 caud, col 3 coder 3 or 2 and
no code 7 in col. 0
2 Fimt Study Pregnancy: 0001 card, col. 13, code 1
1 Single Birthw: Presence of any card (1491-39), col.
u.wdeo.lfmdlhmwdsptmm.thmm
crd, col. W, code 0.
4. Exclude lrom the 3bove cases:
Wakk-ins: 0001 card, col. 26 cod? 9
Non-Core Cases: 0001 card, col. 89, code 7

Slandard Cobart — 1D Al Cases Registerad at Any Time

1. Core Study Cases: 0001 card, ccd. 8 codes 1 or 2and
no code 7 in col. §0

2 Exdlude from the above cases:
Walk-ins: 0001 card, col. 76 code 1
Non-Cove Cases. 0001 cavd, col. 80, code 7

108.2



Cohest i1
Core Cases Exchuding Walk-tus and Lost b0 Study

Standord Cobart foc PRS Stndies ~ HA CMMI“&-M“M

1. Core Study Cases: 0001 cud, col. 8 codes 1 or 2 and no code 7in col. 80
2. Firvt Study Pregnancy: 0001 card, col. 13, code 1

3. Single Births: Preseace of any card (1401-3401), col. 4. code Q. I none of these cards present, then
0844 card, cok. 14, code 0.

4 AN cases Registerad in 1964 or Ealier: 0001 card. cols. 38-43, codes 010155123164,

S Euclude from the above cases:
3. Walk-ins: 006t card. col. 76 code 1
b. Non-Core Cases: 0001 card, col. 20, code 7
¢. Lot to Study: see below for dassification

Chmification of Women Lest 83 Sty
e 34 UR OB-35 AND PED-1 Ok ADM-44
13343334 AND 9134 1335-7255 AND 9385 14013401 0844
AN Cauds Not fresent  AY Cards Not Present All Cards Not Present
Not Preseru Not Praseny Not Pretent
Al Cards Prasent Al Cards Praten: Al Cards Not Present
Not Present Not Present Not Presant
Any Caurd N/A Any Card N/A Only 3 14012 Not Prasemt
Presen Prasern Cad Presem
orall Cuds
Not Presemi(?)
AN Cardy N/A AN Cards N/A Oily 2 012  Not Presern
Not Presemt Not Prasent Cud Prasgm
or all Cards
N
Presentid)

(3} And Absonce of all cards 14024402, 1403-2403, 1408- 5408, 0405, 1410-3410, 1101-3101. T61-3601, 24412 NI 1130,
V1204120, 1406-4406, 0407, 1414 (a)
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Nanded Cobat for Summary Recond File — N8 ca-mnﬁ-c.-muu

L CmMCm*Wwd.wl.lmdal«:Mmmde?mwtu
2 mmw-.m«w mmmmmmm

-3 Exclude from the above cases:
2 Walk-as: 0007 card, vol. 76 code 1
b. Non-Core Cases: 001 card, col. 80, code 7
€. Lost 1o Study: see below for claification

-mdmuuu
OF-34 A OB.55 AND PED-5 OR ADM-44
1334-3124 AND 93134 1355-7388 AND L 1.1 T01-3401 B4
Al Cards Nat Present AN Cards Not Preserd
Not Present Not Prasent Kot Present AR Carche
Not Prasem .
AR Cards Present AN Cards Present AllCmu Not Prasant
Any Card N/A Any Caud N/A Only a 16072 Not Presens
Present Prosert Card Present
or 3l Cards
Not Presentia)
Al Cards N/A All Cards NZA Only a 14012  Not Present
NOt Present NoOt Present Card Present
or 3l Cards
Not
Presem ()

{3) And Absence of ali cards 14024402, T403-2403, 1408-5408, 0405, 1410-3410, 1301-3301, 1431-3411, 1412-4432, 13- 2110,
1120-4120, 1406-4406, 0407, T414 (all)
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Sandard Cohort for PRE Siudies — B¢ Cohart iC Minue Cases Lost 1o Study

1. Cove Study Cases: 0007 card, col. 8codes 3 or 2 and no code 7 in col. 80
2 Ficl Study Pregrancy: 0001 card, col. 13, code §

