November 23, 1981

Dear Vinyl Chloride Program Panel Member,

A meeting of the Vinyl Chloride Panel is scheduled for December
16, 1981 at 9:00A.M. in CMA headquarters, Board Conference Room B.
This is an important meeting that I urge you to attend.

For the past several months, CMA staff have attempted to nego-
tiate a contract with Environmental Health Associates (EHA) to con-
duct an update of a vinyl chloride epidemiology study. To date we
have been unsuccessful in writing a contract that will satisfy _
EHA's requirements and, from CMA's viewpoint, protect the needs and
financial interest of those companies supporting the study.

This past summer we thought an agreement was reached and CMA
executed the contract. EHA responded with an amendment to the con-
tract that we did not find acceptable and the situation is stale-
mated once again. At this point, CMA needs input from Panel mem-
bers regarding the extent to which EHA's terms are acceptable, or
unacceptable, to the sponsoring companies.

The contract and amendment are enclosed for your review. A
memorandum written by Mr. Pat Joyce, CMA legal counsel, on the
status of the negotiations is also included.

I look forward to meeting with you on December 16. Would you
please indicate your attendance on the attached form and return it
to me as soon as possible,

Sincerely yours,

et 7T . EerF

Carol R. Stack, Ph.D.
Administrator
Vinyl Chloride Program

Enclosures
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CMA INTEROFFICE MEMO

. TO: Carol- Stack

Program Administrator Vinyl Chleride

FROM: Patrick C. Joyce/
Staff Attorney /

DATE: November 10, 1981
RE: Vinyl Chloride Contract with Environmental Health
Associlates

Based on our conversation of Octoker 3C, 1981, with Dick
Davis of EHA and his lawyer, it is my recommendation that we
commuricate with the chairman of the Vinyl Chloride Panel on the
status of our contract negotiations.

In August 1981, we ktelieved there was agreement in
principle with EHA on the terms of the contract to perform
the update on the vinyl chloride study. On Octoker 15, 1981,
EHA propocsed new and significant changes in the terms of the
contract. The conversation Dr. Stack and I had with EHA
on October 30, 1981, was intended to resolve my difficultities ;
with those proposed changes. It was unsuccessful. L

EHA insists that EHA be permitted to terminate the
epidemiological study at some unknown time in the future if in
the exclusive judgment of EHA the study should not be completed.

EHA has also taken the position that it cannot make a
realistic estimate of the cost to complete this study.
Therefore, EHA objects to our efforts to establish a maximum
dollar amount for the completion of the study. EHA will
not agree to a maximum cost even if CMA agrees to permit
cost overruns teyond an estimated price.

EHA insists that CMA reimburse the contractor for the
costs, as soon as they are incurred. Such a reimbursement
arrangement is inconsistent with the conventional practice of
reserving a significant percentage of the total contract
price until €Me findl report is presented and accepted by the

program panel;:--

Obviously, EHA desires to have the type contract whereby
CMA would be okligated to pay for all the costs, labor, and
expenses incurred by EHA in the performance of this contract.
However, under such circumstances there would be no means

by which CMA could properly budget for this long term contract $
or exercise any meaningful control over cost overruns. 2
3
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Ccarol Stack
November 10, 1981
Page Two

Accordinglyg.the standard practice at CMA is to award only
fixed price contracts. Much leeway can be provided in fixed
price contracts to provide for acceptable cost overruns
without providing "blank checks" for the contractors.

It is my understanding that the vinyl chloride program panel
is favorably impressed with the qualifications of EHA. 1t
is also my understanding that the vinyl chloride panel found
the estimate from EHA with some cost overruns acceptable.
Since EHA has now withdrawn its estimate, I believe it advisable
that the panel reconsider the value of EHA's services.

CMA can legally award a contract on a cost plus expense
basis for EHA; however, the panel should be fully aware that
many months from now CMA would have little control over
EHA's cost overruns, Therefore, there are good policy reasons
for not acceding to EHA's demands.

Other alternatives to a cost plus contract are available
if EHA is sincerely interested in performing this study.
As you know, EHA has requested a series of contracts so that
the payments could be staggered. The difficulty with this
approach is that it, like EHA's current proposal, could result
in the expenditure of over $100,000 without any substantive
workproduct being completed other than an improved data base.
EHA would not be obligated to render any professional opinions.

