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Minutes of the November 16, 1984 meeting of the Science Panel of the Agent Orange Working Group

The Science Panel of the AOWG met in room 729G of the Hubert Humphrey bullding at 9:30 AM on November 16, 1984,
Attendess were as listed on the sttached attendence sheet and several items were discussed as follows:

1

2)

3N

)

Exposure Opportunity Index. An index to characterize the likellhood that an opportunity for exposure to

Kgent Orange cocurred to Individusl veterans while in Vietnam has been developed by CDC and the Joint

Services Environmental Support Group. Such an index was used in the CDC Birth Defects Study and will be used in other
upcoming epidemiological studies of Vietram veterans, The Science Panel will review the procedures em-

ploved for this index during a meeting to be held at the offices of the Joint Services Environmental Suppoert Group,
room 210, 1730 K 5t. N.¥W. , Wash,, DC., on November 29, 1984, A brief write-up of the developement of

these procedures was handed cut as a preliminary to the next meeting and is included as a part of these

minutes at Attachment A- Alternate Hethods for Assigning Agent Orange Exposure Status to Vietnam veterans,

Reaults of the Pilot Test of the Vietnam Experience Study. An 'Interim Report' dated November 9, 1984, was
prepared by CDC Agent Orange Projecis stalfl and malled Lo members of the Sclence Panel prior to the Kovewmber

16 meeting. A copy of this report is included with these minutes at Attachment B and was discussed at length
during the meeting. As can be seen in the report, there was little reason for concern over the locatabllity of
identified Vietnam Era veterans nor their willingness to participate in the study, The pllot test yielded response
rates well over those which had been antlicipated. Proposed modifications to the questionaire were discussed

to the satisfaction of the Science Panel.

During the discusaion of the questionaire, 1t was pointed out that currently there 1s no provision for

verifying, from medical records, any of the health information obtained at interview. A difference in the rate of
self-reported adverse health conditions can be difficult or impossible to interpret where there is a potentlial for
biased reporting between study groups. This is partiocularly true for reproductive ocutcomes reported by men.

Recent experience with the results of the Alr Force Project Ranch Hand II Morbildity Study Basellne Results should
{llustrate this, even with reproductive data reported by wives. The prospect of obtaining medical verification for
all health and reproductive outcomes is a formidable task, even when appropriate information is obtained during
the interview phase. For some outcomes ¢f intereat such as Birth Defects, restricting verification to particlipants
in the examination phase may not provide sufficlent atatistical power,

On the other hand, it 1s feared that not collecting information on such outcomesa may render the study

unacceptable to some interested parties, particularly the Congress. At any rate, members of the Sclence Panel

feel that some provision for the analysis, presentation and interpretation of aelf-reported health and reproductive
outcome data must be developed before the study is too far underway. In the interest of not causing undo delay in
the progress of the study, the Science Panel recommends that the data collection phase of the Vietnam Experience
Study proceed as it {s currently scheduled, and that the CDC Project Agent Orange Staff prepare plans for the
sclentific utilization of self-reported health data, including reproductive outoome dats collected during the
interview phase.

Female Vietnam Veterans Health Study. Members of the Science Panel were provided with a memorandum dated November 13,
1980 from the Director, CPC to Dr. Erandt regarding a 'Possible Study of Female Vietnam Veterans'. A copy of this memo
13 included with these minutes at Attachment C, The memo basically reiterates and acknowledges the concerns already
expreased by the Science Panel in our report to the AOWG., Dr. McConnell pointed out that previous scientific
information suggests that females are far more susceptible to chemical insult to the reproductive asystem and that

any serlous attempt to measure adverse reproductive effects due to pesticide exposure should focus on exposed women.
Dr. Lipnick reported that so far it appears that none of the female veterans who served in Vietnam would be regarded
a3 having been exposed to Agent Orange or other herblcide according to the available records., The Science Panel feels
that a study of female Vietnam veterans must be regarded as a Vietnam Experience study and a decision to study this group
should be based on needs other than s further understanding of the possible adverse health effects from exposure to
herblcides and their contaminents,

VA Twin Study. A request from Dr. Houk to ask about the currsnt status of the Twin Study reveals Lhat the study has not
yet been totally abandoned. It appears that the Science Panel may be asked to review the Examination Phase Protocol
before a final decision 13 made. Members of the Science Panel will be kept informed,

The 3cience Panel meeting adjourned at 12:40 PM on Hovember 16, 1984.
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Atlobmat

‘Alternate Methods for Assigning Agent Orange Exposure Status

to Vietnam Veterans

Some time ago the Joint Services Environmental Support Group (then the Army
Agent Orange Task Force (AADTF) began to develop methods to estimate potential
exposure to Agent Orange among Vietnam veterans. The method to be used in the
proposed Agent Orange Morbidity and Mortality Studies currently underway by CDC
involves detailed day-by-day tracking of both military units and individuals
while in Vietnam. Amassing the information necessary to do this requires con-
siderable effort and yields simultaneous information on all of the members of a
given military unit. The method is thus suitable for identifying cohorts, but
is extremely inefficient for determining potential exposures of individuals
selected by other means. Furthermore, the necessary records apparentiy do not
exist for many units in Vietnam, particularly non-Army units, and is the major

reason why the CDC Epidemiological studies are confined to veterans of the Army.