3. Single Births: hmdwwdﬂmmv.mumdw.umdmueadsm.m
0844 card, col. 14, code 0. -

4. Exciude from the ahove cases:
a. Walk-ins: 0001 card, coi. 76 code ¥
b. Non-Cose Cases: 0001 card, co?, 80, code 7
<. Lost wo Study: see below for dassification

(@) And Absence of all cards 1402-4402,

1120-6120. 1406-44006, 0407, 7474 {ali}

I.B.s

mamuum
08-34 OR OB-55 AND PED-1 OR ADM-44
1334-313¢ AND 93 13535-7355 AND 9155 1401-3401 0b4e
All Cards Not Present Al Cards Not Present All Cards Not Prosem
Al Cards Procant AHC orets Meseni Al Cards Not Present
Not Fresam Not Present Not Prasent
Any Card N/A Any Card N/A Only 2 14012 Not Prevent
Present Mreent Card Present
o all Cards
Nok Preseni(d)
AN Caurds N/A All Cards N/A Only a 012 Not Prasant
Not Precsam Not Presant Card Presem

or all Cards
Not
Preserut{a}

1403-2403, 1408-5408, 0405, 1410-3410, 1101-3107, 13417, 14124412 1110-2110,



Siandard Cohort for PRD Siudigs — D Cohort 1D Minus Cases Lot io Siudy

1. Core Study Cases: 0001 card, col. 8 codes 1or 2and no code 7 in col. 80

2 Exclude from the above cases:
4 Waik-ins: 0001 card, col. 76 code 1
b. Non-Core Cases: 0001 card, col. 80, vode 7 ¢
€ Lost to Study: see brow lor clasification

Clanificstien of Waman Lesi be Study
O8-34 OX O8-55 AND PED-1 OR ADM-44
1334-3334 AND 9134 13155-7355 AND s 1461-3401 o'
Al Cardy NOt Present ANl Cards Not Prasent AN Cards Not Presem
Nect Pretent Mot Precemt Not Pressnd
AN Cards Presem AN Cardy Prasem AN Cards ot Perssont
Nt Present Not Pretem Not Prewnt
Any Caurd N/ZA Amny Cud N/A Only a 1012 Not Present
Preseew Present Caurd Prasant
or all Cards
Not Present(3)
Al Cardh N/A AN Cards N/A COniy 2 14012 Nt Precont
Not Present Not Prasent Card Procont
or ol Card
Not
Pracant(d)

() And Absence of alf cards $402-6402, 3463-2400, 1608-5000, G485, 1410-3400, 1901-3100, 14113411, 3612-4432, -1,
11204120, 1605-6405, 0437, 1434 (ali)
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QUALITY CONTROL PROGRAMS

This appendix provides information regarding quality control prugrams
developed for the psychology, speech, language and hearing, and seven year
pediatric-neurological examinations. The programs are described briefly and
results of the quality control assessments presented,

PSYCHOLOGY

An imgortant consideration in testing is reliability or reproducibitity
of results. Reliability can be affected by the care with which an examination
is administered. Concern with rel1ability led to the establiishment of high
standards for exeminers in the NCPP: persons who were concerned not only with
the quality of the assessment, but who also had the skills necessary to judge
this quality, to use alternate items when an item was spoiled, and to take the
time necessary with each subject to ob-ain an adequate examination (Broman
et al. 1975). A1} examinations were edited by a second examiner, who checked
for scoring and tabulation accuracy, and then edited a yet second time when
they were received at the Perinata: Research Branch,

The most frequent means of assessing reliabiiity in pswcholognica? testing
15 the test-retest method, where a test is readministered and a correlation
betweer. two sets of scores obtained. Quality control programs for the
psychoiogy examinations at ages four and seven consisted of test-retest
examinations of a sample of the children, For the four year examinations, 144
thildren were retested ¥or the varigus ssctions of the four-year psychology
battery. The children were retested by an examiner from arother institutjon
after an interval of approximately three months. The retests were ¢bserved
and independently scored by the original examiners. Reliability was deter-
mined by the correlations between the original test and the retest and also by
correlations between the results obtained by the retest-examiner and the
original examiner, who scored the retest independentty as an observer.