If I can be of further service to the Panel or Dr. Torkelson,
please advise.
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ENVIRONMENTAL HEALTH ASSQCIATES, INC. (hereinafter "the
Contractor") and CHEMICAL MANUFACTURERS ASSOCIATION, INC.
(hereinafter "CMA"), hereby amend their Agreement for the
Update of the Epidemiological Study of vinyl Chloride Workers
(CMA Reference No. VC 9.0 Epi-EHA) by amending and restating
Paragraphs 24 and 25 thereof to read as follows:

24. The Contractor's Estimated Cost for this project is
$205,207 which consists of $11,495 for Tasks 1 through 5
of Phase I (which have been completed at the initiation
of this Agreement); $63,567 for Tasks 6 through 8 of
Phase I; and $130,145 for Tasks 1 through 6 of Phase II.
The aforementioned Estimated Costs are itemized by tasks
in Exhibit A and a Ceiling Cost is indicated for each
task.

The Scope of Work set forth in Contractor's proposal
will be performed within the total Ceiling Cost of
$263,230. However, if the Contractor determines that
its projected actual costs for the entire project, calcu-
lated at the labor rates set forth in the proposal, will
exceed the total Ceiling Costs for the project by more
than 30%, CMA agrees to review the Contractor's itemized
projected cost overruns. CMA shall not unreasonably and
without good cause refuse to compensate the Contractor
for that portion of those previously unforeseen expenses
which are more than 30% in excess of the ceiling costs.

In the unlikely event of a dispute over cost overruns,
the Contractor shall not delay completion of the Scope
of Work pending resolution of the negotiations, provided
that CMA agrees to reimburse Contractor for any costs
incurred in continuing performance of this Agreement
pending such resolution.

In the event that (i) the Contractor is unable to
complete the Scope of Work because of circumstances

beyond its control (including, without limitation, a
material lack of available data or a material delay or
failure to perform on the part of CMA or a study plant) or
(ii) CMA determines for any reason that it will not
compensate the Contractor for that portion of its costs
which are more than 30% in excess of the Ceiling Costs;
then the Contractor may terminate the Agreement in the
manner provided in Paragraph 28.

CMa 007950




For performance of this Agreement by the Contractor, CMA
shall make payments to the Contractor as follows:

Initial Payment a) Upon execution of this Agreement
by both parties $55,000.

Interim Payments b) Upon receipt of each guarterly
report described in Paragraph 16,
guarterly payments in the amount
stated in Attachment A (Payment
Schedule) (adjusted as provided
below) until such time as the total
amount paid by CMA (including the
initial payment) shall reach the
lessor of (i) 85% of the Contractor's
total costs, or (ii) $223,000.

Final Payment c) Upon receipt of the Final Report by
CMA as defined in Paragraph 26
accompanied by a detailed accounting

< AD X X
w4i)£§%&y$ M#ﬂ' of materials and services purchased,
. \§=$%y4 90" and time expended for the total
QQ:;41§;°G;¢$°%,UWi@ project, a sum in the amount of
af%oyzfﬁﬁ gﬂﬁpﬁﬁﬁﬁ - $15,207, subject to adjustments as
*6390& o = X)’hg“ 10 provided herein.
gaeq“voﬂﬂ&%ﬁ&e .
Eﬁiﬁﬁﬁ e " Interim payments called for by the Payment Schedule shall be
‘ ?héx adjusted upward by an amount equal to the difference (if any)

25.

between (i) 85% of the Contractor's total costs through the
quarter to which the interim payment relates and (ii) the
total of all payments previously made by CMA and the scheduled
interim payment for such quarter.

If the actual costs at the completion of the project are less
than the Estimated Costs of $205,207, the Contractor shall
deduct the difference between the actual costs and $205,207,
and credit CMA for that difference in the final invoice.

Within 60 days of the completion date defined in the Work,
the Contractor will provide to CMA one unbound original and
25 copies of its draft final report. This draft final report
will describe all work performed, record essential data and
discuss results and conclusions in a manner customary in
similar reports.

The Contractor's scientific conclusions and professional
judgments arising out of performance of the Work shall be

the responsibility of the Contractor and shall not be subject
to CMA control. However, CMA shall have the right to review
such judgments and conclusions prior to preparation of the
final report for the purpose of proposing clarifications, and
making format and editing comments, but not for the purpose
of substituting CMA's opinion for that of the Contractor.

cMa 007951




DATED:

Qctober /& , la8l.

ENVIRONMENTAL HEALTH ASSQCIATES, INC.