In order to obtain some information on the possible exposure to Agent Orange of
veterans identified through other sources, an alternative method was proposed by
the AAOTF. This method was generated by a desire to assign some exposure status
to Vietnam veterans identified during the COC Birth Defects Study, but was also
considered apposite for other studies as well. The alternative method begins
with the identification of the unit or units to which a given veteran was
assigned and then obtains the quarterly reports of the unit or units during the
time that the veteran was assumed to be present. The quarterly reports contain
information on the place that the unit operated in or from during the quarter,
and some indication of specific actions (along with their locational grid coor-

dinates ) which occurred during the quarter. These are then matched up with

L



known herbicide applications from the HERBS and Services HERBS tapes. In addi-
tion, the military occupational specialty of the veteran is considered in esti-
mating the probability that he may have been exposed to Agent Orange during the

apptication or incident in question.

The alternative method does not provide an estimate of the extent of possible
exposure to Agent Orange. It was intended to provide an estimate of the likeli-
hood that an individual veteran could have been exposed at all, and for this
reason was called an Exposure Opportunity Index. “Exposed at all* essentially
meant that the veteran had been within 2 kilometers within 3 days of an Agent
Orange application or dump, or had handled, applied or cleaned up herbicide
while in Vietnam. The value assigned to each veteran reflects the likeli-

hood that he had had an opportunity for at Jeast one such exposure.
Unfortunately, it is easy to mistakingly interpret higher values of the Index as
greater exposures and inadvertently ascribe a dose response capability to the

Index.

Another issue which must be considered when interpreting results based on use of
the Exposure Opportunity Index is the potential for confounding with other
important attributes of the Vietnam experience. In particular, more oppor-
tunities for exposure to Ranch Hand spray applications were likely to oéﬁur among
the most mobile troops, and mobility of the occupational specialty is quite
appropriately considered in assigning an estimate of the opportunity for expo-
sure. Unfortunately, the more mobile tfoops were also more likely to have been
exposed to combat, and thus combat experience can easily be confounded with the
opportunity for exposure to Agent Orange afforded by entering a Ranch Hand

mission spray area.



The majo; reasons for reviewing current and proposed procedures for assigning an
Exposure Opportunity Index are to evaluate previous results and assist the Joint
Services Support Group in formulating the use of the Index for upcoming studies.
In particular, the Veteran's Administration Mortality Study and the Soft

Tissue Sarcoma Studies of CDC and the VA-AFIP are due to begin this assessment in
the near future. Included with this description of the alternate method for
assigning exposure opportunity indices are a current DRAFT of the two leve!l

index under consideration by the support group and a short descripton of the

indices as utilized in the recently completed CDC Birth Defects Study.
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ATTACHMENT ™“0O*

AGENT ORANGE EXPOSURE CRITERIA
For Use With )
The Alternative Exposure Methodology

Exposure Opportunity Extremely Likely:

A,

B.

c.
D.

E.
F.

U.S. Army Chemical unit personnel and Army Aviation
personnel involved in herbicide spray operations

All personnel who were within 2 kilometers or less
distance from a Ranch Hand Agent Orange Herbicide mission
track including aborted Agent Orange dumps within a 72
hour period immediately after the spraying or dump.

Documented ground handler of herbicide drums.

All personnel who worked on Ranch Hand herbicide leaks
(e.g. base civil engineer personnel) and herbicide leak
clean up operations.

U.S. Air Force Ranch Hand personnel

All personnel who were within 2 kilometers or less
distance from either a helicopter and/or perimeter/ground
spraying of Agent Orange and within a 72 hour period
immediately after the spraying.

Exposure Opportunity Extremely Unlikely:

A.

c.

Personnel operating offshore and the ship does not have
its home port in Vietnam (does not include riverine
personnel).

Marine Corps, Navy, Air Force pilots and crewmembers
(Non=-Ranch Handers) who were not based in Vietnam.

