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DRAFT

Acting Diractor, Agent Orange Projecta
. Agent Orange Study Contract lssues

James O, Mason, M.D., Qr.P.H., Director, CDC

Through: Vernon N. Houk, M.D. M
Biractor, CEH

:gll.l.:

what options exist to resolve the impact on COC's contractors relatad to the
conduct of a validation study and continuaed delay in the decision concarning

the conduct of the Agent Orangs Study componant of CDC's Epidemiologic Studies
of the Health of Viatnam Veterans?

Background:

COC directad it3 health interviaw contractor, Rasaarch Triangle Imstitute
{RTI)., and the madical examimation contractor, Lovelace Madical Foundation

(LMF), to stop all werk related to the Agant Orange Study on January 15,
1986,

Current Status:

The health interview contractor has since baan maintained in a "state of
readiness” at a total cost of $395,000 for the five month period - January 13
through June 14, 1986. During these months the contractor has continuad to
work on tha remaining Vietnam Experisnce Study participant llsts. It will,

howaver, be necassary to inform RTI on Juna 1 about future work for the time
period baginning June 15.

LMF made a formal written reguest on March 27 for financial consideration
resulting from the lnability of the Governmant to provide Agent Orange

Exposura Study participants for madical examinations as required under the
tarms of the existing contract with COC. CDC has responded in writing on

May 8, 1986. WNagotiations are expucted to be held with the contractor in
Juna.

The following options reprasent possible alternatives to tha resolution of
issues involving the Agent Oranga Exposure Study,

NOTE: The size and scope of the madical examination comtract make delay
beyond July 1% axpensive. An added burden effecting any decision is the fact

that a substantial portion of the outlay will involve payment for
non—perfarmance by the contractars.
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rX 4
ontr tatus
Original
Contractor Contract Cost
RTI (Health Intarview) $ 7,506,000
Lovelace Medical Foundation (Medical Examinations) 3% 892,498
Total $43,357,498
’T1 Lovelacy
#pstimated Cost VES Study (40%) $3,001,370 $14,357,629 $17,358,959
Estimated Cost AQOS Study (80%) 4,503 830 21,534,863 $26,038, 499
Total $7,505,000 $35.892,498 443,397,498

MRTI contract awardad B8/84 — LMF contract awarded 2/85. If the Agent Oranga
Study ls not done the unit cost of the Vietnam Experience study sxaminstlons will
go up because the medical contractor (LMF) has amortized their Ffixad costs over a
minimum of 10,000 campleted examinations.
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OPTION 1: CDC WOULD MQDIFY THE HEALTH INTERVIEW {RESEARCH TR TITUT
R D THE MEDICAL EXAMINATION (LOVELAGE MEDICAL FOUND N

T0 CONDU A VA ATION STUDY, T TWQ TRACTS WOULD BE
TERMINATED AFTER THIS DATA 15 COLLECTED.

PRO:
Nona, except the possibility that this option might cost less than other

options if there is a long delay from the completion of data callectien for
the validation study to the decision on the ¢enduect of tha Agent Orange Study.

Con:

1. Current contractors will mot understand the leogic o® this approach.

2. There would be ne incentive for cutstanding performanca and tha contract
would tarminate regardless of the outcome of the validation study.

3. Current contractors would probsbly not be willing to participate in a

validation study if contract is tarminataed after their data collection
activities are complete,

4. An extensive procurement process (six to nine months) weuld be required to
salact contractors for the Agent Orsnge Study if it is conducted.

5, New pricing plans would be contained tn naw proposals and could ba
considarably higher than in current contracts,

6, Consistency of data collection methods for VES mnd AQS may not exist if

new contractors were selectad. Current contractors might not bid for a
new procurement,

Exparignce galned by eontractors in completing evar 15,000 {ntarviews and

4,000 madical exams could be lest if ADS is conducted by ditfarent
contractora.