Hhd Z. o

Vice President and Treasurer

CHEMICAL MANUFACTURERS ASSOCIATION, INC.

By

Vice President and Treasurer

55 3oﬂi°
&
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CMA Reference Number: VC 9.0-Epi-EHA

1. The parties to this Agreement are Environmental Health
Associates, Inc. (hereinafter the Contractor) and the
Chemical Manufacturers Association, Inc. (hereinafter
CMA).

2, CMA will be represented during this Agreement by Carol
R, Stack, Ph.D. the Program Administrator. All communi-
cations with CMA shall be directed to the Program Admin-
istrator. Changes in this Agreement must be authorized
in writing by the Program Administrator and any increase
in cost must be authorized in writing by CMA's
Treasurer.

3. The Contractor will employ Dr. Donald Whorton to person-
ally direct and supervise the performance of this Agree-
ment., If any change in key personnel occurs, the Con-
tractor must promptly notify CMA, in which event the
Agreement is subject to renegotiation or termination at
CMA's option.

4. The Contractor agrees to perform in the manner described
in the Scope of Work "A Proposal for the Update of the
Epidemiological Study of Vinyl Chloride Workers" March
1981, which is attached and expressly made part of this
Agreement.

5. This Agreement and the attached Scope of Work represent
a contract between the parties. There are no promises,
terms, conditions, or obligations other than those con-
tained herein; and this Agreement shall supersede all
previous communications, representations or agreements,-
either verbal or written, between the parties hereto.

6. If it is deemed necessary to make changes in the ap-
proved Scope of Work after this Agreement is made ef-
fective, such changes and reasons for the changes are to
be documented by the Contractor in the final report.
Oral authorization by CMA for changes in the Scope of
Work is permitted but a memorandum of the change must be
sent by the Contractor within five working days.

CMa 007953




10,

11,

12,

13.

14,

The Contractor shall maintain the highest standard of
professional conduct and apply its best efforts in the
performance of this Agreement in conformity with
generally accepted standards for the type of Work
specified.

The Contractor shall be an independent contractor
throughout the term of this Agreement, The Contractor
will employ the staff, control the personnel, provide
the facilities, and have exclusive control over its
employees and the expenditure of funds provided by CMA
in this Agreement,

The Contractor shall agree to protect, defend, indem—
nify, and hold CMA harmless from any and all judgements,
orders, decrees, awards, costs, expenses, attorney's
fees, settlements and claims on account of damage to
property or personal injury, including death, which may
be sustained by the Contractor, its employees, CMA,
CMA's employees or third parties (except for damage or
injury caused by the negligence of CMA) where such dam-
age or injury occurs in connection with the performance
of this Agreement.

The Contractor, by executing this Agreement, shall cer-
tify that it has comprehensive liability insurance cov-

ering the performance of this Agreement.:

CMA and the Contractor agree to full disclosure of sci-
entific information developed through this Agreement.
However, the Contractor shall not release such infor-
mation befere—pubd-rangben—by-CMd-without prior CMA
knowledge and review. This provision is not intended to
inhibit private scientific exchange and consultation
with the personnel or organizations participating in
support of the project.

I1f patentable discoveries should ensue, these shall be
declared in the public domain without any retention of
proprietary interest by any party to this Agreement.

The Contractor shall use its best efforts to comply with
all Government regulations in existence or promulgated
during the term of the Agreement which are relevant to
the performance of this Agreement., If compliance will
result in additional unforeseeable expense to the Con-
tractor, the Agreement may be renegotiated or terminated
at either party's option,

. A

The Contractor shall enter into a reasonable confiden-
tial business information agreement with any participant
in this Work who requests such an agreement.

CHa 0076e
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15, In the event that the Contractor's facilities become the
subject of a Governmental inspection where confidential
records or data pertaining to this Agreenent are re-
quested, the Contractor shall immediately notify CMA.
The Contractor shall inform the Government of the con-
fidential nature of the material. CMA shall have the
right to participate in the Contractor's response to the
inspection notice, The Contractor shall provide CMA
copies of any data provided to the Government relevant
to this Agreement or scientific research conducted for
CMA.

(a) The Contractor shall notify CMA of any private or
Governmental request for information on matters relating
to either an ongoing or completed Agreement with CMA.

(b) In the event the Contractor receives any legal in-
strument requiring production of data, work papers, com
puter printouts or other material related to corporate
data obtained by the Contractor in the course of this
Agreement, the Contractor shall promptly notify CMA. 1In
such an event the following provisions apply.