All other personnel’ located or operating beyond a 2
kilometer distance of a Ranch Hand spray mission track or
aborted Agent Orange dump within the 72 hour period after
the spraying or dump or at a later time.

All personnel who were located or operating beyond a 2
kilometer distance from either a helicopter and/or
perimeter/ground spraying of Agent Orange within the 72

hour period following the spraying or at a later time.

DRAFT



An Opportunity for Exposure Index (OEI) as Used in the COC
Birth Defects Study

The COC Birth Defects Study results include regression coefficients for each of
the birth defect categories against two indices of opportunity for exposure to
Agent Orange. oth of the indices were derived by considering the likelihood
that a veteran with a particular jJob assignment during a particular time at a
particular place in Vietnam would have had an opportunity for at least some
exposure to Agent Orange. The job assignment and the time and place of service
were included in the telephone interview as well as in the personnel record
files in St. Louis, MO. Index number one was based on the information contained
in the personnel records. Index number two was based on information obtained
during the interview. Any differences in the assigned values of the two indices
for a particular veteran are generated by differences in the ascribed job, place
and/or time of service in Vietnam according to the two data sources. The number
of cases and controls with an assigned value for index number two is about 10%
greater than for Index number one. As a result of the failure to locate person-
nel folders for some veterans before the end of the study. Which of the two

indices is the more accurate has not been resolved.



Table 5. Examples of Agent Orange Exposure Opportunity Index Scores?®

in e p—

index Score = 1 iminimum opportunities for exposures)

l 1. Service in sslected locstions at specific tmes
{any job description except handling Agent Orangs)
a.g. Csm Ranh Bay (B86)

PR

[ Qui Nhon (68-69)
: Nha Trang {(67-68)
i 2. Non-Ranch Hand pitots and sircrew (86-67)

. 3. Specitied Controlied Environments
, ¢.g.. battalion surgeon {68}

' index Score = 2
. 1. Service in selected locations st specific times
l eg., GialLe (69-70)

Phan Rang (other than 9-12/69,3-9/70)
Qui Nhon (68-69)
2. Selected noninfantry occupations at specified places snd times
e.g.. company clerk — Duc Pho {88-69)
radio repairman — Chu Lai (66-87)
| truck driver — Cu Lam Nam (68)
' 3. Noeninfantry stationed at selected bases with perimetet spraying
0.g., wireman — Chu Lsi (68-69)

index Scorea = 3

1. Service at bases with perimeter spray operations, specified times
e.g. Chulail68-69) — Camp Eagle I68-69)
LZ English (67-88)
2. Sslected noninfantry occupations at specified locations and times
e.g.. salvage speciaiist — Danang {69-70}
M.P. -~ Danang (68-69)
whaeled vehicle mechanic — Long Binh (§8-87)

index Score = 4

1. Infantry. combat arms at specified locstions and times
eg. AnKhe (66-67)
Tem Ky (67-68)
Tay Minh (68-70)
: 2. Seiected noninfantry at specified locations and times
¢.g., Helicopter pilot — Cu Chi (86-67)
MP. — Long Binh {67-68) -
3. Advisors of Army, Republic of Vietnam Divisions (68-69)
4. Specisl Forces Camps (field personnel)
e.g. Nha Trang (69-70)

index Score = § {most numerous opportunities for exposurel

1. Infantry/combat arms at specified locations and times
e.g.. A Shau Valtey (89)
Tay Ninh (88)
Phuoc Vinh {87)
2. Service at specified locations and times with aborted Ranch Hand missions
or othar herbicide mishaps
¢.g.. Bien Hoa AFB (7/67,11/68)
Long Binh Post (67-69)
Phu Cat AFB (69-70)

*See text for description.
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Attechment 3

EPIDEMIOLOGYIC STUDIES OF THE HEALTH OF VIETNAM VETERANS

CENTERS FOR DISEASE CONTROL
Agent Orange Projects
Chronic Diseases Division
Center for Environmental Health

Vietnam Experience Study

INTERIM REPORT
November 9, 1984

CONTENTS :
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I. INTRODUCTION

One year ago the Centers for Disease Control (CDC) published the approved

protocol for the Epidemiologic Study of the Health of Vietnam Veterans.

Since then the Agent Orange Projects (AOP) staff at COC and officials of
collaborating government agencies have made considerable progress in
implementing the study protocol.

Several contracts have already been negotiated and signed for data
collection activities., Solicitation and evaluation of proposals fpr
several additional contracts have now bee¢n completed, and these contracts

will be awarded within the next several months.

CDC has developed the operational methods and logistic systems necessary
to conduct such a large study. The interview instrument (questionnaire)
was developed based on consultations with appropriate experts, then

refined and programmed on a Computer Assisted Telaphone Interviewing

{CATI) system.