NOTE: Option 1 requires the active participation of ESG in the gqualification
of participants to be includad in the validation study.
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Cost: Option 1

CCITT G3 »

2024723819 ; #26

(In providing cost estimatas an assumption has to be made about whan

tha contractors would start work. We have usaed Octobar 1,

1996 as

this data. Further delay bayond that date could cost up to $90,000
per month for RTL and up to $630,000 par manth for LMF,)

RTI

$315,000

1, State of Readiness from Jumne 15 to September 30
g $90,000 par manth
2. Payment for Interviews (600) in validation Study 120,000
Octobar ] - Dacamber 31 {estimated time period)
plus associated fixed coats
3. Negotiated Final Settlement Unknown
Subtotal: Estimated Known Costa $435,000
Plus Final Unknown Nagotiatad Settlemant
LMF
1. State of readinass July 15 — Saptember 30 $1,500,000
(estimated to be nagotiated)
2. 400 madical examinations @ $2,400 960,000
3. Negotiated final amount for termination o nknown
Subtotal -~ Estimate kmown costs $2,460,000
Plus Final Unknown Megotiatad Settlement
fdditional Costs: Laboratory CEH
1. Phasae I $ 120,000
The maximum astimated cost of Phase I i3 $120,000,
which would pay for the parformance of 60 TCDD
maasuramants in adipose tissuae mand 60 TCDD
measuraments in serum, @ $1,000 sach. Estimata
would be reduced by number of "high" greup who have
already had adipasa tissue measuraments.
2. Laboratory CEH - Phase II 400,000
TCDD measuraement: 400 veterans @ $1,000 emch
Subtotal 520,000
Cost Summary
Summary: RTI - | $ 435,000
LMF 2,440,000
L.aboratory TCOD measuremants 520,000

Plus negotiated amount for termination
Total (plus negotiated settlement cozts)

—nknQun
$3,415,000



QPTION 2: CDC TO MODIFY RTT AND LMF CONTRACTS TO 0O & VALIBATION STUDY AND

AIN BO RACTORS IN A STATE OF SUSPENSION/DORMANCY UNTIL A DECT I
RD THE ORANGE STUDY

BRO:

1. Current contractors might be willing to do Validation Study Lf thay know
they will do AOS if conductad.

2. Same tontractors would collect data for ROS if conductud. Enpnfionce and
expertise from VES would ba utilized.

3. Start up time for A0S (if conducted) would be considerably shorter if
current contractors are utilized.

4, Probably less costly than Option 1. This depends on how long it takas to
do & validation study and the time period baetween complation of data
collection and decision on ACS.

CON:

1 )

This option could cost more than Option 1 if these is an aextansive dalay
batween the end of data collection and & dacision on AQS.

NOTE: Option 2 requires the active participation of ESG in the qualification
of participants to be included in tha validation study.



§OST: Option 2

RTI

1, Validatien Study starts October 1 $315,000
State of Raadiness ~ sama as Option 2

2. Payment for Intarviaws (600) in Validation Study 150,000
plus associatad fixed costa

3. Shutdown into state of suspension awaiting 40,000
decision on AOS

4, Restart of werk based on dacision to conduct AOS 120,000

Subtotal = Estimated costs if AQS is conducted $525,000

In the event tha ACS is not conductad, Item 4, or $120,000 for restart would
not ocgur. Howaver, an unknown negotiated sattlement cost would be axpectad.

LMF

1. State of readinasas July 1% — Saptembar 30 $1,500,000
2, Cost of paerforming 400 medical axaminations @ $2400 960,000
i, State of suspansion/dormancy ($630,000 maximum per mo) owrn

times numbar of months to AOS deciasion

Subtatal $2,460,000
Laboratory CEM
i, TCDD measuremants _ 820,000
Cost Sunmary
RTI $ 625,000
LMF 2,460,000
L.aboratory CEH 520,000
' Suspansion/Oormancy Unknoun
Total(plus negotiated sattlament coste) $3,608,000
Document #SEC2-701 o
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