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SECTION B

SUPPLIES OR SERVICES AND PRICES/COSTS

ARTICLE B,1, BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

"Toxicity of Lead in Children Trial -- Clinical Center”

* ARTICLE B.2.a, ESTIMATED COST - BASIC CONTRACT (CLIN 0001)
a. The estimated cost of the work under this contract is $5,765,029.

b. Total funds currently available for payment and allotted to this
contract are $445,410. For further provisions on funding, see the
LIMITATION OF FUNDS clause incorporated herein.

c. It is estimated that the amount currently allotted will cover

) performance of the contract through June 29, 1994.

d. The Contracting Officer may allot additional funds to the contract
without the concurrence of the Contractor.

e, For general information only, the following schedule of incremental
funding is provided:

Year 1 $ 445,410
Year 2 $1,864,556
Year 3 $1,157,636
Year &4 $1,123,879
Year 5 $1,173,548
f. Costs contributed/shared by the contracter shall not be charged to the

Government under any other contract, grant, or cooperative agreement
(including allocation toe other grants, contracts, or cooperative
agreements as part of an independent research and development program).
The contractor shall report the organizations’ share of the costs
expended by category, on the Financial Report of Individual Project/
Contract NIH Form 2706, as referenced fn SECTION G, ARTICLE G.4,
Contract Financial Report. Costs applicable to this condition are
salary rates in excess of $125,000 as precluded in accordance with
Public Law (P.L.) 102-394 and as addressed in ARTICLE B.4.b. and ARTICLE
H.12., and costs shared for the maintenance contracts as addressed in
ARTICLE B.4.b.

ARTICLE B.2.b, ESTIMATED COST - OPTION No. 1, XRF (CLIN 0002)

a. The estimated cost of the work under this contract is $39,400.

Contract No. NO1-ES-35362
Kennedy Krieger Research Institute 2
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b. Total funds currently available for payment and allotted to this
contract are §  For further provisions on funding, see the
LIMITATION OF FUNDS clause incorporated herein.
c. It is estimated that the amount currently allotred will cover
performance of the contract through
d. The Contracting Officer may allot additional funds to the contract

without the concurrence of the Contractor.

ARTICILE B.2.c. ESTIMATEDYCOST . OPTION No. 2. Caldwell Testers (CLIN 0003)

a. The estimated cost of the work under this contract is $146,876.
b. Total funds currently available for payment and allotted to this
contract are $ . For further provisions on funding, see the

LIMITATION OF FUNDS clause incorporated herein.

c. It is estimated that the amount currently allotted will cover
performance of the contract through

d. The Contracting Officer may allot additional funds to the contract
without the concurrence of the Contractor.

ARTICLE B.3. PROVISIONS APPLICABLE TO DIRECT COSTS

a. Ttems Unallowable Unless Otherwise Provided

Notwithstanding the Clauses, ALLOWABLE COST AND PAYMENT, {and FIXED FEE
(it applicable),] incorporated in this contract, unless authorized in
writing by the Contracting Officer, the costs of the following items or
activities shall be unallowable as direct costs:

(1)  Acquisition, by purchase or lease, of any interest in real
property;

(2) Special rearrangement or alteration of facllitles;

(3) Purchase or lease of any item of general purpose office furniture
or office equipment regardless of dollar value (General purpose
equipment is defined as any items of personal property which are
usable for purposes other than research, such as office equipment
and furnishings, pocket calculators, etc.); (See ARTICLE B.4)

(4) Travel to attend general scientific meetings; (See ARTICLE B.4)

(5) Foreign Travel;

(6) Patient Care Costs; (See ARTICLE B.4)

Contract No. N01-ES-35362
Kennedy Krieger Research Institute 3
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(7 Property classified as sensitive equipment, regardless of
acquisition value (as defined in Appendix C of the 1990 HHS
publication entitled Contractor's Guide for Control of Government
Property); ‘

(8) Capitalized non-expendable equipment (defined as both real and
personal property having an acquisition cost of $1,000 or morxe
with a life expectancy of more than two vears). (See ARTICLE B.4)

b. Travel Costs

(1) Domestic Travel

(a) Total expenditures for domestic travel incurred in direct
performance during the entire period of performance of this
contract shall not exceed $30,765 including registratioen
fees. Domestic travel expenditures incurred for any one
year shall not exceed $10,000. The Contractor shall not
incur costs in excess of the foregoing amounts without prior
written approval of the Contracting Officer.

(b) The cost of travel by privately-owned automobile shall be
reimbursed at the mileage rate prescribed by the
contractor's established, generally applicable travel policy
in lieu of actual cost, provided, however, that such
reimbursement shall not exceed the otherwise allowable
comparative cost of travel by common carrier. The initial
rate applicable to this contract is $0.25/mile.

Reasonable actual costs of lodging and subsistence, or per
diem in lieu of actual costs, shall be allowable to the
extent that such actual costs or per diem amounts do not
exceed the amounts or per diem rates prescribed by the
contractor’s established, generally applicable travel
policy. .

Any revision to the contractor’s established, generally
applicable travel policy submitted to the cognizant audit
agency during the period of performance of this contract
shall be effective, without formal modification to this
contract, upon delivery to the contracting officer of notice
describing such revised policy together with evidence of
submission thereof to the cognizant audit agency.

(c) Government Contract Discounts for Alr Fares, Hotel /Motel
Accommodations, and Automobile Rentals

The Contractor may take advantage of Government contract
discounts when performing travel authorized under this
contract. The Contractor will be responsible for obtalning
a copy of the Federal Travel Directory which lists the (GSA)

Contract No. NO1-ES-35362
Kennedy Krleger Research Institute 4
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contractors offering discounts for air fares and automobile
rentals, and the Federal Hotel/HMotel Discount Directory
which lists lodging accommodations. Information regarding
yearly subscriptions for the Federal Travel Directory and
the Federal Hotel/Motel Discount Directory may be obtained
by contacting the Government Printing Office order desk at
area code (202) 783-3238. Requests for subscriptions should
be mailed to:

Superintendent of Documents
U.S. Government Printing Office
Washington, D.C. 20402

When using the Directories the Contractor should insure that
the airlines, hotels/motels, or automobile rental firms
listed in the appropriate directory offer Govermment rates.
Next, if the Contractor elects to utilize Government
contract discounts, the Contractor must write the
Contracting Officer in advance, and request permission to
use the GSA contractor. The Contracting Officer shall
provide a specific authorization to use the Government fare
which must be presented by the Cohtractor to the carrier
with the payment for the flight.

Contract fare air carriers accepting payment only by
Government Travel Order (GTR) may not be used since NIEHS
does not issue GTRs to contractors.

Any savings achieved through the Contractor’'s use of

Government travel discount programs shall accrue to the
Government.

ARTICLE B.4. ADVANCE UNDERSTANDINGS

Other provisions of this contract notwithstanding, authorizatiom of the
following items within the limits set forth is hereby granted.

a. Salary Rate Limitations

Pursuant to the conditions set forth in Public Law (P.L..) 102-394,
ARTICLE H.12, the cost for reimbursement of salary rates currently in
excess of the established limitation for the individuals named below
shall be shared at a rate of 100% of the excess amount by Kennedy
Research Institute or its subcontractors:

NAME TITLE
J. Julian Chisolm, M.D. Principle Investigator
Gary W. Goldsteim, M.D. Co-Principle Investigator
Martha B. Denckla, M.D. Co-Principle Investigator

Contract No. NO1-ES-35362 ‘
Kennedy Krieger Research Institute 5
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Subcontracts

A A LA LS

(1) University of Maryland

A cost-reimbursable type subcontract with the University of
Baltimore at Maryland te serve as a "mini-subcenter® in the
recruitment of patilents in the estimated cost of $599,499 is
hereby authorized in accordance with FAR 44.201-2. The
subcontract will provide for blood lead screening for lead
toxicity of potential patients, identifying eligible recruits, and
conducting follow-up blood monitoring throughout the course of the
contract. Contracting Officer approval of the subcontract in
accordance with FAR 44.203 will be granted upon recelpt of a fully
executed copy of the subcontract. The subcontract will contain
the general clauses applicable to a non-profit educational
institution.

(2) Johns Hopkins University School of Medicine

A cost-reimbursable type subcontract with the Johns Hopkins
University School of Medicine to serve as a "mini-subcenter” in
the recruitment of patients In the estimated cost of $593,962 is
hereby authorized in accordance with FAR 44.201-2. The
subcontract will provide for blood lead screening for lead
toxicity of potential patients, identifying eligible recruits, and
conducting follow-up blood monitoring throughout the course of the
contract. Contracting Officer approval of the subcontract in
sccordance with FAR 44,203 will be granted upon receipt of a fully
executed copy of the subcontract. The subcontract will contain
the general clauses applicable to a non-profit educational
institution.

Travel

Travel by the following {ndividuals in the total amount of $30,761 for
attendance at steering committee sessious, general scientific meetings,
and project related training:

Principle Investigator
Co-Principle Investigators
Nurse Study Coordinatox
Data Coordinator

Patient Care Costs

Patient care costs are provided through the subcontracts authorized
under thls contract. In accordance with the clause entitled "Research
Patient Care Costs®, NIH (RC)-11, the Contractor shall, through its
subcontractors, make every reasonable effort to obtain third party
payment where third party payors (including Government agencies) are
authorized or under a legal obligation to pay all or a portion of the
charges incurred under this contract for the appropriate types of
procedures/tests. Only those charges not recoverable from third party

Contract No. NO1-ES-35362
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payors and which are consistent with the Terms and Conditions of the
contract are chargeable to this contract.

e. Patient Travel

The contractor shall be responsible for all local travel associated with
recruitment and retention of patients. The amount authorized to support
this travel shall not exceed $228,500.

f. Patient Incentives

In order to recruit and retain sufficient numbers of children for
participation in the study trial, the Contractor is authorized up to
$48,700 for incentives approved by the IRB and protocol.

g. Clean-up

To ensure a safe environment of study patients, a maximum of $436,923 is
authorized for lead dust clean-up. The Contractor shall not expend
contract funds for lead abatement. (See ARTICLE H.1l4. for conditions
applying to recovery of costs.)

h. Relocation

Relocation costs are authorized at a rate of $550 per relocation in
cases where a patient must vacate the original primary residence. The
total maximum allowable for relocation expenses Is $13,750.

i. Cost Sharing

The following costs for equipment maintenance contracts shall be shared
in the ratios indicated, with the Government's ratio being indfcated
first and the Contractor's ratio indicated second
(Government/Contractor). The Contractor shall account for the charges
by reporting the total costs incurred and the amount billed to the
Government on NIH Form 2706, Financial Report of Individual

Project/Contract.

Provider Equipment Maintained Estimated  Share Ratio
Cost

Perkin Elmer GFAA' model 25100PC $7,l90/yr' 10%/90%

Maintenance Plan and peripherals '

ESA, Inc. ASV? model 3010A $1,000/yr  50%/50%

! GFAA (Graphite Furnace Atomic Absorption Spectrophotometex)
2 ASV (Anodic Stripping Voltammeter)

j. Lease Arrangements

authorization is hereby granted for lease of one (1) compact vehicle at
the rate of $159 per month.

Contract No. NOl1-ES-35362
Kermedy Krieger Research Institute ' 7
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SECTION C

DESCRIPTION/SPECIFICATION /WORK STATEMENT

ARTICLE C.1, BACKGROUND

precedents: Since 1980, NIEHS has supported a series of longitudinal studies
of childhood lead poisoning. These studies have shown small deficits in the
cognitive development of young children in association with levels of blood
lead commonly found in the US. NIEHS has also supported clinical studies
leading to the licensure of the drug succimer, an orally administered
chelating drug now labelled for use in children with blood lead levels above
45 pg/dl, a level thought to {ndicate a high risk for symptomatic lead
poisoning and above the levels that produce cognitive delay.