For the Stanford-Binet intelligence Scale, a test-retest correlation
(reliability coefficient) of r = 0.83 was obtained. This reliability
coefficient is an indicator of both temporal stability and examiner agreement.
Concurrent interobserver reliability on the Stanford-Binet was very high,
v = 0.98, Additional information on the Stanford-Binet test-retest
correlations is given by Broman et al. (1975).

The test-ratest correlation for the Graham-Cvnhart Block Sort Test in the
four year exam was 0.43. The retest-observer corrclation for interobserver
reliability was 0.93.

Percent of agreement for test-retest in the "pass category* for the three
gross motor tests ranged from 91% to 952, In the “fai) category" for these
tests the percent agreement was mwch lower (ranging from 155 to 41%) due to
the fact that most of the children who fail these tests the first time pass
the second. Corresponding {figures for agreecient between retester and observer
are cansiderably higher, but low agreement in the "fail catewory® for one
test, line walk, indicated some scoring problems for that test.

I.C.1



For the four fine motor tests, percent agreenent for test-retest in the
pass category ranged fvom 921 to 97%. However, percent agreement in the fail
category ranged from 12% to 61%, Retest-observer agreenent was very high for
all the fine motor tests (above 90%) with the exception of bead stringing,
where the agreement for the fail category was 67%.

For the overall behavior rating on the four year esxamination, agreement
was extremely Jow between test and vetesi for the “suspect™ category (62) and
moderately low betwee: retest and observer for this category {31%). Most of
the children rated as suspect in behavior the first time were rated as norma!
the second time. A similar pattern kolds for the overall test impression
ratings with agreement of 212 and 42, respgctively, for the suspect rategory,

Similar test-retest examinations wer: conducted for the seven year
psycholagical test battery. Here a tutal of 418 subjects were retested.
Test-retest correlaticns showed satisfactory veliability for all tests except
one (Tactile Finger Recognition). Retest-observer correlations showed
excellent agreement.

In the seven-year battery, test-retest correlations for the full scale
WISC IQ was 0.86, the WISC verbal and performance 1Q correlations being 0,83
and 0.74 vespectively. Arranged in descending avdar, othew test-retest
correlations were 0.92 tor the reading subtest of the Hide Range Achievement
Test, 0.86 for the spetling subtest and 0.80 for the arithmetic subtest 0,84
for the Auditory-VYocal Association test, 0.68 for the Xeppitz error score on
the Bender-Gestalt Test, 0.64 on the Goodencugh-Harris Draw-A-Person Test
standard icore and 0.38 aon the Tactile Finger Recogniticn Test.

for the overalil behavior rating 2t seven years, none of the chi'dren
sampled were rated as abnormal, though some were rated as suspect. Of thcse
testing as normal, 94% remained in the normal category at retest, but only 293
of the children in the suspect category remained there. Agreement between
retest and ouserver in the suspect behavigr category was 50%.

for the overall test impression on the seven year psycholcgy examination,
54: c¢f the normals remained so classified at retest. Of the abnormals, 58¢
rerained in the abrormal category. OF the suspects, 43% remaired in that
classification. Agreement was higher between retest and observer,

The data from the psychology inter-Instituticnal Guality Certrol Trials
indicate quite close agreement between cbservers when standard instruments are
used for evaluation. For the overall tehavior rating and overall test
tmpression, Nowever, more variation between chservers was ngted. Although
agreencnt was high on the categorization of the ncrmal children, tnere was
considerable variation for children thought by the initial examiner to be in
the “suspect” category. “

SPEECH, LANGUAGE AND HEARING TESTS

The reliability of the speech, lanquage and hearing examinations is
reported by Lassman et ai. (1980). For the three year speech, language and
hearing examinations, three standardization and training workshaps were held
for the examiners, emphasizing uniformity in  test admin  (ration and

- 1.C.2



objectivity in scoring. Instructions to the children had to be memorized, At

the first wiorksnop, the test manual was reviewed . item by item and ‘standard
procedures were demonstrated and discussed, using three-year-0ld subjects.
The second worksiiop focused on appropriateness of .facilities and equipment,