Finally, a “pilot" test of the interview methods was conducted. As
described in the protocol, the “pilot" study was the final process of
assessing participation rates and the study instruments just before the
start of the main cohort ?tudy. The pilot test indicated that the
military record review, tracing, and interviewing methods to be used in

the main study are successful.
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The timing of this interim report was influenced by a request from the
Office of Managament and Budget (OMB) that AOWG review the pilot test and
resultant modifications to the questionnaire to determine if the Vietnam
Experience Study should proceed on schedule in January. CDC believes
that the feasibility of the Vietnam Experience Study has been established
by the pilot test and a series of pretests conducted earlier. Agent
Orange Projects staff are prepared to begin the main study interviews for
the qietnam Experience Study in January 1985. Only relatively minor
changes in the methods and gquestionnaire used in the pilot test will be

necessary,

It should be emphasized that, at this time, CDC is only seeking
concurrencae to proceed with the main phase of the Uiotném Experience
Study. Although the Agent Orange Study uses many of the same methods as
the Vietnam Experience Study, it also regquires the additional step of
estimating the likelihood of exposure to Agent Orange. Moreover,
sampling-methods to identify study participants are more complicated in
the Agent Orange Study than in the Vietnam Experience Study. Pretests of
methods spacific to the Agent Orange Study continue and will be reported
to AOWG in early 1985, prior to beginning the main phase of the Agent

Orange Study.

*
-

This raport presents results of the pilot study of the questionnaire and
vateran tracing and participation, a brief update on operational methods
of the Vietnam Experience Study, and CDC's plans for initiating the main

Vietnam Experience Study in January 1985,
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II. PILOT TEST AND QUESTIONNAIRE MODIFICATIONS

On August 1, tho_Contars for Disease Control (CDC) awarded Research
Triangle Institute (RTI) of Research Triangle Park, North Carolina, a
contract to locate and interview five groups (cohorts) of Vietnam-era
Army veterans as part of the overall Agent Crange Projects activity. The
contract called for a pilot study of tracing methods and questionnaire
administration on a random sample of 300 Vietnam—era veterans to be
conducted betwaen August 1 and December 31. The 300 veterans were

identified by the U.S5. Army & Joint Services Environmental Support Group

(ESG).

The process of tracing veterans, i.ae., locating a current address and
phone nuﬁber. began on August 20 following thres weeks of preparatory
work. After extensive training of the interviewers, tqlephone
interviewing began on Septambaer 26. ﬂll'tracing afforts for tha pilot
test, as well as computer assisted telephone interviewing (CATI), were
cut off on October 28 to allow time for coding, editing, and otheg

*“clean-up" activities.

Table 1

STATUS OF PRE-TEST GROUP (AS OF 10-28-84)

Total 300
) Completed interview 249
Unable to locate 25
Unable to contact , 18
Initial refusals ' 7

Final refusals i
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As of October 28, 249 of the 300 veterans had been located and
interviewed. This amounts to a 83% location/interview rate. This
overall success rate is quite remarkable in a study of this nature and
far surpassas CDC's goal of 70% for the pilot study. Table 1 shows a
breakdown of the current status of the 300 veterans. From these figures,
a location succaess rate can be calculated as 275/300 or 92 percent. This
level may understate the rate expected in the main study since only 2
months was available for tracing activities in the pilot phase whereas up

to 10 months will be available in the main study.

The participation rate among those contacted was 249/2%7 or 97 parcent,
This cooper;tion on the part of Vietnam—era veterans, indicates that,
once veterans are locafed and contacted, an extremely high level of
interview completion can be expected. The participation rate in the

pilot test far exceeds that found in general population health surveys.

Contractors' interviewers have confirmed the positive reaction of
veterans asked to participate. As rated by these interviewers,
respondent cooperation was "good" or “very good" in 97 percent of the
interviews., It should be noted that the interviewers are experienced in

conducting health surveys.

The averdge duration of the first 219 interviews was 35 minutes; only 7
lasted 1 hour or more. These data indicate that the pilot study
questionnaire is of an accaeptable length and time considerations need not

dictate changes for the main study.
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RTI has delivered all data collected from the first 193 interviews to
CDC. Of these, 159 (82 percent) veterans said they had received the
introductory letter and Fact Sheet from CDC Director, Dr, Jamas O.
Mason. Veterans who had not received this material were read a summary
including the elements of informed consent before proceeding with the

interview.