General Background: Cognitive delay in toddlers has been associated with
maternal lead levels in the 10-20 pg/dl range, and delays in four year olds
with similar lead concentrations when they themselves were 2 years old. The
Centers for Disease Control and the American Academy of Pediatrics have
.revised downward the blood lead levels of concern in young children, and
children with blood lead levels greater than 10 pg/dl are now thought to have
unacceptable exposure to lead. There are, however, no data on whether
treatment of children with chelating agents prevents the cognitive delay
associated with these levels. There are about four million children who
fulfill the new criteria for unacceptable exposure to lead. NIEHS belileves
that large numbers of children with blood lead levels below 45 pg/dl will be
treated with succimer, and that a clinical trial of the use of succimer in the
prevention of lead-associated cognitive delay in young children is both
necessary and timely. The objective of this Contract {s to conduct, analyze,
and issue a report of a randomized, multi-center, placebo controlled trial of
succimer in the prevention of lead-associated cognitive delay in young
children. This Contract ls for one (1) of three (3) or possibly four (4)
Clinical Centers. A separate, companion contract, NO1-ES-35360 has been
awarded for the support of the Coordinating Center.

ARTICLE C.2, STATEMENT OF WORK

a. Independently and not as an agent of the Government, the Contractor

: shall furnish all the necessary services, qualified personnel, material,
equipment, and facilities, not otherwise provided by the Government, as
needed to perform the work set forth below, including recruitment,
treatment, retention, and follow-up of children in a clinical trial. Im ,
doing so, the Contractor shall comply with all local, state, and Federal '
laws and regulations pertinent to the various aspects of the trial. The
Contractor shall conduct performance predicated on the agreements and
understandings reached through discussions and negotlations leading to
award based on the following documents which are incorporated by
reference:

(1) Original Proposal dated November 2&4, 1992
(2) Revised Proposal dated May 10, 1993

Contract No. NOL-ES-35362
Kennedy Krieger Research Institute 9
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(3) Best and Final Offer dated June 4, 1993
(&) Clarifying Information dated June 13, 1993

I1f there is any inconsistency between the referenced documents and the
work described in Paragraph a. of this ARTICLE, the terms and conditions
of Paragraph a. of this ARTICLE shall control.

(BASIC CONTRACT)

The protocol and strategles for the trial will result from the
deliberations of the Steering Committee during the planning phase. The
Steering Committee, as initially constituted, shall consist of the Pls
of the Clinfcal Centers, the PI of the Coordinating Center, and the
NIEHS Project Officer. The PI of the central lab will be a member of
the Steering Committee ex officio. The Manual of Operations and Final
Protocol shall be Incorporated by reference into this Statement of Work
when they are completed by the Steering Committee and approved by the
Data and Safety Monitoring Committee. The clean up protocol at each
site will be incorporated by reference into this Statement of Work when
completed by the Clinical Center PI and approved by the Project Officer.
The Steering Committee may elect to alter its composition at any time
after it has been constituted; it must notify the PO of plans to do so.
The trial shall proceed as follows: 9-12 months for planning; about 1
year for patient enrcllment and treatment; the remalning 3 years for
follow-up. Each child will be followed to age 4 at a minimum; longer
follow-up is desirable for those children randomized early. Most close
out activities should be completed by the final (5th) year of the
contract. The activities, none of which are currently anticipated, of
any center beyond five years from the initial award except for work
specified herein will depend on the issuance of a continuation RFP by
the Institute and successful re-competition. The trial is of oral
chelation therapy with the drug succimer in lead exposed children (blood
leads of about 20 pg/dl to 45 pg/dl) of about 18 to 36 months of age.
The endpoints are the scores on developmental tests; other endpoints of
{nterest include evidence of drug efficacy and compliance, such as urine
and blood lead levels; excretion of other ions like iron, zinc, and
calcium; and nervous system, renal and hematopoietic function/toxicity.

The Clinical Center shall evaluate the children prior to randomization
for iron, vitamin, or other nutrient deficlency, and treat such
deficiencies. Clinical Center staff, as may be augmented by local/state
health officials, shall evaluate children’s homes, and, if necessary,
thelr day care or other sites where they spend time, and provide clean-
up according to trial protocol. The criteria by which homes will be
evaluated and the clean-up protocol shall be decided during the planning
phase, but clean-up will not be identical at each site, and will consist
of means suited to the catchment area of each Clinical Center. The
Steering Committee shall, among their other functions, appoint a Clean-
Up subcommittee, whose function will be to coordinate the various clean-
up activities. However, the ultimate decision about clean-up methods at
each site rests with the PI of the site and the PO. Chelation challenge
and XRF studies are separately budgeted optioms, which may be included
at some of the Clinical Centers (see "Options”below.

Contract No. NO1-ES-35362 _
Kennedy Krieger Research Institute _ 10
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In cooperation with the Coordinating Center, the other Clinical Centers,
and NIEHS staff, the Clinical Center shall participate in the design of
the trial protocol, and then recruit, evaluate, treat and follow-up
patients according to trial protocol. The Clinical Center shall provide
data to the Coordinating Center, and monitor for efficacy and adverse
effects. The Clinical Center shall participate in the randomization
according to trial protocol and document that randomization has occurred
according to assignment; and collect, monitor and edit data. The
Clinical Center principal investigator (PI) shall participate, along
with the other Clinical Center Pis, the Coordinating Center PI, and
NIFHS program staff, in the final analyses and write-up of the studies.

Patient population: For purposes of planning the study, the Clinical
Center shall provide to the Steering Committee the source population
from which the Clinical Center will draw patients eligible for the
trial, including numbers, ages, racial composition, an egular sources
of health care. For all Centers combined, NIEHS e mates that
evaluating the drug treatment for an effect developmental quotient
points will require that the trial have 786 evaluable children with
complete data at an absolute minimum; each Clinical Center shall
recruit enough children so that on the order of 333 children per center
are randomized. Stratified or blocked sampling may be desirable.

Recruitment: For purposes of planning the study, the Clinical Center
shall provide to the Steering Committee a description of any previous
efforts at recruiting patients into clinical studles at the institution,
and plans for recruitment into this ome. 1f referred patients are to be
the source, then the referral sources shall be discussed and the rates
of referral estimated.

1f the Clinical Center must screen their population (or otherwise deal
with children who have no information on recent blood lead levels) then
it the Clinical Center shall provide blood lead analyses in support of
the screening program; however, the blood lead level determination that
actually determines eligibility will be performed centrally for the
study (see Laboratory sectlon below.)

Eligibility: Children eligible for the trial should be about tw. years

old and have blood lead levels between about 20 and 45 pg/dl at the time

of randomization, i1.e., on at least two occasions and after iron  — ———
deficiency is treated. (See women and minority recruitment below.)

Data collection schedules: The Clinical Center shall schedule and see
the children according to trial protocol.

Source identification and clean-up: The Clinical Centerx will evaluate
and clean-up the children’s homes and other sites as n ggﬁﬁﬂﬁy according’
to trial protocol. The Clinical Center shall identifyAlead sources in
the child's environment and decrease the exposure in those who need {t.
1f clean-up efforts involve other institutlons, such as health
departments, then the Clinical Center shell coordinate plans for working
with them. Each Clinical Center shall be responsible for preparing its
own clean up efforts, in consultation with the Clean-up Subcommittee.

Contract No. NO1-ES-35362
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Each Clinical Center shall provide short term housing as it considers
necessary.

Nutritional menagement: The Clinical Center shall evaluate the children
for irom deficiency and treat it, and insure that all children meet RDAs
for relevant micronutrients, such as zinc and calcium, according to
trial protocol. It is possible that there may be a high prevalence of
iron deficiency, deficiency of micronutrients such as zinc, and diets
deficlent in calcium or other nutrients. The Clinical Center shall be
responsible for monitoring compliance with such supplementation
according to trial protocol.

Laboratory Support: Laboratory activities in support of this project
are in three parts: blood lead levels used to determine the possible
eligibility of the children for the trial (screening); clinical testing
of the children, for iron status, hematocrit, etc., and monitoring of
bilood lead or urine lead levels immediately prior to randomization and
during and after therapy. Each Clinical Center shall be responsible for
those blood lead level determinations necessary to go from their
catchment population to about 350-400 children who are iron-replete and
who meet the trial’s blood lead level criteria.

Each Clinical Center shall perform clinical monitoring of children, and
including any laboratory procedures necessary for safety monitoring
because the children are being treated under an IND.

Prug therapy: The Clinical Centers shall treat the children according
to trial protocol. The treatment regimen will be decided upon by the
Steering Committee during the planning phase.

Safety and efficacy monitoring: The Clinical Centers have the primary
responsibility for the monitoring of the safety of the children and
monitoring the efficacy of the drug. The Clinical Center shall be
responsible for safety monitoring, and shall implement a means of
following compliance, blood lead and urine lead according to trial
protocol, The Clinical Center shall schedule the follow-up and
evaluation of children.

Developmental testing: The Clinical Centers shall perform developmental
testing of the children according to trial protocol.

Retention: The Clinical Center is primarily responsible for the
retention of the children in the trial. A high percentage is absolutely
necessary for the trial to succeed. The Clinical Center shall implement
plans for keeping families active in the study, including contact with
other than immediate family members, newsletters, etc, according to
trial protocol and as appropriate for their catchment areas,

Clinical Center involvement with the Coordinating Center: The initial
activity of the selected Coordinating Center and Clinical Centers shall
be the development of a common protocol and study manual of operations.
The Clinical Center PI shall cooperate with both the other Clinical
Centers and with the Coordinating Center in carrying out the trial.

Contract No. NOL-ES-35362
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NIEHS will serve in a coordination, advisory, and assistance role at
this stage, will approve final study design, and arbitrate disagreements
between centers. The Clinical Center shall work with the Coordinating
Center, any other Clinical Centers, NIEHS, and outside experts as
appropriate.

Records: The Clinical Center shall generate quality data on the events
{n all phases of the trial. The Clinical Center shall document data
that it provides to the Coordinating Center, and handle all study forms
or their electronic egquivalent appropriately. The Clinical Center shall
insure confidentiality and security of records. 1In general, clinical
records dealing directly with the care of the children are the property
=f—rhe CTimcat—Certer—and—sublect to whatever safeguards the
Institution has. To the degree possible, the government will not have
access to individually identifiable records, which will reside with the
Clinical Centers. In the event that the government must take possession
of individually identifiable records, then the provisions of the Privacy
Act apply. In such case, the NIEHS System of Records (Federal Reglster,
Vol. 58, No. 8, Jan. 11, 1991) will apply for routine uses.

Monitoring: Honitoring shall be done according to trial protocol. The
Clinical Center shall monitor the children and provide data to the
Coordinating Center. The Clinical Center shall respond promptly to all
queries raised by the Coordinating Center, and provide accurate, high
quality data.

Interim reporting: Primary responsibility for interim reports oun the
progress of the trial in general rests with the Coordinating Center;
however, the Clinical Center shall provide all data necessary for the
construction of lnterim reports at site visits, meetings of the Data and
Safety Monitoring Committee, etc., as they pertain to the individual
Clinical Centers. S

Publication: Reports for publication are the primary responsibility of
the publications subcommittee; the Clinical Center's PI or a designee
must be prepared to serve on that Committee. The initial design and
main results papers- of the study will be prepared by the subcommittee
and appear under the name of the study, depending on the journal
selected and journal policy. During the main analyses of the study, any
publications proposed by a single Clinical Center from its own data must
be seen and approved by the Steering Committee.