‘Jugistics and operational problems, “Adequacy of examivation® was considerad,

aiong with review of scoring criteria for -less than “\ly cooperative
children. The third workshop was aimed at newer examiners, many of whom had
not attended the previous workshops. Demonstrations of iest administration

were held and considerable attention was given to scoring ctandards. At all .

workshops, the necessity of maintaining standard procedures was emphasized,

Both intramurai and extramural guality control ‘prncedures‘ were

instituted. An extramural quality control program was fnstituted that
invoived visits of representatives between institutions. The speecin, Tanguage
and hearing examination was adninistered by & visiting examiner and the
vesults compared with those obtained earlier by the local examiner. Testing
techniques were discussed and standard procegures were enphasized.
Reliability was checked within institutions by retesting a randomly selected
sample of 55 of the children within a mcnth of the first examinatign. The
results were 5o similar that this progvam was terminated after three months.

The eight-year examinatica was expected to be more reliable than the
three-year examination begause of the older ace grous and the use of standard

measuiing instruments. A standardization and training conferance for all.

examiners and supervisors included an item-by-item roview of the eight=yoar
exam, rovering the rationale, the specific intent of the test items, proper
administration, and uniform test procedures and scoring. The test was
demonstrated with eight-year-old subjects, and scoring criteria were evaluated
by aeans of group scoring of the demonstrated tests.

Interexaminer and interinstitetional variability was examined by Dr. Paul
LaBenz (PRB, NINCDS), who studied the results obtdined by 12 examiners (six
pairs) at six institutions. Thirty subjects per examiner were randomly
selfected from a pool of 1148 children. Analysis of variances tests were
carried out on performence gn auditory discrimination, vocabulary, reading and
articulation tests. On all four subtests, the variance contributed by
examiners was not sigrificant, but significent differences did exist batween
institutions,

Guality control studies between institutions were conducted for the eight
year speech, language and hearing examination in the same wWay as was described
earlier for the three year exam, Children were retested by visiting exaniners
within a month or two of their initial testing by a local examiner. Three
times each year a small sample of children was randomly selected and recalled
for reexamination. £Each child recalled was examined and scored by the
visiting examiner, with the original examiner scoring the new test as an
observer. All retesting and cbserving was done without refersnce to the
original test.

A sample of 110 children with test-retest scores on the three-year

examination was studied, as was a sample of 325 for the eight-year exam.  The
results were categorized into three sets of tables:

1.C.3



1. Test/Retest - comparison of the score cf the original examiner
- with the “~ore of the visiting examiner, . J

2. ‘Rétestlﬂbserver - Comparison of the score of the visiting
exdminer with the second score of the original examiner.

3. Test/Observer - Comparison of the first score of the originai
examiner With his second score, . "

Examiner differences were considered to be a source of variability in the
testing situation and in the scores. Designers of the study thought that with
& large group of examiners, any differences would be averaged out in data
analysis (Lassman et al., 1980); for this reason, they decided not to discard
data from any of the examiners. The interested reader is raferred to Lagsman
et al. (198BC) for a discussion of the role of interinstituticnal and
interexaminer agreement in “he seleczion of speech, language and hearing
variables for analysis. - c ‘

SEVEN YEAR PEDEATRIC-NEUROLOGICAL EXARINATION

An interinstitutional quality control exchange prugram was estabiished in
1966 to “measure and increase the degree of reproducibiiity of data" as
collected by the collaborating inctitutions, Theas quality control rial
serigs were scheduled for each year; each institution was to participate in
each trial series as éither “host® or “visitor." TYhe seven-vaar axaminations
were begun in 1966 and as they progressed, each host institution was asked. to
provide to the Perinatal Research Branch a list of all children who received a
seven-year pediatric-neurologic examination (PED-76) during a two-month
interval before the trial. Aiso, all children seen in the previous two months
with abnormalities marked on the “impression® item of the excminations were
Tisted, From these 1lists, Perinatal Research Branch personnel randomly
selected 11 children (the nusber that could be examined Md discussed in a two
¢ay session) to be vetested. :