There was no sign of systematic refusal to answer sections of the
questionnaire dealing with "sensitive" topics such as income, alcchol
consumption, illicit drug use, combat exposure, and various psychological
expariences. MNotably, there were only two refusals on income and pnly

ong on use of i{llicit drugs.

In response to concerns of the CDC Iﬁstitutional Raeview Board, RTI
interviewers were trained to note any signs of distress in respondents
following the questions on combat exposure and psychological
expariences. Of 97 Vietnam veterans who were asked the combat questions,
only 7 were judged to have shown any sign of distress during this
section. The effacts of tha psychological questions were recorded in
only 81 of the 193 interviews due to a temporary malfunction of the CATI
system early in the pilot test. Interviewers noted that aight of thaese
81 veterans revealed signs of distress. These figures should be
interprefed cautiously since interviqwers may have been overly sensitive
to this issue in the pilot study and erred on the side of overreporting

signs of distrass,

-
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In response to a requirement by OMB regarding the format of the
Psychological section, CDC made these questions fit the model used in the
Veterans Administrations Vigtnam—era Twins Study (VETS). This format
saemed to work well in the pre-test except for soma respondent confusion

regarding subtle differences in meaning among some of the questions.

Overall, the questionnaire and its implementation on the CATI system at
RTI were very successful during the pilot phase. The questionnaire was
of appropriate duration for a telopho;e intarview and was well accepted
by veterans being interviewed. The CATI system contributed to the
interviaewers' efficient administration of the instrument and permitted
immediate détection and correction of inconsistent or questionable
responses. Daspite the size and complexity of the questionnaire, only
one problem in the CATI program occurred. As mentioned above, the
interviewer's assassment of respondent distress in the psychological
section was not recorded for the first 81 interviews. This error was

quickly corracted and no other problems with the CATI system arose.

For the study beginning in January, only minor changes will be made from
the instrument version used in the pilot (Attachment A). The
modifications are based on advice from interviewers who administered it
and from analysis of veterans' responses during the first 195
interviews. A few questions hava been deleted after being deemed
unproductive. The most significant change is the restructuring of

several sections to improve efficiency and comprehensibility.
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III. STUDY OPERATIONS

The success of the pilot test is obviously extremely encouraging. By
itself, however, a successful pilot test with 300 participants does not
necessarily ensure success in the main study involving over 17,000
eligible veterans and at least 12,000 interviews in a one year time
period. When the main interview phase of the Vietmam Experience
component begins, CDC will monthly receive large amounts of data related
to paﬁticipating veterans from seven government agencies and numerous

private contractors.

The obstaclgs to identifying, locating, and interviewing the thousands of
veterans selected for the Vietnam Experience Study are formidable and
could not be overcome without the excellent cooperation of a number‘of
Federal agencies, particularly ESG, National Parsonnel Records Centaer
(NPRC), Resaerve Components Personnel and Administration Center (RCPAC),
the Internal Revanue Service (IRS), Social Security Administration (SSA),
National-Canter for Health Statistics (NCHS), data management components
of the Vetaerans Administration, and the National Institutae of
Occupational Safety and Health (NIOSH). With the cooperation of these
agencies the CDC Agent Orange Projects staff has dauéloped and
implementad the procedures described below to ensure that these data flow
efficiently throughout the Vietnam Experience component of the
investigation. Many of these procedures are well underway which will

parmit the main study interviews to begin on schedule.
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For this study component 14 independent random samples, each with
approximately 3,500 veterans, were selected from tapes supplied by the
National Personnel Records Center. The tapes include the “universe” of
all discharged Vietnam—-ara veterans whose records are stored at NPRC,
Each monthly sample flows through the record abstraction, locating, and

interviewing systems as an independent entity.

Labeled data collection forms are printed by COC and sent to NPRC, RCPAC,
and ESG. The records are collected by NPRC and forwarded to RCPAC.

RCPAC does initial disqualification of the veterans on the basis of rank,
period of saervice, number of tours, and so on, as spelled out in the
protocol. Records of qualified veterans are sent to ESG, which abstracts
information on qualified veterans and forwards the abstract forms to CDC
for keypunching'and editing. A "data flow diagram" for this

qualification process is shown in Attachment B.

To find current locating information for qualified veterans, their names
and social security numbers are sent to the IRS, SSA, the Veterans
fAdministration's Beneficiaries Identification and Records Locating
Sub-System (VA-BIRLS) and Home of Veterans Record Center (VA-Hines), and
NCHS's National Death Index (NDI). IRS and VA-Hines provide recent
address information; SSA, NDI, and VA-BIRLS provide vital status data

o

(Attachmént C).