IND: NIEHS plans to sponsor the IND applications, but substantial
cooperation will be needed from the Clinical Centers. The Clinical
Center(s) shall provide all necessary support to NIEHS for the IND
application. '

Women and minerity enrollment: Both boys and girls will be eligible.
Encouragement of minority participation shall be part of the Clinical
Centers' responsibilicles.

Contract No. NO1-ES-35362
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pilot: The decision as to whether to have a pilot study , and which
institution will function as the pilot 1f there is one, will be made by
the Steering Committee.

Treatment allocation: The Clinical Center shall randomize children into
drug and placebo arms according to trial protocol.

pata handling: The Clinical Center shall be responsible for obtaining
and transmitting data to the Coordinating Center under the trial
protocol, jncluding such aspects as programming, editing, and data
cransfer. Training in data entry shall be provided by the Coordinating
Center.

Training: In addition to the general training provided by the
Coordinating Center, the Clinical Center shall provide necessary
training to and/or certification of study personnel at thelir site in
home inspection, home clean up, nutritional evaluation and
supplementation of children, developmental testing, and the other
activities of the trial.

Study manual: The construction of the overall study manual will
primarily be a responsibility of the Coordinating Center, but the
Clinical Centers' staff will be the primary source for material on home
evaluation, clean up, nutritional supplementationm, management, and
testing of the children. :

Close out: The respective Clinical Centers shall be responsible for the
orderly close-out of the trial at their sites, including active follow-
up of patients, return of extra drugs or other materials to the
Coordinating Center, and the establishment of a reglstry to enable later
follow-up of the children. The Clinical Center shall deal with any
questions arising about the conduct of the trial after publications have
appeared.

(OPTION)

The following elements are not a requirement of the basic contract, but
ijncluded as options which may be exercised in accordance with ARTICLE
H.7., Options.

OPTIONAL - XRF and Chelation Challenge

NIEHS has not determined, at the time of the award of the basic
contracts, whether or not to support XRF studies or chelatiom challenge
studies. Clinical Centers taking this option have provided proposals
and accompanying budgets. Before NIEHS decldes to fund these optlons,
it will request that the Steering Committee propose a coordinated
protocol for XRF and/or chelation challenge studies. The cost of these
studies shall not exceed, at each site, the amount budgeted for such
studies in the Best and Final offer. 1f NIEHS approves an XRF or
chelation challenge protocol and opts to fund 1t, the protocol will be
included by referemnce in thils requirement.

Contract No. NO1-ES-35362
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In addition to those reports required by the other terms of this contract, the
Contractor shall prepare and submit the following reports in the manner stated

below:
a. Technical Reports
Type of Report
Semi-annual Report¥
(lst year only)
Quarterly Progress Report¥
(subsequent years)
b. Racial/Ethnic Enrollment Reports
Planned Enrollment Report
Actual Enrollment Report
American Asian or 8tack,
Indian or pacific not of
_Alzskan 1slander Hispanic
Hative origin

Contract No, NOL-ES-35362
Kennedy Krieger Research Institute

Hispanic

Description

Report describing progress in
planning, recruitment, community
activity, screening, etc. Emphasis
on material not covered in Steering
commnittee meetings.

(1) Tabular material with numbers
of families contacted and screened,
or referrals: eligibles, numbers
randomized, treated, and followed.
Activities planned and executed
during reporting period. Activities
planned for next reporting period.
Report of difficulties encountered
which may affect further progress
(2) Narrative describing study
activities, with emphasis on those
activities not covered in the
Steering committee meetings.

Summary of study population in texrms
of planned sample size and inclusion
of participants by ethnic minorities
(use table that follows).

Summary of the number of
participants actually enrolled
according to designated
racial/ethnic categories (use table
that follows).

white, Other Total
not of or Unknown
Hispanic
Crigin
15
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During the last portion of the planning phase (year 1), the programmer and
study manager (2 people) will also be required to make three (3) trips for
training. Three (3) trips for programmer and study manager for training will
be required in the second year, and one (1) ctrip per year each for programmer
and study manager for continued training in the third and fourth years of the
contract. The destination for all training trips will be Research Triangle
Park, North Carolina.

Two (2) trips per year in years 1-5 of the contract shall be made to
scientific meetings of direct pertinence to the project.

Contractor shall support local travel for project staff.

The contractor shall be responsible for all local travel assoclated with
recruitment and retention of patlents.

3

Contract No. NOL-ES-35362
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SECTION D

PACKAGING, MARKING, AND SHIPPING

A1l deliverables required under this contract shall be packaged, marked and
shipped in accordance with Government specifications. The Contractor shall
guarantee that all required materials shall be delivered in immediate usable
and acceptable condition. )

ARTICLE D.1, PACKAGING

The Contractor shall comply with special packaging requirements which may be
jdentified in the protocol.

ARTICLE D.2. MARKING

All reports and other documents and materials to be delivered under this
contract shall be submitted with a letter of transmittal identifying the
- contract number, project title, type of report or document, etc.

ARTICLE D.3. SHIPPING

All reports, documents, and other materials to be delivered under this
contract shall be submitted to the addressee(s) in ARTICLE G.3.c.

Contract No. NO1-ES-35362 .
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SECTION E

INSPECTION AND ACCEPTANCE

ARTICLE E.1, INSPECTION AND ACCEPTANGE

a. The Contracting Officer or the duly authorized representative will
perform inspection and acceptance of materials and services to be
provided.

b. For the purpose of this ARTICLE, Dr. Walter J. Rogan is the authorized

representative of the Contracting Officer.

c. Inspection and acceptance will be performed at the National Institute of
Environmental Health Sciences, Division of Intramural Research, Research
Triangle Park, NC. Acceptance may be presumed unless otherwise
i{ndicated 1n writing by the Contracting Officer, ox the duly authorized
representativé.

d. This contract incorporates the following clause by reference, with the
same force and effect as if it were given in full text. Upon request,

the Contracting Officer will make its full text available.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER 1) CLAUSE:

Number Title

52.246-8 Inspection of Research and
Development -- Cost-Reimbursement
(APR 1984)

ARTICLE E.2. PROTOCOL AGCEPTANCE

Notification of the formal acceptance of the protocol shall be provided in
writing by the Project Officer and endorsed by the Contracting Officer.

Failure of the contractor to recognize fully the cooperative nature of this
project during any time of performance and failure of the contractor to abide
by the approved shared protocol may result in Terminatien (either for
convenlence or default) in accordance with the Termination Clause (FAR 59.249-
5).

Contract No. NO1-ES-35362
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SECTION F

EESAE WL L

DELIVERIES OR PERFORMANCE

ARTICLE F.1, PERIOD OF PERFORMANCE

The Period of Performance of this Contract shall be for a period of sixty (60)
months, beginning June 30, 1993 and continuing through June 29, 1998. The
Period of Performance encompasses the completion of all technical effort as
described in Section C., ARTICLE C.2. and submission of all reports as
specified in Section C., ARTICLE C.3.

ARTICLE F,2, DELIVERIES

a. Satisfactory performance of this contract shall be deemed to occur upon
delivery and acceptance by the Contracting Officer, or the duly
authorized representative, of the following items in accordance with the
stated delivery schedule:

(1) The items specified below as described in SECTION C, ARTICLE c.3.
shall be delivered f.o.b. destination as set forth in FAR 52.247-
35, F.0.B. DESTINATION, WITHIN CONSIGNEES PREMISES (APR 1984), and
{n accordance with and by the date(s) specified below [and any
specifications stated in SECTION D, PACKAGING, MARKING, AND
SHIPPING, if included, of this contract]:

ltem Description Quantity Delivery Schedule

(a) Biannual Report

(b) Quarterly Progress Report

(¢) Planned Enrollment Report (See ARTICLE c.3.¢c.)

(d) Actual Enrollment Report

(e) TFinal Report

The above items shall be addressed and delivered to:
Addressee Deliverable Item No, Quantity

(See ARTICLE 3.4)

ARTICLE F,3. STOP WORK ORDER

This contract incorporates the following clause by reference, with the same
force and effect as if it were given in full text. Upon request, the
Contracting Officer will make its full text available.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER I} CLAUSE:

52.212-13, STOP WORK ORDER (AUG 1989) - ALTERNATE 1 (APR 1984)

Contract No. NOl-ES-35362
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SECTION G

CONTRACT ADMINISTRATION DATA

"ARTICLE G,1, REFERENCES TO THE DEPARTMENT OF HEALTH AND HUMAN SERVICES

All references to the Secretary, Department of Health, Education and Welfare,
HEW, HEWPR, HEW forms, etc., shall be changed to Secretary, Department of
Health and Human Services, HHS, HHSAR, etc., as appropriate.

ARTICLE G.2, PROJECT OFFICER/ALTERNATE PROJECT OFFICER

The following Project Officer(s) will represent the Government for the purpose
of this contract:

Project Officer

Dr. Walter J. Rogan

Acting Clinfcal Director

National Institute of Environmental Health Sciences
Division of Intramural Research

P.0. Box 12233, Mail Drop A3-05

Research Triangle Park, NC 27709

Telephone No.: (919) 541-4578

Alternate Project Officer

Ms. Beth Ragan

National Institute of Environmental Health Sciences
Division of Intramural Research

P.0. Box 12233, Mail Drop A3-05

Research Triangle Park, NC 27709

Telephone No.: (919) 541-2767

The Project Officer is responsible for: (1) monitoring the Contractoxr’s
technical progress, including the surveillance and assessment of performance
and recommending to the Contracting Officer changes in requirements; (2)
interpreting the Statement of Work and any other technical performance
requirements; (3) performing technical evaluation as required; (4) performing
technical inspections and acceptances required by this contract; and (5)
assisting in the resolution of technical problems encountered during
performance.

The Alternate Project Officer is responsible for conducting the actions of the
Project Officer as set forth in the above paragraph in the absence or othex '
unavailability of the Project Officer. The authority of the Altermate Project
Officer will not extend beyond those circumstances where the Project Officer
{s unable or unavailable to conduct the express limited responsibilities as
set forth in this Contract and in the Project Officer’s Appointment Letter.

Contract No. NO1-ES-35362
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*%%% For all other costs specifically approved under ARTICLE‘B,A_,

Advance Understandings, include separate cost information as an
attachment,

ARTICLE G.,S. FINAL PROTOCOL AND MANUAL OF OPERATIONS

The final Protocol and final Manual of Operations and all Project Officer

approved revisions to those documents shall be automatically incorporated into
this contract’s Statement of Work.

Contract No. NO1-ES-35362
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The Contracting Officer is the only person with the authority to act as agent
of the Government under this contract. Only the Contracting Officer has
authority to: (1) direct or negotiate any changes in the Statement of Work;
(2) modify or extend the period of performance; (3) change the delivery
schedule: (4) authorize reimbursement to the Contractor of any costs incurred
during the performance of this contract; or (5) otherwise change any terms
and conditions of this contract.

The Government may unilaterally change its Project Officer designation.

ARTICLE G,3, INVOICE SUBMISSION -- LETTER OF CREDIT (Payee Identification-
Number [PIN :

Advance payments will be provided pursuant to HHSAR Clause No. 352.232-73,
entitled METHOD OF PAYMENT- -LETTER OF CREDIT (APR 1984), which 1s incorporated
in this contract by reference. The PIN is A451. Invoice/Financing Request
Instructions for NIH Cost-Reimbursement Type Contracts, NIH(RC)-1, are
attached and made a part of this contract for the submission of completion
and/or final invoices. The invoice instructions and the following directions
for the submission of invoices/financing requests must be followed to meet the
requirements of a “proper" invoice, pursuant to FAR 32.9. The completion
and/or final invoice shall be submitted concurrently as follows:

L) An original and two copies to the following office:

National Institutes of Health
Division of Financial Management
Contracts Section, FAAB

Building 31, Room B1BO5A

9000 Rockville Pike

Bethesda, Maryland 20892

(2) Three copies to the following approving officer:

National Institute of Environmental Health Sciences
Attn: Contracting Officer A
Contracts & Procurement Management Branch, OM

79 T.W. Alexander Drive, 4401 Building

P.0., Box 12874

Research Triangle Park, North Carolina 27709

3 Inquiries regarding letter of credit payments should be directed to the
office administering advance payments designated in HHSAR Clause No.
352 232-73 entitled, METHOD OF PAYMENT--LETTER OF CREDIT (APR 1984) at
the following address:

Department of Health and Human Services/OASH/OM/ORM
Division of Payment Management

P.0. Box 6021

Rockville, Maryland 20852

Telephone: (301) 443-1350

Contract No. NOL-ES-35362
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ARTICLE G.&, CONTRACT FINANCIAL REPORT

a.