The retesting procedure was as follgws. Each of the 1i patients recalled
for reurological examinaticn was seen by a physician from the visiting
institution. No medical information was provided in this settwng, The
original ewaminer was present as en observer at the re-examination; no
communication was permitted detween the two physicians., Following each retest
using the PED-76, a discussion was held invoiving the original tester, the
visitor, and a Perinatal Research cranch representative trained to assist in
assessing and interpreting the differences occurring in examination methods
and findings, and pointing out incorrect examination techniques. Each child
was retained for possible re-examination while the PED-76 protocols ware
compared. Controversia) clinical findings were retested, but protocols
were not changed. Copies of all exam forms were collected, and the
differences itemized on a special form for later tabulation,

On the sixth round (series) of trials, a similar program was set up for
repeating the visual screening exams (usually done by nurses) and maternal
interval histories (usually done by lay interviewers) on the same chiidren
recalled for the PED-76 re-examination. In the early set of rounds, the
children recalled were picked vandomly and included a large rumber of
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“normals.” As the program progressed, an effort was mide to choose mostly
neurolagically suspicious or abno

3 few normals each time.

The quality contro} trials were supervised by physicians from the
Perinatal Research Branch, who cellected the exaws, listed the differences,

and then classified ecch item difference on the exams according to a schese,

For each general exsmination item (PED-76 items 11 through 115):
A. No difference existed, the examiners' report for this item was |
the same or within defined limits. or the difference was only
~because of an acute condition, which was expected to resolve
itself, o : '

B. A difference was reported, but it was considered to be within
the realm of acceptable variation and not statistically
significant, : ’ ‘

C. Mo significant difference, yet the finding wes indicated in
the diagnostic impression.

D. Differences were observed that were important for the item,
but these did not lead to diffarancac. in the diagagcstic
impressions. \

E. Differences were observed in tie item and these diffarences
led to differences in the diagnostic impression.

Similarly, labels were attached to the differences in diagnostic impressiuns
using the following schese {PED-76 items 118-120):

F. Ko difference exiuted.

6. Findings andfor thoir interpretation have led to a minor
differance within the impression.

H. Findings and/or their interpretation have led to a major
difference within the impression.

The eye re-examinations were checked for differences in visual acuity,
proper referral (for further testing by an ophthaimolagist), for significant
deficiency in visval acuity, excessive far-sightedness, rwscle balance, color
vision, and proper referral for non-visual acuity abnormality. The findings
yene'regorded and tabuiated. Errors were pointed out to t4e visual screeners
involved,

The interval history forms were compared for differences in illness and
conditions reported and medical ' orvice referrals. The differences were
tabulated. Errors were pointed cut to the interviewers.

The results of each series of trials were tabulated item by item (after
coding for climical significance). A susmary of these findings was sent to
each project director, along with a report from the pediatric editing section

rmal children, but care was taken tg include



(which did a quarteriy tabulation of all errors and omissions discovered on
all PED-76 and PED-7% examinations processed during that querter at the
Perinatal Research Branch). : .

The following discussion is restricted to differences in classification
on item 118, “Neur.logical Abnormalities.®  One thousand forty-five
re-examinations were conducted. Of these, 563 retests were designated as
falling into category F above, 424 as G, and 58 as H. This ilast group
represents the numbes that were considered to represent major differences in
neurological fapression - 5.5%. A review of the 58 individual cases by the
Pediatric Neurology Staff at the Perinatal Research Branch found tnat the
disparate cases couid be grouped into the following cateqories:

Ophthaliological Differences 19
Mental Dullness by
Behavior Disturbance or Hyperactivity 4
Minor Neurologital Differences 16
Major Keurological Differences !
%issing Ixam \ |

The eye differences were eupiained by the fact that many gcular problenms
are either transient or very subtie in nature. The menta) illiass differences
were non-specific in nature,.and tc 3 lerge eutent were based on differences
in populations of study childven. The differences of behavior and mipgr
neurological differences were not considered to be of major significance in
this sort of test-retest situation. Thaq left four cases out of 1045 that
were considered to indicate a significant level of error n mjor neurclogical
differences (0.38% of total sample). The dats support the conclusion that few
serious neurologically related events were missed by the interviewers.
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