(1) The Contractor shall give CMA the opportunity to
quash, modify or otherwise respond to any compulsory
process.

(2) The Contractor shall cooperate fully with any
effort by CMA to narrow the scope of any such com
pulsory process, to obtain a protective order lim-
iting use of disclosure of the information sought
therein, or in any other way to obtain continued
protection of the confidentiality of CMA members'
data.

(3) The Contractor shall be entitled to be repre-
sented by counsel of its choice. CMA will share
reasonable expenses in connection with any joint
actions taken by CMA (or by others acting for CMA)
with the Contractor in response to any such com-
pulsory process.

le. The Contractor will furnish written quarterly progress
reports and invoices to CMA. Progress reports will
include procedures and findings during the reporting
period and will include a status report giving the
timetable for completion of the Work. The timetable
shall indicate any delays in the completion of the
technical tasks which may affect the timely completion

of the Work. ﬂ
o
17, In the event of significant adverse findings during the 3
course of the study, the Contractor agrees to notify e
promptly the designated representative of CMA by §
a
3
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telephone with a follow-up letter within five working
days.

It shall be the responsibility of CMA and the partici-
pating companies to provide data, material, and exper-
tise which are required of them in the Work. Any delay
arising out of the failure of CMA or its participating
companies to complete their respective tasks shall be
the sole responsibility of CMA and its participating
companies, provided that the Contractor shall have, in
writing and in a timely fashion, identified such re-
sponsibilities and the effect of such delays in its
periodic progress reports.

If the Contractor should be prevented from performing
the Work on account of flood, riot, legal prohibition,
strikes, Acts of God, epidemics, explosions, acts of war
or other catastrophes beyond the control of the Con-
tractor, premature termination of the Agreement may be
permitted by CMA upon five working days' notice to
either party. The Contractor shall take all necessary
Steps to remedy any delays resulting from such cata-
strophic occurrences and notify CMA promptly of such
events. Records shall be stored in facilities secure
from fire or theft.

The Contractor agrees, if requested by CMA, to appear as
a witness before or prepare a written statement for a
court, regulatory agency or other organization regarding
any matters connected with this Agreement. The Contrac-
tor's fees for such testimony shall be negotiated in the
event of such a request by CMA; the Contractor's fees,
however, shall not exceed the fees the Contractor usu-
ally charges for professional consultations.

The Contractor agrees to use reasonable care in handling
any property of CMA entrusted to the Contractor's care
or purchased by the contractor with CMA funds, The fi~
nal report and any supporting documentation originating
with the Contractor will be retained by the Contractor.
Upon completion of the Work, the Contractor shall store
these notebooks, data, photographs, ete., in a saf ,
secure manner. CMA shall have free access to such mate-
rial. The Contractor shall not dispose of any materials
relating to the study without the prior written approval
of CMA. Such materials will be retained in confidence
unless otherwise authorized by CMA in writing for a
period of 5 years.

Personnel designated by CMA will have reasonable access
to the Contractor's personnel, facilities, records, sam-
pPles, and data relevant to the Work. CMA may designate
one or more consultants who may observe or audit the
conduct of Work. The Contractor shall cooperate fully
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with such observations and audits. CMA shall compensate
EHA for professional services expended beyond 48 hours
if an audit is conducted after submission of the Final
Report.

23. The Contractor shall obtain CMA's written approval
before subcontracting or assigning any portion of the
Work. No such approval shall relieve the Contractor
from any of its obligations pursuant to this Agreement.
The Contractor agrees to bind each of the approved
subcontractors to the provisions of this Agreement.

24, The Contractor's Estimated Cost for this project is
$205,207 which consists of $11,495 for Task 1 through 5
of phase I (which have been completed at the initiation
of this Agreement); $63,567 for Tasks 6 through 8 of
Phase I; and $130,145 for Tasks 1 through 6 of Phase II.
The aforementioned Estimated Costs are itemized by tasks
in Exhibit A and a Ceiling Cost is indicated for each
task.

The Scope of Work set forth in Contréctor's proposal
will be performed within the total Ceiling Cost of
$263,230. However, if the Contractor determines that

its projected actual costs for the entire project, cal-
culated at the labor rates set forth in the proposal,

will exceed the total Ceiling Costs for the project by
more than 30%, CMA agrees to review the Contractor's
itemized projected cost overruns. CMA shall not unrea-
sonably and without good cause refuse to compensate the
Contractor for that portion of those previously
unforeseen expenses which are more than 30% in excess of
the ceiling costs.