Financial reports on the attached Form NIH 2706, Financial Report of
Individual Project/Contract, shall be submitted by the Contractor in
accordance with the NIH Instructions, Instructions for Completing Form
NIH 2706, which accompany the form, in an original and two coples, not
later than the_thirtieth (30th) working day after the close of the
reporting period. The line entries for subdivisions of work and
elements of cost (expenditure categories) which shall be reported within
the total contract are listed in paragraph d. below. Subsequent changes
and/or additions in the line entries shall be made in writing.

The first financial report shall cover the period consisting of the
first full calendar month/first full calendar three months following the
date of the contract, in addition to any fractional part of the initial
month. Thereafter, reports will be on a monthly/quarterly basis.

If the final payment of this contract is to be made on the basis of a
desk audit, the Contracting Officer may require the Contractor to submit
detailed support for costs contained in one or more interim financial
reports. This article does not supersede the record retention
requirements in FAR Part 4.7. ’

The following expenditure categories shall be reported:

Direct Labor
Fringe Benefits
Project Management
Travel
Clinical Management
Lead Dust Management
QA/QC
Lab Analysis
Data Collection
Psychometrics
Indirect Costs
Subcontracts
Univ. of Maryland @ Baltimore
Johns Hopkins Univ. School of Medicine
Total Estimated Cost

o * For Direct Labor, itemize the effort contributed by each

individual on an attachment to Form 2706.

** For Costs recovered through 3rd party payers such as Insurance
carriers, landlords, et.al., indicate the costs recovered and
subsequently credited to the contract

*kk For costs shared for maintenmance contracts, include the total
amount charged by the service organization and the amount billed
as the Government's portion.

Contract No. NOL-ES-35362
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ARTIGLE G.5. FINAL PROTOCOL AND MANUAL OF OPERATIONS

The final Protocol and final Manual of Operations and all Project Officer

approved revisions to those documents
this contract's Statement of Work.

Contract No. NOL-ES-35362
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SECTION H
SPECTAL CONTRACT REQUIREMENTS
ARTICLE H,1. KEY PERSONNEL
a. Pursuant to the Key Personnel clause incorporated in this contract, by

reference in Part II, Section 1, the following individual(s) (is/are]
" considered to be essential to the work being performed hereunder:

NAME . TITLE
J. Julian Chisolm, M.D. Principle Investigator
Gary W. Goldstein, M.D. Co-Principle Investigator
b. When "key personnel® have been identified in this contract, it has been

determined that such named personnel are necessary for the successful
performance of this contract; and the Contractor agrees to assign such
persons to the performance of the work under this contract, and shall
not reassign or remove any of them without the consent of the
Contracting Officer in asccordance with the procedure outlined in 4.
below.

c. In addition, during the first ninety (90) days of performance, the
Contractor shall make no substitutions of key personnel unless the
substitution is necessitated by illness, death, or termination of
employment. The Contractor shall notify the Contracting Officer within
15 calendar days after the occurrence of any of these events and provide
the information required by Paragraph d. below. After the initial ninety
(30) day period, the Contractor shall submit the information required by
paragraph d. to the Contracting Officer at least 15 days prior to making
any permanent substitutions.

d. The Contractor shall provide a detailed explanation of the clrcumstances
necessitating the proposed substitutions, complete resumes for the
proposed substitutes and any additional information requested by the
Contracting Officer. FProposed substitutes shall have substantially
equal abilities and qualifications to those of the persons being
replaced. The Contracting Officer will notify the Contractor within 15
calendar days after receipt of all required information of the decision
on substitutions. This article will be modified to reflect any approved
changes of key personnel.

ARTICLE H.2. CRITICAL PERSONNEL

Positions designated as critical to the performance of this contract are set
forth below. Whenever the Contractoxr anticipates changes to any personnel in
these critical positions, the Contractor shall notify the Contracting Officer,
providing detailed explanation of the circumstances necessitating the
change(s), proposed substitution(s), resumes for the proposed substitute(s},

Contract No. NO1-ES-35362 )
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and any additional {nformation requested by the Contracting Officer for
review.

There are no critical personnel designated under this Contract

ARTICLE H.3. HUMAN SUBJECTS

The research involving human subjects required under this Contract shall not
be conducted without the prior written joint approval of the Project Officer
and Contracting Officexr (See SECTION E. ARTICLE E.3.). As a condition for
receiving such approval, the Contractor shall have provided to the Countracting
Officer a properly completed Optional Form 310, "Protection of Human Subject
Assurance Idencificacion/Certification/Declaration", certifying Institutional
Review Board (IRB) review and approval of the protocol. The appropriate human
subjects multiple project assurance number applicable to this Contract is

M1011.

ARTICLE H.4. HUMAN MATERIALS

No material developed, modified, orx delivered by or to the Government under
this contract, or any subsequent modification of such material, will be used
by the Centractor or made available by the Contractor for use by anyone other
than the Government, for experimental or therapeutic use involving humans.
The acquisition and supply of all human speclmen material (including fetal
material) used under this contract will be obtained by the Contractor in full
compliance with applicable State and local laws and the provisions of the
Uniform Anatoumical Gift Act in the United States and that no {inducements,
monetary or otherwise, will be offered to any person to {nfluence their
donation of human material.

ARTICLE H.5. PRIVACY ACT

This Contract requires the Contractor to do one or mOILE of the following:
design, develop or operate a system of records on individuals to accomplish an
agency function in accordance with the Privacy Act of 1974, public Law 93-579,
December 31, 1974 (5 USC 552a) and applicable agency regulations. vVivlations
of the Act may ilnvolve the imposition of criminal penalties. In compliance
vith the requirements of this Act, the Contractor shall utilize the NIEHS
existing system of records, identified in the Federal Register, Volume 56,
Number 8, January 11, 1991 under System of Records Number 09-25-0134.

ARTICLE H.6. GOVERNMENT PROPERTY

a. In addition to the requirements of the Clause, GOVERNMENT PROPERTY,
incorporated in this contract, the Contractor shall comply with the
provisions of the DHHS Publication Contractor’s Guide for Control of
Government Property, dated 1990, which {s incorporated by reference.
Among other issues, this publication provides a summary of the
Contractoxr's responsibilities regarding purchasing authorizations,

Contract No. NO1-ES-35362
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inventory, and reporting requirements under the contract. A copy of
this publication is available from the Contract Property Administrator.
This contract’s Contract Property Administrator is:

Mike Zindell

Research Contracts Property Administrator
Research Contracts Property Administration
National Institutes of Health

Building 13, Room 2E-65

9000 Rockville Pike

Bethesda, MD 20892

Telephone: (301) 496-6466

ARTICLE H.7. CONTRACTOR-ACQUIRED GOVERNMENT PROPERTY - SCHEDULE I-A

Pursuant to the Clause, GOVERNMENT PROPERTY, incorporated in this contract,
the Contractor is hereby authorized to acquire the property listed in the
attached Schedule I-A for use in direct performance of the contract. This
contract is for scientific research and is with a nonprofit institution whose
primary purpose is the conduct of scientific research. Therefore, pursuant to
subparagraph (c){(2) of the Clause, GOVERNMENT PROPERTY, title to equipment
having an acquisition cost of less than $5,000 shall vest in the Contractor
and title to equipment having an acquisition cost of $5,000 or more purchased
with funds made available under the contract shall vest in the Contractor
subject to the provisions of the Clause, GOVERNMENT PROPERTY; provided that
the Government may direct transfer of the title to the Government or to a
third party within twelve months after completion or termination of the
contract. The transfer of title to such equipment to the Government or to a
third party shall not be the basis for any claim against the Government by the
Contractor.

Schedule 1-A
There is currently no property identified for this Contract

ARTICLE H.B8. GOVERNMENT FURNISHED PROPERTY - SCHEDULE TI-B

Pursuant to the Clause, GOVERNMENT PROPERTY, incorporated in this contract,
the Government {agrees to furnish/has furnished] to the Contractor for use in
direct performance of the contract, the items listed in Schedule II-B below:

Schedule II-B
1. Drugs to be administered during trial

2. Placebo io be administered during trial
3. Laboratory determinations of blood lead levels

Contract No. NO1-ES-35362
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ARTICLE H,3. OFPTIONS

a. Unless the Government exerclses its option(s) pursuant to paragraph b.
and/or c. of thils article, the contract consists only of the statement
of work as defined in Sections C and F of this contract.

b. The Government may, by unilateral modification, exercise an option
within six (6) months after contract award for XRF Studies. Preliminary
written notice of its intent to exercise the options will be provided at
least sixty (60) days in advance. The preliminary notice does not
commit the Government to exercise the option.

c. The Government may, by unilateral modification, exerclse an option
within twelve (12) months after contract award for Caldwell Testing.
Preliminary written notice of its intent to exercise the options will be
provided at least sixty (60) days in advance. The preliminary notice
does not commit the Government to exercise the option.

ARTICLE H.10. SAFETY AND/OR HEALTH STANDARDS

The Government is not legally responsible for accidents, illnesses, or claims
arising out of any work undertaken as a result of this Contract. The
Contractor shall take the steps necessary to ensure compliance with all
pertinent jocal, state, and Federal statues relating to occupational health,
safety, and environmental protection associated with this Contract. in
accordance with PHSAR 352.223-70 incorporated by reference under PART II, all
work under this contract shall be conducted in accordance with the folloving
general standards, as appropriate:

1. Standards issued pursuant to the Nationmal Occupation Safety and Health
Act of 1970 (Title 29, Code of Federal Regulations [CFR})

2. Standards issued pursuant to the Atomic Energy Act of 1954 (42 USC 2021)

3. Standards issued pursuant to the U.S. Environmental Protection Agency,
Title 40 CFR, as amended

4. Standards issued pursuant to the Department of Transportation Hazardous
Materials regulations (Title 49 CFR parts 72, 171-180)

The Clinical Center shall report by telephone or FAX services adverse
reactions, serious unanticipated side effects, etc. to the Coordinating
Center, to the NIEHS Project Officer and Contracting Officer, and to the
Chairman of the Data Safety Monitoring Board, within one (1) work day. The
‘notification shall be confirmed by the Contractor in writing.

ARTICLE H.11. CONFIDENTIALITY OF INFORMATION

approval of the Project Officer will be required prioer to publishing any data
arising from contract studies. Information which will be derived from this
project may require special consideration with regard to the timing of its
disclosure in order to protect the interests of the Government and the public.

Contract No. NOLl-ES-35362
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In censideration of this the clause HHSAR 352.224-70, CONFIDENTIALITY OF
INFORMATION (APR 1984) 1is incorporated in this contract under PART II, SECTION
I, ARTICLE I.3.b. Department of Health and Human Services Acquisition
Regulations (HHSAR) (48 CFR Chapter 3) Clauses.

It is understood that this is a multi-center study and that a single center
may not publish its own data until after multi-center publication or two (2)
years following termination of the project, whichever comes first. Then a
single Clinical Center may publish scientific papers from its own data.