Name and most recent known address information for qualified living
veterans will be sent to our interview contractors in monthly lists of

1,433 veterans (Attachment D). After the interview, location information
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for a random sample of those who have been interviewed will be sent to
the contractor responsible for conducting the medical examinations for
use in contacting veterans to be asked to participate in this clinical

examination phase.

The current status of veteran identification and location efforts that
have been conducted in preparation for the main phase of the Vietnam
Experience Study are shown in Table 2. As shown, we have a "head stért“
on information needed by the interviewing contracter in January, due
largel; to the excellent cooperation of all participating agencies. Both
the data in Table 2 itself, as well as the existence of effective
cooperative méchanisms evidenced by that data, lead CDC to believe that
logistic problems will not impede the timely completion of the Vietnam

Experience Study.

Table 2

VIETNAM EXPERIENCE STUDY

Veteran Identification and Location
Status on November 9, 1984

Task Current Total Number Required per Month
Records Raeviewed--RCPAC 23,947 3,500
Veterans Qualified--ESG 9,084 1,433
Vital Status Detarmination

NDI . 8,602 1,433

$S4A 5,723 1,433

VA-BIRLS- 8,602 . 1,433
Racent Address Information >

IRS 7,166 1,433

VA-Hines 7,166 1,433
Total Ready for Interview 7,166 1,433

Contractor
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Iv.

PILOT STUDY - MAIN STUDY TRANSITION

Main study interviews for the Vietnam Experience Study are scheduled to
begin on January 1. To meet this milestone and keep the study on
schedule, the questionnaire must be in final form by December 1, RTI, our
Interview Contractor, will implement the revised questionnaire on the CATI
system and train interviewers on the new system in December. The finql
IRB approvals will also be obtained during that month, OMB has requested
AOWG rgyiew of the pilot results and questionnaire modifications prior to

implementing the main study interviews.

Based on the §uccess of the pilot study and the implementation of the
necessary procedures for the main study, CDC is confident that the Vietnam
Experience component can be conduéted successfully. With AOWG concurrence
and OMB final approval, COC will begin the main study interviews on
schedule in January 1985. CDC will also send this interim report to OTA

to assist that office in its monitoring function.

The clinical examination component of the Vietnam Experience Study
consists of well tested clinical methods and laboratory technigques. The
chief purposes of a planned pilot test of that component are: 1)to assess
participation rates in the time consuming phase; 2)to ensure that the
complex obperational methods needed for the study run efficiently; and 3)to
determine the acceptability of study procedures- to the participating
veterans, If difficulties occur in any of these areas, CDC will certainly
consult with its raeview groups before proceeding with the main study
examinations. If no difficulties arise, CDC intends to proceed directly
with the main study clinical examinations, CDC will provide its review

qaroups with a report on the examination pilot test. if so romunaatad
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ATTACHMENT A — PROPOSED CHANGES TO QUESTIONNAIRE

Medical Section

To reduce the lavel of redundancy and respondent burden the following
changes will be made: (a) eliminating the details on doctor visits during
the past 3 months, and treatments ordered by a doctor, and (b) placing the
guestions on medications, limitations in actiuities; and hospital visits
after all questions dealing with specific diseases and conditions. Also,
some redundant questions on digestive system conditions will be

eliminated.

Pregnancy Section

This section will be reorganized along lines suggested by the interviewers
to reduce the time of administration and to structure the section more
simply. The same information will be collected in the reformatted
version. In addition, some new questions will be added dealing with early

childhood health problems and miscarriages.

Other Sections

a) The gquestions on herbicide exposure will be modified to obtain a
batter assessment of exposure from the veteran. Specifically, two
vague questions will be deleted and another will be reworded.

b) The saction dealing with hospitalizations and doctor visits in the
Army will be shifted to a later point in the questionmaire where it
will fit better.

¢) The order of the psychological questions will be changed to avoid
confusion among veterans, some of whom hava failed to note a subtle

distinction in meaning among certain questions.
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d) The following questions will be deleted:
i) Vocational training — minimal relevance to study
ii) Blood transfusions — minimal relevance to study
iii) Ever work in the making of herbicides (too rare an occurrence)
iv) Ever get malaria or rececive malaria treatment in Vietnam
(this information should be reported in military medical sectioen).
e) The combat exposure questions will be supplemented with questions_on
the fraquency of experiencing each of the five events.
f) The section on illicit drug use will be modified to simplify its

administration, but the same information will be collected.