In the unlikely event of a dispute over cost overruns
the Contractor shall not delay completion of the Scop
of Work pending resolution of the negotiations.

For performance of this Agreement by the Contractor, CMA
shall make payments to the Contractor as follows:

Initial Payment a) Upon execution of this Agreement
by both parties $55,000,.

Interim Payments b) Upon receipt of each quarterly
report described in paragraph 18,
quarterly payments in the amount
stated in Attachment A (Payment
Schedule) until such time as the
total amount paid by CMA shall
reach $190,000 including the

initial payment.
tni paym CMA 007957
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Final Payment ¢) Upon receipt of the Final .Report
- by CMA as defined in paragraph 26
accompanied by a detailed account-
ing of materials and services pur-
chased, and time expended for the
total project, a sum in the amount
of $15,207, subject to adjustments
as provided herein. :

In the event that costs exceed the Estimated Cost, CMA
will make payment of the excess up to the total ceiling
costs upon submission and approval of the Final Report.
If the actual costs at the completion of the project are
less than the Estimated Costs of $205,207, the Contrac-
tor shall deduct the difference between th actual costs
and §205,207, and credit CMA for that difference in the
final invoice.

25. Within 60 days of the completion date defined in the
Work, the Contractor will provide to CMA one unbound
original and 25 copies of its draft final report. This
draft final report will describe all work performed,
record essential data and discuss results and conclu-
sions to the satisfaction of CMA.

The Contractor's scientific conclusions and professional
judgments arising out of performance of the Work shall
be the responsibility of the Contractor and shall not be
subject to CMA control. However, CMA shall have th
right to review such judgments and conclusions prior to
their submission for the purpose of clarifications, and
format and editing comments, but not for the purpose of
substituting CMA's opinion for that of the Contractor.

26. The final report will be due at CMA within four weeks of
the Contractor's receipt of CMA comments on the draft
final report. The Contractor shall provide CMA with one
unbound original and 40 copies of the Final Report.

27. The Contractor shall not, without the prior written ap~
proval of CMA, use the name of CMA in connection with
any advertising, promotional literature, or other public
disclosures. 1In scientific articles published with
CMA's consent, the Contractor shall give credit to CMA
and company personnel as appropriate.

28, 'CMA may terminate the Agreement with 30 days written
notice to the Contractor. In such event, the Contractor
will present to CMA a detailed accounting of costs to
date of termination, including reasonable and necesgsary
expenses incurred in terminating the project in an ap-

. Propriate manner as well as providing for the proper
storage of the raw data for a period of time agreed to
at termination. In the course of such termination, the
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Contractor shall make every effort to submit to CMA all
data and information relevant to the Work accumulated to
the date of termination.

29, All correspondence, reports, and manuscripts sent to CMA
concerning this Agreement will contain the CMA Reference
Number VC 9.0~Epi-EHA and shall be in English.

30. The Agreement becomes effective when Execution is
complete.

ACCEPTED FOR: ACCEPTED FOR:

Chemical Manufacturers Association,
Inec.
d g : - 'é'%‘h-n——-—-—-'
Signed
Name Typed Gary C, Herrman
Vice President and Treasur r

__ (0/5/5/

Title Date / ’

Date
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EXHIBIT A

Estimated Cost Ceiling Cosg
Phase 1
Tasks 1 - 5 $11,495 $11,495
Task 6 40,347 52,450
Task 7 10,308 . 13,400
Task 8 12,912 16,785
Total Phase I $75,062 $94,130
Phase Il
Task 1 $ 8,406 $ 10,900
Task 2 31,078 40,400 .
Task 3 18,985 24,700
Task 4 ' 16,174 = 21,000
- Task 5 13,649 - 17,700
Task 6 41,853 54,400
Total Phase II $130,145 $169,100
. Total Project $205,207 $263,230
PAYMENT SCHEDULE  ISTIMATED COST SCHEDY
Initial $ 55,000 $11,495
End lst Qrt. 20,000 33,697
End 2nd Qrt. 20,000 29,870
End 3:d4 Qrt. 20,000 5,043
End 4th Qrt. 25,000 16,597
End 5th Qrt. 25,000 60,887
End 6th Qrt. 25,000 33,667
Final 15,207 13,951
Total $205,207 $205,207

CMA 007940
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