During the main analysis of the study, copies of any such papers shall be
provided to the Steering Committee for review and comment forty-five (45) days
prior to submission for publication or presentation.

ARTICLE H.12. SUBCONTRACTING PROVISIONS

a. Small Business and Small Disadvantaged Business Subcontracting Plan

(1) The Small Business and Small Disadvantaged Business Subcontracting
Plan, undated, is attached hersto and made a part of this
contract.

(2) The failure of any Contractor or Subcontracter to comply In good
faith with the Clause entitled "Utilization of Small Business
Concerns and Small Disadvantaged Business Concerns® incorporated
in this contract and the attached Subcontracting Plan, will be a
material breach of such contract or subcontract and subject to the
remedies reserved to the Government under FAR Clause 52.219-16
entitled, "Liquidated Damages - Small Business Subcontracting
Plan.”

b. Subcontracting Reports

(1) The Contractor shall submit the original and 2 copies of
Subcontracting Report for Individual Contracts, SF-294 in
accordance with the instructions on the report as referenced in
Public Law 95-507, Section 211. Regardless of the effective date
of this contract, the Report shall be submitted on the following
dates for the entire life of this contract:

aApril 30
October 30

The Report shall be sent to the following address:

National Institute of Environmental Health Sciences
Attn: Contracting Officer

Contracts & Procurement Management Branch, OM

79 T.W. Alexander Drive, 4401 Building

P.0. Box 12874

Research Triangle Park, North Carolina 27709

Contract No. NO1-ES-35362
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1f difficulties are encountered in attaining established
subcontracting goals, the Contractor or Subcoutractor shall
explain why and include their "s00od faith" efforts in Item 18,
Remarks, in the SF-294.

(2) The Contractor shall submit 1 copy of Summary Subcontract Report,
SF-295 in accordance with the instructions on the report as
referenced in Public Law 95-507, Section 211. The Summary
Subcontract Report shall be submitted annually on October 30.

The first report shall be submitted after the first full year of
this contract in addition to any fractional part of the year in
which this contract became effective. This Report shall be mailed
to the following address:

Office of Small and Disadvantaged Business Utilizatiom
Department of Health and Human Services

Room 517-D

200 Independence Avenue, S.W.

Washington, D.C. 20201

ARTICLE H.13. SALARY RATE LIMITATION IN FISCAL YEAR 1993

Pursuant to Public law (P.L.) 102-394, no NIH Fiscal Year 1993 (October 1,
1992 - September 30, 1993) funds may be used to pay the direct salary of an
jndividual through this contract at a rate in excess of $125,000 per year
(direct salary is exclusive of overhead, fringe benefits and general and
administrative expenses). The $125,000 per year salary limit also applies to
individuals proposed under subcontracts. If this is a multi-year contract, 1t
may be subject to unilateral modifications by the Government if an
individual's salary rate exceeds any salary rate ceiling established in future
HHS appropriations acts. P.L. 102-394 states in pertinent part:

“None of the funds appropriated in this title for the National
Institutes of Health and the Substance and Mental Health Services
Administration shall be used to pay the salary of an individual through
a grant or extramural mechanism at a rate in excess of $125,000 per
year."

ARTICLE H.14. RECOVERY OF COSTS

During performance of this Contract, where contract funds are expended to
discharge performance of certain functions such as residential lead hazard
clean-up, temporary housing, patient care, etc. which may in turn be
reimbursed by parties bearing a legal obligation to have borne such costs
originally, such costs shall be recovered from the appropriate sources and
applied as a credit to the Contract.

The Contractor shall keep an accurate account of all paymenté received from
recipients of third party payments ox other payors when such charges have been
previously billed to the Government, or for other costs recovered in

Contract No. NOL-ES-35362
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PART 11 - CONTRACT CLAUSES

SECTION 1

CONTRACT CLAUSES

ARTICLE 1.1. GENERAL CLAUSES_FOR_A NEGOTIATED COST-REIMBURSABLE TYPE CONTRACT
WITH NON-PROFIT INSTITUTIONS OTHER THAN EDUCATIONAL INSTITUTIONS

FAR 52.,252-2, CLAUSES INCORPORATED BY REFERENCE (JUN 1988)

This contract incorporates one or more clauses by reference, with the same
force and effect as if they were given in full text. Upon request, the
Contracting Officer will make their full text available.

a. FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES
FAR
Clause No. : Title and Date
52.203-1 Officials Not to Benefit (APR- 1984)
52.203-3 Gratuities (APR 1984)
52.203-5 Covenant Against Contingent Fees (APR 1984)
52.203-7 Anti-Kickback Procedures (OCT 1988)
52.203-10 Price or Fee Adjustment for Illegal or Improper

Activity (SEP 1990)

52.203-12 Limitation on Payments Cto Influence Certain
Federal Transactions (JAN 1990) (Over $100,000)

52.209-6 Protecting the Government's Interests when
Subcontracting with Contractors Debarred,
Suspended, or Proposed for Debarment (NOV 1992)

52.215-1 Examination of Records by Comptroller General
(FEB 1993)

52.215-2 audit-Negotiation (FEB 1993)

52.215-22 Price Reduction for Defective Cost or Pricing

Data (JAN 1991) (over $100,000)

52.215-24 Subcontractor Cost or Pricing pata (DEC 1991)
(over $100,000)

52.215-26 Integrity of Unit Prices (APR 1991)

Contract No. NO1-ES-35362
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52.215-31 Waiver of Facilitles Capital Cost of Money (SEP
1987)

52.215-33 Order of Precedence (JAN 1986)

52.215-39 Reversicn or Adjustment of Plans for

Postretirement Benefits Other Than Pensions
(PRB) (JUL 1991) '

$2.216-7 Allowable Cost and Payment (JUL 1991)

NOTE: For comtracts with hospitals, in paragraph
(a) the words "Subpart 31.2 of the Federal
Acquisition Regulation (FAR)" are deleted and
the words "45 CFR part 74 appendix E" are
substituted in lieu thereof.

For contracts with nonprofit organizations
exempted from OMB Circular A-122, in paragraph
(a), the words »Subpart 31.2" are deleted and
the words "Subpart 31.7" are substituted in lieu

thereof.
52.216-11 Cost Contract - No Fee (APR 1984)
52.217-5 Evaluation of Options~(JUL 193%0)
52.219-8 Utilization of Small Business Concerns and Small

Disadvantaged Business Concerns (FEB 1990)

52.219-9 Small Business and Small Disadvantaged Business
Subcontracting Plan (over $500,000) (JAN 1991)

52.219-13 Utilization of Women-Owned Small Businesses (AUG
1986) :

52.219-16 Liquidated Damages - Small Business
Subcontracting Plan (over $500,000) (AUG 1989)

52.220-1 Preference for Labor Surplus Area Concerns (APR
1984)

52.220-3 Utilization of Labor Surplus Area Concerns (APR
1984)

52.222-2 Payment for Overtime Premium (JUL 1990) (over
$100,000)

NOTE: The amount to be {nserted in paragraph (a)
is "zero"” unless_specified otherwise elsewhere
in this contract.

52.222-3 Convict Labor (APR 1984)

Contract No. NO1-ES-35362
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52.222-26 Equal Opportunity (APR 1984)

52.222-28 Equal Opportunity Preaward Clearance of
) Subcontracts (51,000,000 ox more) (APR 1984)

52.222-35 Affirmative Action for Special Disabled and
Vietnam Era Veterans (APR 1984)

52.222-36 Affirmative Action for Handicapped Workers (APR
1984)

52.222-37 ' Employment Reports on Special Disabled Veterans
and Veterans Era (JAN 1988)

52.223-2 Clean Air and Water (Over 5100,000) (APR 1984)

52.223-6 Drug Free Workplace (JUL 1990)

52.224-1 Privacy Act Notification (APR 1384)

52.224-4 Privacy Act (APR 1984)

52.225-11 Restrictions on Cextailn Foreign Purchases (MAY
1992)

52.227-1 Authorization and Consent (APR 1984)

Alternate I (APR 1984)

52.227-12 Notice and Assistance Regarding Patent and
Copyright Infringement (APR 1984)

52.227-11 Patent Rights - Retention by the ContractoX
{Short Form) (JUN 1989)

NOTE: In accordance with FAR 27.303 (a)
(2), paragraph (£) is modified to
include the requirements in FAR
27.303 (a) (2) (i) through (iv).

The frequency of reporting in (1) is
annual.

The office designated to represent the
Contracting Officer in administering this clause
is:

Extramural Inventions Reports Office, OER
National Institutes of Health

Building 31, Room 5B&41

9000 Rockville Pike

Bethesda, MD 20892

Telephone: (301) 402-0850

Contract No. NO1-ES-35362
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Correspondence with respect to the patent clause
shall be directed to the above address with a
copy to the Contracting Officer.

52.227-16 Additional Data Requirements - (JUN 1987)
52.232-9 Limitation on Withholding of Payment (APR 1984)
52.232-20 Limitation of Funds (APR 1984)

52.232-23 ‘ Assignment of Claims (JAN 1986)

52.232-25 Prompt Payment (APR 1989)

NOTE: 1In the second sentence of Paragraph
(b)(2), the words *30th day" are inserted.

52.232-28 Electronic Funds Transfer Payment Methods (APR
19893)

NOTE: The office designated to receive
information in paragraph (c) is:

National Institutes of Health
Division of Financial Management
Chief, Contracts Section, FAAB
Building 31, Room B1BOSA

9000 Rockville Pike

Bethesda, Maryland 20892

52.233-1 Disputes (DEC 1991)
52.233-3 Protest After Award (AUG 1989) -
Alternate I (JUN 1985)
52.262-1 Notice of Intent to Disallow Costs (APR 1984)
52.242-13 | Bankruptcy (APR 1991)
52.243-2 Changes - Cost Reimbursement (AUG 1987)

Alternate V - (APR 1984)

52.243-7 Notification of Changes (APR 1984)
% Insert 15 days in each blank

52.244-2 Subcontracts (Cost-Reimbursement and Letter
Contracts) (JUL 1985)

52.244-5 Competition in Subcontracting (APR 1984)
52.245-5 Government Property {Cost-Reimbursement, Time-

and-Material, or Labor-Hour Contract) (JAN 1986)
Alternate I. (JUL 1985)

Contract No. NOl-ES-35362
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52.246-23 Limitation of Liability (APR 1984)
52.249-5 Termination for Convenience of the Government
(Educational and Other Nonprofit Institutions)
(APR 1984)
52.253-1 Computer Generated Forms (APR 1984)
b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION

(HHSAR) (48 CFR CHAPTER 3) CLAUSES

HHSAR
Clause No. Title and Date
352.202-1 Definitions (APR 1984) -- Alternate I (APR 1984)
352.228-7 Insurance - Liability to Third Persons (DEC
1991)
&
352.232-9 Withholding of Contract Payments (APR 1984}
352.233-70 Litigation and Claims (APR 1984)
352.242-71 Final Decisions on Audit Findings (APR 1984)
352.270-5 Key Personnel (APR 1984)
352.270-6 Publications and Publicity (JUL 1991)
352.270-7 Paperwork Reduction Act (APR 1984)

ARTICLE 1.2. AUTHORIZED SUBSTITUTIONS, DELETIONS, AND MODIFICATIONS OF
CLAUSES

1. HHSAR Clause 352.217-72, Additional Cost Principles (OCT 1990), is
hereby deleted in its entirety

ARTICLE I.,3. ADDITIONAL CONTRACT CLAUSES

This contract incorporates the following by reference, with the same
force and effect as if they were given in full text. Upon request, the
contracting officer will make their full text available.

a. FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES:
1. FAR 52.220-4, Labor Surplus Area Subcontracting Program (APR
1984)
2, FAR 52.227-14, Rights in Data - General (JUN 1987),

Alternate V {(JUN 1987)

Contract No. NO1-ES-35362
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3. FAR 52.227-16, Additional Data Requirements (JUN 1987)
4. FAR 52.227-17, Rights in Data - Special Works (JUN 1987)
5. FAR 52.230-2, Cost Accounting Standards (SEP 1987)
6. FAR 52.,230-4, Administration of Cost Accounting Standards
(SEP 1987)
7. FAR 52.230-5, Disclosure and Consistency of Cost Accounting

Practices (SEP 1987)
8. FAR 52.251-1, Government Supply Sources (APR 1984)
b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATIONS/PUBLIC

HEALTH SERVICE ACQUISITION REGULATIONS (HHSAR) (PHSAR) (48 CFR CHAPTER
3) CLAUSES:

This contract incorporates the following clauses by reference with the
same force and effect as if they were given in full text. Upon request,
the contracting officer will make their full text available.