L]

CDC:CEH:CDD: AOP: PLayde :dd
Documant No. SEC2-183

11/8/84
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Attachment B
Veteran Qualifications - Vietnam Experience Study
*
Data Flow Diagram
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*See key to flow diagram symbols in Attachment E.
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Attachment C
Veteran Tracing - Vietnam Experience Study
Data Flow Diagram*
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Attachment D
Interview and Analysis Data Management - VES
*
Data Flow Diagram
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Attachment E

KEY

Doto Flow ODicgrom (DFD) A picture of the flows of doto through o system
of any kind showing the exiernol entities which
ore sources or destinotions of doto, the processes
which transform dato, ond the pioces where the
dota are stored.

Data Store Any place in g systern where doto ore stored
between tronsoctions or between executions of
the system (includes files—manuo! ond machine—
readoble, doto boses, ond tobles). ’

Entity 1. External entity: o source or destination of dota
on o doto flow diogram.
2. Something obout which informaotion is stored in
o doto store, e.g. customer, employees,

Process A set of operations tronsforming duoto, -logically or
physically, occording to some process logic.

Identification — [ /1T N\ & i{dentification

D1 |DATA STORE ENTITY Oescription

PROCESS of function
L_ identification

Physicol
€ location

where
performed

AQP
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DEPARTMENT OF HEALTH & HUMAN SERVICES Publle Heelth Service
Centers fo¢ Disesm Control
WOV 19 g Memorandum
Director

Centars for Discsue Contrel

Possibls Btudy of FPamals Vistnam Veterans

Edwazd M. drandt, Jr., N.D.
Chair Mo Teaupote
Cabipet Council Agent Orange Worlkdiag Group

Thank You for the opportunlty to review and veapond to the Agent Ovange
Wotking Group Science Pansl's critique of the protocol outline for & study of
feansla Vistoar veteraoe. The Scisnce Pansl mentioosd two f{sausa which tbey
folt augt be carsfully considerad bafore proceeding furthar with development
of the study:

1) “the great potentisl fot confoundiug expoeures both duriag and efter
Vietnam to teratogenic agents other tharn harbicides and thair
contaminanes,” and

2) “what a study of fgmale vetersas will cootribute 12 the way of
scientific inforvatica which Le not slready being obtained from the
ougolng nale studies,”

CDC charee the Soience Punsl’s intereat iu having & remsarch plen which
addressae potentislly confounding exposures. In this ragard, it ims igportant
to coosider tha purpese of the study. As etated in the protocol outline, the
prepoded atudy is einilar so the Vietoam Bxperience Study of weo curractly
being cooducted, All the expoaurss uniqus to the Vietnsa savizomment, from
parasitic diseanss, to paychologicel etress, to waste soasthetic geses may
iafluence the health of the Vietnam vateran ecohort. Agent Ovange im only ocae
of many exposutes fncluded inm this axparissce.

for analyses of the affacts of Vietnam service io ganeral, axpesure to SECEsé
waote aossthetic gasen iv field hospitale in Vietnsm would vot be a confounder
of the sssnciation of Viatnan service with health outcomess Hather, the
ancathetic guees are dut oue of the many azposures thet are part of the
vietusw Experiwoce. On the cther haad, for analyses focusiog oo epecific
exposures eyperienced in Vistosm, such ss Agent Orange, waste anssthetic gae
sxposuts wight de & sonfoundsr. Such analysee would ba exzpected to contiel
for opsrating roos axperience in Vistnsw. Oscupaticaal axposutes, iucludiug
wagte anesthatic gaeed, enperisnced afcet wilitary service oight also be
potential confounding factors since they 2ould differ betwans the Vietnsn sud
non=Vietnam feudle veterans. Again, thees expesurss would be coosldeved in
the saalyats. .

To tespond to tha genersl concern about coanfounding, CDC wruld deal vith
poteatially confounding fectors iv this study with the same approach used i
the zecent Bivth Defects Study avd the ongoiug study of mals vetezsns.
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Detailed infermation would be gethered from personsl iuterviews sod tesord
reviewy abayt potential coufoundere, ¢.g., demographic, occupationsl, o other
risle faotars for disecsee that might occur with differing frequencieqd amoong
Vietnan and non-~¥ietnam veterans. In tha anelysis such factbors would be
dontrolled for, sliminating any cctual comfounding eflect of these verigbles.