1. HHSAR 352.224-70, Confidentiality of Information (APR 1984)

2. HHSAR 352.270-1, Accessibility of Meetings, Conferences, and
Seminars to Persons with Disabilities (APR 1984)

3. PHSAR 352.223-70, Safety and Health (APR 1984)
NOTE: The codes, standards and criteria required by paragraph (a)

are set forth under Section H.

4, PHSAR 352.280-1, Protection of Human Subjects (OCT 1986)

c. CONTRACT CLAUSES INCORPORATED IN FULL TEXT
The following clauses are attached and made a part of this contract:

(1) NIH(RC)-1 Invoice/Financing Request Instructions for the NIH Cost-
Reimbursement Type Contracts (6/18/92)

(2) NIH(RC)-7, Procurement of Certain Equipment (APR 1984) (OMB
Bulletin 81-16)

(3) NIH(RC)-11, Research Patient Care Costs, (4/1/84)

ARTICLE 1.4. FAR CIAUSE 52.203-9, REQUIREMENT FOR CERTIFICATE OF PROCUREMENT
INTEGRITY - MODIFICATION (NOV 1990)

(a) Definitions. The definitions set forth in FAR 3.104-4 are hereby
iacorporated in this clause.

Contract No, NO1-ES-35362
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(b) The Contractor agrees that it will execute the certification set forth
in paragraph (c) of this clause when requested by the Contracting
Officer in connection with the execution of any modification of this
contract,

(c) Certification. As required in paragraph (b) of this clause, the officer
or employee responsible for the modification proposal shall execute the
following certification:

CERTIFICATE OF PROCUREMENT INTEGRITY - MODIFICATION (NOV 1990)

(1) I, [Name of certifier} am the
officer or employee responsible for the preparation of this modification
proposal and hereby certify that, to the best of my knowledge and
belief, with the exception of any information described in this
certification, I have no information concerning a viclation or possible
violation of subsection 27(a), (b), (d), or (f) of the Office of Federal
Procurement Policy Act, as amended* (41 U.S5.C. 423), (hereinafter
referred to as "the Act”), as implemented in the FAR, occurring during
the conduct of this procurement (contract and modification number).

(2) As required by subsection 27(e)(1)(B) of the Act, I further
certify that to the best of my knowledge and belief, each officer,
employee, agent, representative, and consultant of

- [Name of Offeror]
who has participated personally and substantially in the preparation or
submission of this proposal has certified that he or she is familiarx
with, and will comply with, the requirements of subsection 27(a) of the
Act, as implemented in the FAR, and will report jmmedlately to me any
information concerning a violation or possible violation of subsections
27(a), (b), (d), or (f) of the Act, as jmplemented in the FAR,
pertaining to this procurement.

(3) Violations or possible violatioms: (Continue on plain bond paper
if necessary and label Certificate of Procurement Integrity -
Modification (Continuation Sheet), ENTER "NONE" IF NONE EXISTS)

[Signature of the officer or employee responsible for the modification
proposal and date}l

{Typed name of the officer or employee responsible for the modification
proposal]

*Subsections 27(a), (b), and (d) are effective on December 1, 1990.
Subsection 27(f) is effective on June 1, 1991.

THIS CERTIFICATION CONCERNS A MATTER WITHIN THE JURISDICTION OF AN
AGENCY OF THE UNITED STATES AND THE MAKING OF A FALSE, FICTITIOUS, OR
FRAUDULENT CERTIFICATION MAY RENDER THE MAKER SUBJECT TO PROSECUTION
UNDER TITLE 18, UNITED STATES CODE, SECTION 1001.

(End of certification)

Contract No. NO1-ES-35362
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(d)

{e)

In making the certification in paragraph (2) of the certificate, the
officer or employee of the competing Contractor responsible for the
offer or bid, may rely upon a one-time certification from each
individual required to submit a certification to the competing
Contractor, supplemented by periodic training. These certifications
shall be obtained at the earliest possible date after am individual
required to certify begins employment or association with the
contractor, If a contractor decides to rely on a certification executed
prior to the suspension of section 27 (i.e., prior to December 1, 1989),
the Contractor shall ensure that an individual who has so certified is
notified that section 27 has been reinstated. These certifications
shall be maintained by the Contractor for a perlod of 6 years from the
date a certifying employee’s employment with the company ends or, for an
agency, representative, or consultant, 6 years from the date such
individual ceases to act on behalf of the contractor.

The certification required by paragraph (c¢) of this clause is a material
representation of fact upon which reliance will be placed in executing
this modification.

Contract No. NOL1-ES-35362
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PART 111X

LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS

SECTION J - LIST OF ATTACHMENTS

The following documents are attached and incorporated in this contract:

1. Small Business and Small Disadvantaged Business Subcontracting Plan,
undated, 6 pages

2. NIH 2706, Financial Report of Individual Project/Contract, 2 pages

3. NIH Instructions, Instructions for Completing Form NIH 2706, dated 5/92,
2 pages

4. Standard Form SF-LLL, Disclosure of Lobbying Activities, 1/90, 3 pages

5. NIH(RC)-1 Invoice/Financing Request Instructions for the NIH Cost-

Reimbursement Type Contracts (6/18/92), 6 pages

6. NIH(RC)-7, Procurement of Certain Equipment (APR 1984) (OMB Bulletin 81-
16), 1 page

7. NIH(RC)-11, Research Patient Care Costs, (4/1/84), 1 page

8. Optional Form 310, Protection Of Human Subjects Assurance of

Identification/Certification/Declaration, dated 9-92, 1 page

9. Authorization to Use GSA Supply Sources, NIK Form 1705, 1 page

Contract No. NO1-ES-35362
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PART 1V

REPRESENTATIONS AND INSTRUCTIONS

SECTION K

REPRESENTATIONS, CERTIFICATIONS, AND OTHER v
STATEMENTS OF OFFERORS OR QUOTERS

The following documents are incorporated by reference in this contract:
1. Representations and Certifications dated November 20, 1992.
2. Kennedy Krieger Research Institute Initial Proposal dated November 23,

1992; Revised Proposal dated May 12, 1993, Best and Final Offer dated
June &, 1993:; and Clarifying Informatlion dated June 18 - 25, 1993.

Contract No. NO1-ES-35362
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Attachment 1

KENNEDY KRIPBGER RESBARCH INSBTIIUTE
1. Contract Number: NO1-ES-92-3)

Contract Period: 07/01/93 - 06/30/58

Title: TOXICITY OF LRAD IN CIILDREN
Deacription: A placebo controlled trial of succimar in the
pravention of lead-associated cogmitive delay in young
children
2. Contractor Name: Kennady Krieger Research Institute
3. Individual Completing this Plan:

Neuman, Micheal, CPA
Assistant VP/Controller
Kennedy Xrieger Ingtitute
Baltimorea, MD 21208
{410) 550 - 9472

4. Parcentage Goalg:

It ip the policy of the Kennedy Krieger Research Institute (RERI)
that Small Buginsssz and Small Digadvantaged Business concerns be given
the maximum practical opportunity to compete for the requirements of
materiale, eguipment and services consistant with the efficient
performance of this Research Project.

The RERI establighes thea following percentage goals for the
propossd contract:

External
Prime _Contragt Percent s (2214
T i [ 3 2,867,080 100 § 570,176 100%
Small Businesa 659,178 23.0% 653,178 &§7.9%
Small Disadvantaged 74,390 2.6% 74,350 T.7%
5. Comment on Goals and Subcontract Pomsibilities with Small businesaes and

Small Disadvantaged Businesses:

The percentage totals were detarmined by
examining the total subcontracting poseibilities
inherent in this Research Project, and by sgtimating
the llkely Small Buainess and Small Disadvantaged
Business utiliration based on historical trends.

Tha XKRI will continue its attempts to find
qualified 8mall Business and Small Disadvantaged
Business Subcontracteors to mssiat it in fulfilling itm
cbligations under thip contragr.
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6. Subcontracting pPlan Administration:

The following individuals are designated to
administer tha subcontracting under thia research
project:

Project sanager {TBN.)
Toxicity of Lead in Children - DS8MA Clinical Trial

Tha following KXRI procursment personnal have assisted
in devaloping this Subcontracting Plan, and will
continue to provide services and information to
maximize small Businegs and Small Disadvantaged
Business utilization:

Gamache, Thomas, BA

Manager, Purchasing Department
Kennedy Krieger Institute
Baltimore, MD 21205

{410) 550 - 9472

Project Manager (TBN.)
Toxicity of Lead in Children -~ DSMA Clinical <trial

The duties of the Project Manager and Directer
of Puxrchawing with respect to Small Business concerns
include the following: )

(a) Identify qualified Small Bupincsg and 5mall Disadvantayed
Business concerns as potantial suppliers for XKRI
requiremencs.

{b) Coordinate with the KRRI buyers to ensure that Small
Busineas and Ymall Disadvantaged Businasa Concexne are
considered fairly as subcontractora and supplies.

(o} Muintain appropriate records.
(d} Prapare and submit requirxed rwporta.

(o) Kegp abreast of current requiremants, recant literature and
forthcoming seminars in the field. ’

7. Tha KKRI Efforts to Asgurs Small Business and Ssall Diaadvaﬁcaged
Businesses Have Maximum Practical Opportunity:

The President of the XKRI has designated the
Purchasing Department to carry the lead responsibility
for implementing the KKRI's Small Business and Small
Digadvantaged Business policy, and has confirmed the
Institute's intent to take greater initistives to
ancourage Small Business and Small Disadvantaged
Business involvament in tha procurement process.
Thene sctions are an appropriate extensicn of the
Institute’s fundamantal policy of Bqual Opportunity.
Each individual faculty and staff mamber will ba
informed of this inteut.

The Inctitutc's efforta in this program includa:

(a) Maintain directories and company brochures of Small Busingee
and Small Dizadvantaged Businesz Concerm, keeping the XKRI
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procurcmgnt staff aware of current directories and new
information.

{b) Circulare company brochures to the XKRI faculty and ataff.

{c) Attend Small Buginess and Small Disadvantaged Businepg Fairs
and Bxpoditions and Scminars as appropriata.

() Make various levels of XXRI Management, including program
managers and staff membexrs reaponsible for initiating
procurement actions, aware of the Institute’s
respongibilities toward Small]l Busginess and Small
Disadvantaged Buainess concerng.

(o) Make wite viaits as appropriate to Small Business and Small
Dinadvantaged Businesras.

{£) Receive visits [rom Small Hugineases and Small Disadvantaged
Businesaes as appropriate.

{g) Include Small Busineenes and Small Disadvantaged Businessea
on bidder’'s l1liats where appropriata.

{h} Include appropriste instructions in the tnétitute’s
Administrative Manuals, and insert items in the
Adminigtrative Bulletim,

(i} Advipe Small Buainese and Small Digadvantaged Buminaeag
otficials on problems before these result in loma of a
msubcontract or loss of future business oppurtunity.

(H Monitor the United States Code, the Code of Pederal )
Requlations, and tha Federal Register for the purpose of
keeping apprised of all applicable statutes and implemonting
regqulationsa,

Records Maintained:

To demonatrate compliance with the procedurss and goals set forth

in this Plan, the following types of records will be maintained:

(a)

{b}

{c)

(d)

(e}

(n

(g}

Records showing aolicitition of and awards to Small Busincases and
Small Digadvantaged businesses.

Summary records of buyer’e bide, showing Small Business and Small
Disadvantaged Business sclicitations.

Catalogs and brochures from Small Busingssea and Small
Disedveantaged Businessesg.

Documentation regarding site vigits to Small Dusinesses and Small
Disadvanctaged Businessen.

Documentation regarding site vieits by Swall businesses and 5Small
Disadvantaged Businegees to the KKRI.

Directoriea of Small Businerses and Small Disadvantaged
Bugsinessas.

Computerized reports of Small Busines:s and Small Digadvantagad
Pusinces utilization.
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Statemant of Asaurances

The Xennedy Krieger Rssearch Institute certifies that the
appropriate clauses rcquired by the General Provigions of this
prime contract will be included in all subcontracts which offer
further subcontracting opportunities, and that as the Prime
Contractor we will require all subcontractors (except Smalli
Business Concerns) who may received subcontracta in excess of
$300,000 in case of a subcontract for all other contracts, to
adopt a plan aimilar to this plan. Purther , the Institute will
subnit guch pericdic reports as required and cooperate in any
studies or surveys® as may be required and in avery way as required
under the Solicitation Provisions outlined under Subpart 52.219.9

of the Pederal Acquisition Regulations.

Ncuman, cheal, CPA
Assigtant VP/Contrallar
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KENNEDY KRIEGER RESKARCR INSTITUTE
POLICY OF COMPLIANCE WITH PUBLIC LAW 85-507

It is the policy of the Kennedy Krieger Research Institute that small
Buainess and Small Dicadvantaged Businews concerns be given tha maximum
practical opportunity to compete for the requirementa of material, equipment
and services consistent with the afficient performanca of individual repearch
projects.

The Inscitute establishes percentage goals for each proposed contract.
These goals are determined by examining the total subcontracting possibilities
inherent in each research project, and buy satimating the lixely Smaill
Businegs and Small Disadvantaged Busineas utilization baged on histerical
trends.

The IngLitute continues to attempt to find qualified Small Buginess and
Small Disadvantaged Businecs Subcontractors to agaist it in fulfilling {tm
obligations under the contracts.

In order to agsure the Small Rusineas and Disadvantaged Businessaus have
maximum practical opportunity, the University maintaing catalogs, directories
and brochures of Small Busineas and Small Disadvantaged Business concerns and
circulates them among appropriate Univarseity Faculty and Staff. In addition
to attending business fairs, expositions, and seminars, the University also
advises and counsels buminess concerns regarding procurement procedures and
placement on bidder’s liats where appropriate.

Tha United States Code, the Code of Federal Regulations, and the Fedaral
Register are regularly monitored for the Purpose of keeping apprised of all
applicable statues and implementing regulationg, o

Racords showing sclicitations of bids and bid awards are maintained to
demonstrate compliance with the procedures and goals set forth for each
aubcontracting plan. Documentation of site visits made to Small and Small
Disadvantaged Businesses in addition to computerized utilization repoxts ara
kspt on file.

The President of the Institute has designated the Purchasing Dapartmaent
Lo carry the lead responsibility for implementing the Institute’'s Small
Business and Small nisadvantaged Buginess policy, and had confirmed the
Ingtitute®s intent to take greater injtiativee to ancourage Small Busminaas and
Small Disadvantaged Business involvement in the procurement process, Thesae
actions are an appropriate extension of the Inotitutes's fundamgutal policy

and Equal Opportunity.
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ERNNRDY KRIRGER INSTITUTH
SMALL BUSINREA PLAN
SUMMARY OF EXTHRMAL KXPOMSHS

PURCHASEARRVICH CONTHMPLATED SUPPLIKR PUSINENS CLASSIFICATION
PROIKCT MANAGEMENT
suerLIPS
OFTICH NUPPLIDS LUCAS RROTIIERS LARGL $i9.615
PHOTOCOPYING SUPPLITS LUCAS RROTIIERS LARGH $1%
OTHER
POSTAGR USES. LARGH 9.1M
SHIPPING FEDERAI EXPRESS LARGE 6.474
TOLEPHONR KELL ATLANTIC LARGH 57,881
ADVERTISING DAVIS ADVERRTISING SMALL 100
HOOKS & MANUALS : VARIOUS TARGE 1.000
TYFING AND (1DRICA). SER VICES CARECRS, USA spB e
TRAVEL REIMBURSRAB1Y FARGE 21,188
RON VOYAGE TRAVH!, soB8 9,579
CLINICAL MANAGEMENT . .
CLINICAL sUTPLIES VWR LARGT 6,592
PATIEN I TRANSPORTATION ‘ YELLOW CAR CO, SMALL 228 00§
YITAMINS EDWARDS AND ANTHONY sDB 3619
IRAD DUST MANGEMENT
CONSULTANTY VARIOUS TARGD 1,000 .
RANDOM DUST SAMPLES IN-HOUSE LARGR 18035
HOUSE INTERVENTIONS VARIOUS : SMAIL 408,485
ROLOCATION EASTERN MOVING AND STOKAGH SMALL 1).7%
QUALITY CONTROL .
STANDABRD RRVEYRENCE MATRHRIALS VWR LAROL 1812
LABORATORY ANALYSIS
BLNCTRODEEINCTRODE COMPARTMENT VWR 1ARCH 3,300
MAINTINANCR CONTRACTS CHESAPLAKE LEASING SMALL. 6,738
DATA COLLECTION - FRILD . '
PARTICIPATION INCENTIVRS VARIOWY LARGE 48,700
VEXICLES VARIOUS 1ARGT 15
PSYCHOMEOTRICS
TASTING MATRRIALS VARIOUS LARGH 45% °
TOTAL - LARGH RUSINDNS $234,806
TINAL - SHALL BUSINESS L2 R Y I
TUTAL - SDR $74,3%0

TOTAL - COMBINDD FM,174



14 el NStitUTes Of Feesnn

i Toxicity Lead in C!' ‘ren's 0980-0134
Trial ~- Clinical C. .cer NO1-ES-35362
Financlal Report of Individual | Program .. eoan
Prolecucon“’ac‘ : Reporting Perlod Contractor's Neme .lnd Addrees
Kennedy Krieger Research Institute, Inc.
Complete thiz form In accordence with 707 North Broadway
. sccompanying lnskucons. (YEAR 1) Baltimore, MD 21205
Cumulstive .
Incurred Incurred Crmnulative Estimeted Estimaied Furded rlerne
Expendiaxe Category Parcomage of Effort/Houra Cost ot End Coet-Caunrerd Coet o Dote Cowt o Coet w vuthdi?;”
of Prior Peciod ©+H Complots “orArect
_ Furwded Achaal Period rFeom Asmona 6+t
A .} C D |3 F a H L J
Direct Labor 5156,012
Fringe Benefitg 42,124
Pro‘ect Management 15,086
Travel 9,950
Clinical Managemgnt- ~0=
Lead Dust Management 1,000
qa/qQc 286
Lab Analysis . -0-
Data Collection 1,854
Psychometrics -0-
Indirect Costs. 126,735 .
Subcontracts
Upiyersity of|Maryland ~
EaYtimorg Y 47,777
- Johns Hopkins|University
School of Medicine 44,586 E
[+
Total Estimated §osts 445,410 %
S
PEESPUEPN o &
fa]

NIR 2706 (5/92).  (Formedy HIHS 646)

'9-T JuswnNd0q - NINM-0ZTTO-AJ-L0-T 8seD

L0/T0/S0 pall4
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nal InetMistes of Health

Financial Report of individual

Project/Contract

Complate i3 form in accordence with

sccompanying instuctons.

| Program

Toxicity Lead in C
Trial ~-- Clinical Center

iren's

NO1-ES-35362

0B0-01134
05800131

Reporting Perlod

(TOTAL ESTIMATED COSTS)

Conttector's Name and Addrese
Kennedy Krieger Research Institute, Inc.
707 North Broadway
Baltimore, MD 21205

- Cusmiotve Evttrastod
' Incurred ol Estimated Cowt ot Funded Verionco (Ove
Expendinre Categosy Percertage of EfforlHours Cost »t End Coel—Currerd Coet Yo Dale Cost Conarnct or Undar)
ot Prior Pochod O+6 Complute Aroumt [UE . ]
. Funded Actual Period F+Q
A [ C D € |4 [) H ] )
Direct Labor $1,493,627
Fringe Benefits 403,277
Project Hanagemegyt 109,755
Travel 30,7657
"Clinical Managemdnt:- 290,806
Lead Dust Managethent 451,673
Qa/QC 7,912
.Lab Analysis , 9,836
Data Collection ‘6h,594
Psychometrics 4,836
.Indirect Costs: 1,605,564
Subcontracts
University of|Maryland -
BaYtinore Y 699,794
Johns HopkinsjUniversity
School of Medicine 592,59t .
5
Total Estimated fosts » 765,029 ‘

NI 2706 (5/92)  (Formedy HHS 646)

9-T Wuswndod NINM-0ZTTO-AI-L0-T 8SeD

L0/T0/S0 pall4

29 Jo gt abed
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Attachment 3

instructions for Completing Form NIH 2706 —
~Financial Report of Individusl Project/Contract”

GENERAL INFORMATION

Purposs. Form NIH 2706 is designed to: (1)
provide a management tool for use by NIH in
monitoring the application of financial and
personnel resources to NIH contracts, (2)
provide contractors with financial and personnel
management data which is usable in their
management processes, (3) promptly indicate
potential areas of contract underruns of OverTuns
by making possible comparisons of actual perfor-
mance and projections with prior estimates on
individual elements of cost and personnel, and
(4) obtain contractor’s analyses of cause and
effect of significant variations between actual and
prior estimates of financial and personnel
performance.

REPORTING REQUIREMENTS

(a) Scope. The specific cost and personnel
elements to be reported shall be established by
mutual agrecment prior to award, The Govern-
ment may require the contractor to provide
detailed documentation to support any element(s)
on one or more financial reports.

(b) Number of Copies and Maling Address. An
original and two (2) copies of the report(s) shall
be sent to the contracting officer at the address
shown on the face page of the contract, no later
than the 30th working day after the end of the
period reported.

REPOHRTING STATISTICS

A modification which extends the period of
performance of an existing contract will not
require reporting on a separate Form NIH 2706,
except where it is determined by the contracting
officer that separate reporting is necessary.
Furthermore, when incrementally funded con-
tracts are involved, each zeparate allctment is not
considered a separate contract entity (only 2
furding action). Therefore, the statistics under
incrementally funded contracts should be
reported cumulatively from the inception of the
contract through completion.

Definitions and Instructions for Completing Form
NIH 2706. For the purpose of establishing
expenditure categories in Column A the foliow-

" ing definitions and instructions will be utilized.
Each contract will specify the categories to be
reported.

NIH 2706 {6/92} Instructions FRONT

(1) Personnel—Professional. Included are the
senior level and all other personne! whose total
annual salary rates are $50,000 or.mpre. It
should include key personnel regardless of

annual salary rates. All such individuals should
be listad by names and job titles on a separate
line including those whose salary is not directly
charged to the contract but whose effort is .
directly associated with the contract, The listing
must be kept up to date.