The second concern of the Science Panel telated to the resaateh queatioas
voique to women that vould be addressed in tha proposed srudy, As stated
shovu, tha study ias prisscily designad to look at military gecvice in Vietasms,
in general, e¢ the msin axposute of faterest, rather than sstimetes of Agent
Oracga sxpoaurs. Two caveats ehould be asationed ragarding the scudy of Agaat
Qrange s3xposuce, per ss, in relatioo to the health of femsle Vietoan

vetetens: Pirat, becauss of the duties of most womsn Who garvad iu Vietoss,
their likelihood of empasure to Agent Ovangs may b lede than that of mals
Vietnam vetersnss Most women whe served in Vietnam ware staticuned et utlitary
hospitale or haadquarter uoits that wars ¢ soms distance fram the heaviest
Aganc COrange oprayings. Sscoud, if, aa speculated by scee ecientists, Ageat
Ovaunge residyes bacame ublquitous throughout Vietaam, femsle Vietnam vetmzans
pay have besa expossd throygh foad supplies, drinking water, etc. Howevar,
thezs types of agposures could not bs quaatified by relating the prozisity of

the woman's unite te ths Manch Racd epraylog wissicns or other applicatiocns of
Agent Grange.,

Thrae broad groups of heslth outcomas would ba studied in relation te Vietaaa
service| rveprodustive cutcoass, peychelogic outcomes, and genarsl heelth
outsomea for vhich vouen may experieunce differaat risks thea men.

Meproductive outcomss weuld include fertility, spontaneous abozsicos, and
congenitsl malfermations s wall ss disessen of femsla reproductive ozgscs.
Pregosacy outcouas of the women are of psrticular interest siace Datecasl
SXDOSULes are aore cogmonly assoclatad with edverse effacts chan pscacual
exposuzen, Diseasss of veproductive orgece may be related to the influsnee of
variaus stramaes asd fosulte to the delicsts hypothalamic-pituitary-gvarisn
axig: Also of note iz this regard, certain subclioicsl parasitic diseases,
such as nalarie acd amebissie, may becoze usnifess during the atress of
preguancy.

Peyshologic outcomas such se asxlaty, depression, sad Post Traumatic Btress
pleorder sad bebavioral outcomes such as subetance abuse and oriminal activity
asy axhidit different pattarus ic msle and fevale Viattas vetsrace. With a
large proportion of scute cars tutese sacng female Vietoasm vétersos, special
cousidaration vould be given to possible sttessful affecta eof caring for &
lacge volume of cogbat casualties. The peychosocisl cosponant of the femals
study 1s aleoc crueisl to the complete evaluation and igtetpratation of the
other ecliniecal dats to ba collected, spacificelly iu the determivation of
behavieTal OUtSOREs &1 & Csuse versus an gffect of physicel ead biochsmiesl
disordere (e:g. hapacitis, airchoeis, mseory disoxders).

Genaral health outcoees would iaclude & variety of conditicas of coungers to
fouala Vietosm veterans. These Outcotas ara similar to those being addresesd
in the ongoing atudy of aele vaterans. AS wis ths cage {n the etudy of male
veteorana, there ara fow mpecific hypothases based on previous scigsucific
studies. CDC believas that @ comptehensaive health interview and phyaieal
exapination would be nesded to address the vaterana' ¢oncarus thoroughly.
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The statigtical powsr of the proposed study for important haslth ocutcones
would be good. The interviaw phaee of the study is deeigned to detect
incrennes of about twofold in tha relative riska for health outcomas cccurring
with the frequeocy of 0.5% while the ansniunatien phase is desigoad to detect
twofold incresmess in conditiens that occur with a fregquensy of 1.5X ov greater
(powsr = 0,93, Alpha » 0,05, l=-tail), With that laval of etatisticsl peeer,
acst conditions that are of soficars to woman who ssrved is vistsam will be

sdequstely addreseed. Ouly veletively small inctedaes 1t uncomson conditicon
wouwld sascspe detection,

The intent of tha atudy which CDC wan eeked to propose is to address the
healch concerns of fewale Vietnaz vaterans comprashensively and with sufficient
statisticsl precisicn, That has detevmined the etudy design snd saample sise,
rather than any siungls rsssarch hypotheais,

We will be pleaaed to provide any further 1 tion you pesd.

o - watM

8 O, Masou, X.D¢, Dx.P.N.
siatant Burgecn Genetsl

Eote o Qapl Kejles!

Dr. Brandt gpked thet I send this to you to ses 4if it san B discussan gt

tha Soience Panal meeting on Fovembder 14 md reported to Lis B4fors the
ANG on Decembder 4.

The final letter will have sometling like ths following on the last
pacagraph;

“Tha oot of doing this study ip» esignificant. A decislou to do this
ressarch, in & warld of finite rssources, may oman tdat monay for othar
activitias may not De qvailable. We are teutral on the iesus of daoing
thip study. Howewer, if 4 decisiou ie pade to procesd, we are sonfidsat

that we can 40 & valid study wmoseptable to all gooupa Lf W are provided
the Néceasery resourcas.”

Y

Vetnon ¥, Houk, M.D.
Director
Ganter for Eavironmental Healtn
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