(2) Personnel—Other. This will be listed as one
amount uniess otherwise required by the
contract.

(3) Fringe Benefits. Inciude allowances and
services provided by the contractor to employees
as compensation in addition to regular salaries
and wages. If a fringe benefit rate(s) has been
established, identify the base, rate, and amount
billed for each category. If a rate has pot been
established, the various fringe benefit costs may
be required to be shown separately. Fringe
benefits which are included in the indirect cost
rate should not be shown here.

(4) Accountable Personal Property. Nonexpen-
dable personal property with an acquisition cost
of $1,000 or more and with an expected useful
life of two or more years, and seasitive items
regardless of cost. Form HHS 565, “Report of
Accountable Property,” must accompany the
contractor's public voucher (SF 1034/SF 1035)
or this report if not previously submitted. See
the DHHS *“Contractor’s Guide for Control of
Government Property.”

(5) Supplies. Includes the cost of supplies and
material and equipment charged directly to the
contract, but excludes the cost of nonexpendable
equipment as defined in (4) above.

(6) npatient Cars. Costs associated with a
subject while occupying 2 bed in a patient care .
setting. It normally includes both routine and
ancillary costs. :

' (7) Outpatient Cars. Costs associated with &

subject while not occupying a bed. It normally
inclu¢es ancillary costs oaly.

(8) Travel. Includes all direct casts of travel,
including transportation, -subsistence and
miscellaneous expenses, Travel for staff and
consultants shall be shown separately. 1dentify
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Attachment 4

DISCLOSURE OF LOBBYING ACTIVITIES Approved by O

0346-004¢
Complate this lorm to disclose lobbying activities pursuant 16 31 US.C. 1352
{See reverse for public burden disclosure.)
ME1 Type of Federal Actiom 2 Status of Federal Action: 3. Reporct Typer
a. contract 1 bid/offerrapplication D a. initlal filing
b. grant " b. Initial award b. material change
; ;::;pcnl e sgreement ¢. post-award Fos Malerlal Change Only:
e. loan guarantee YeAT —___ Quarter
i. loan insurance ' ' date of last report
4 Name and Address of Reporting Entity: 5. if Reporting Entity in No. 4 is Subawardee, Enter Name
O Prime Q Subawasdee and Address of P
Tler _ . if knowm:
Congressional District, if known: Congressional District. f known:
6. Federal DeparimenvAgency: 7. Federal Program Name/Description:
CFDA Number, if applicable: _____ = =
8. Federal Aclion Number, if known: 3. Award Amount. if known:
s
18. & Name and Address of Lobbying Enti b. Individuals Perlorming Services lincluding address if
tf individual, last nume, first name, Mix different from No. 10 ..

fast name, first narrve, Mik

{attach Gontinusgon Sheetfs) AUA H necessany)

11. Amount of Payment (check all that apply): 13. Type of Payment (check all that applyr:
b3 Q actual O planned O a retainer
0O b. one-time fee
12 Form o Payment (check all that applys: 0 ¢ commission
O d. contingent fee
a a. cash a
s e. deferred
G b. in-kind; specify: nature a . by: .

value

14, Briel Description of Services Performed or to be Perlormed and Datels) of Service. including otficer(s), employzels),
or Memberis) contactad, lor Payment indicated In ftem 112

{3ctach Corinumpion Shepi(y) SFUL-A ¥ necersan
18. ConUnustion Sheette) SF-LLL-A attached: Q Yex 0 No

1% inating revied Swmagh Win b B uthavieed by wele 3t ULC
sncsion 1351 Thie dincimes of lobivyinng arvbeitios s 5 masorial raprrvorsmtinst Signature:

w fu3 wpan whah lares wes piaced by the Wer dhowe whon e
¥oTItn wel meds o watevod s Thin declomes B sl arnee W Primt Name:

39 URC 130 The nbreniion will b reparsed 0 the Congrows Seemi-

iy sk il Ve sredindsie b Jadhlly btpencsinn, Ay poran who ol e Tithes

Wy the rapuivedd dnchomey il be wijurt 9 3 Gvi ponaity of cat towe han

FHLINC rud rne mase Shon TAIES bor sach sk fodhrm. Telephone Net
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INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES

This disdosure form shall be completed by the repocting entity, whether subswarden or prime Federal red t, at tha
initlation or receipt of & covered Federal action, or a2 material change to a1 previous filing, pursuant to title 11 U.S.C.
section 1351 The fling of & korm ks required for each payment or rgreement to make pryment to any lobbying entity for
influending or attempting to influence an officer or employee of any agency, 2 Member of Congress, an officer or
employee of Congress, or an empl of 2 Member of Congress in connection with a covered Federal action. Use the
SF-LLL-A Continuation Sheet for additional information if the space on the form i3 inadequate. Compiete all items that
2pply for bath the initial Ming and material change report. Reler to the implementing guidance pubiished by the Office of
Management and Budget for additional information.

1. Identity the type of covered Federal action for which lobbying activity is and/or has been secured to influence the
outcome of a covered Federal action.

2. identiy the status of the covered Federal acton.

3. Identify the approprate classification of this report. 1If this Is a followup report caused by & materisl change to the
Information previously repored, anter the year and quarter in which the change occurred. Enter the date of the last
previously submitted report by this reporting entity for this covered Federal action.

4. Enter the fult name, address, dty, state and Tp code of the reporting entity. include Congressional District, if
known, Check the appropriate classification of the reporting entity that designates if it is, or expects to be, a pime
ot subaward redipient. identity the ter of the subawardee, e.g. the first subswardee of the prma s the 1st tier.
Subawards include but are not limited to subcontracts, subgrants and contract swards under grants.

S. 1f the organization fling the report In item 4 checks "Subawardee®, then enter the full name, address, dty, state and
#p code of the prime Federal recipient. Include Congressional District, it known.

6. Enter the name of the Federal agency making the award o loan commitment. include at least one organizational
Jevel below agency name, if known. For example, Department of Transportation, United States Coasst Guard.

7. Enter the Federal program name or desaription for the covered Federal acton (item 1). if known, enter the full
Catalog of Federal Domestic Assisance (CFDA) number for grants, cooperative agresments, loans, and loan
commitments.

3. Enter the most appropriate Federal Identifying number available for the Federal action identifled in ftem 1 (e.g.
Request for Propotal (RFP) number; Imvitation for Bid (IFB) number; grant announcement number the contract,
grant, or loan award number; the application/proposal control number assigned by the Federal agency). Incude
prefixes, e.g., "RFP-DE-90-001." ) :

9. FofacovtredFedenlacdonwhmthmhnbeeﬂmawvdwlomcmmmtbyﬁnfnd«ﬂw,miudk
Federal amount of the award/loan commitmant for the prime entity identifed in Rem 4 or 5.

10. (a)EmcrtheMm«,)ddren.dty,mtcmddpcodcolzhclobbm«nﬁqm;ncdbyGnnmmmy
Identifled in item 4 to influence the covered Federal action.

(b)Enter the full names of the Individuaks) performing services, and include full address if different from 10 (a).
Enter Last Name, First Name, and Middie initfal (M1).

11. Enter the muntofmpenndonpddarcmb!yexpededtobepddby‘!fnnpot&\gmﬁqaml}to the
lobbying entity (Itern 10). Indicate whether the payment has been made (actual) or will be made (planned). Check
3il boxes that apply. If this is a material change report, enter the cumulative smount of psyment made or planned
to be made.

12. Check the approprate boxies). Check all boxes that apply. if payment is made through an In-kind contribution,
specity the nature and value of the in-kind pryment. )

13. Chack the appropriate boxies). Check all boxes that apply. If other, specify nature. »

u.hvﬂdcamdktdd«ﬂchpdwdmauMcuwﬂnbbbﬁﬂhnp«MwﬂMWb
mmmmammmnmmmmmm,mmmm'
actual contact with Fedaral offidais. dentily the Federal or employes(t) contacted or tha offic
employee(s), or Memnber(s} of Congress that were contacted.

15. Check whether or not a SF-LLL-A Continuation Shaet(s) is attached.

6. ﬂnczdfyin;ofﬂddd\ﬂdmmﬁdatnﬂn#o«m,pdn&hﬂs«nmmw telephong numbey.

mww&ﬁmumhcﬂmdwwnm”mw‘hhm
WWMMM‘M‘MMhMMMMMMNMd
mwwwhwmmanmmdumaw nagguetions
bmmw,nuwawmwwmm(mwoﬁm

DENS |

- e
.o
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DISCLOSURE OF LOBBYING ACTIVITIES Approved by OM
CONTINUATION SHEET

nkcponln; Entityr Page

Anaiveriond tuor Local Raopradocrken
\y.S. G.P.O. 1990-260-706:00012 “
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Attachment 5
INVGICE/FINANCIHG REQUEST INSTRUCTIONS FOR HNIH COST-REIMBURSEMENT TYPE CONTRACTS

General: The contractor shall submit claims for reimbursement in the manner and
format described herein and as i1lustrated in the sample invoice/financing request.

Format: Standard Form 1034, "Public Voucher for Purchases and Services Other Than
personal;" and Standard Form 1035, “public Voucher for Purchases and Services Other
Than Personal-- Continuation Sheet," or reproduced copies of such forms marked
ORIGINAL should be used to submit claims for reimbursement. In lieu of SF-1034 and
§F-1035, claims may be submitted on the payee’s letter-head or self-designed form .
provided that it contains the information shown on the sample invoice/financing
request.

Number of Copies: As indicated in the Invoice Submission clause in the contract.

Frequency: Invoices/financing requests submitted in accordance with the payment
clause shall be submitted monthly unless otherwise authorized by the contracting
officer. ‘

Cost Incurrence Period: -Costs incurred must be within the contract performance
" period or covered by precontract cost provisions.

Billing of Costs Incurred: If billed costs include: (1) Costs of a prior billing
period, but not previously billed, or {2) costs incurred during the contract period
and claimed after the contract period has expired, the amount and month(s) in which
such costs were incurred shall be cited. ‘

Contractor’s Fiscal Year: Invoices/financing reguests shall be prepared in such a
manner that costs claimed can be identified with the contractor’s fiscal year.

Currency: A1l NIH contracts are expressed in United States dollars. Where
expenditures are made in a currency other than United States dollars, billings on
the contract shall be expressed, and reimbursement by the United States Government
shall be made, in that other currency at amounts coincident with actual costs
incurred. Currency fluctuations may not be a basis of gain or loss to the
contractor. Notwithstanding the above, the total of all invoices paid under this
contract may not exceed the United States dollars authorized.

Costs Requiring Prior Approval: Costs requiring the contracting officer’s approval
which are not set forth in an advance understanding in the contract shall be so
identified and reference the Contracting Officer’s Authorization (COA) number.

Invoice/Financing Request Identification: Ffach invoice/financing request shall be
identified as either:

(a) Interim Invoice/Contract Financing Request — These are interim payment
requests submitted during the contract performance period.

(b) Completion Invoice — The compietion invoice is a final invoice which is
submitted promptly upon completion of the work, but no later than one
year from the contract completion date. The completion invoice should
be submitted when all costs (except for finalization of indirect cost
rates) have been assigned to the contract and all performance provisions
have been completed.

NIH{RC)-1
REV. 6/18/92 1
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(c)

Final Invoice — A revised final invoice may be required after the
amounts owed have been settled between the Government and the Contractor
{e.g., final indirect cost rates and resolution of all suspensions and
audit exceptions).

preparation and Itemization of the Invoice/financing Request: The Contractor shall
furnish the information set forth in the explanatory notes below. These notes are
keyed to the entries on the sample invoice/financing request.

NIH{RC)-1

ey

(a)

(b)

(c)

{d)

(f)

(9)
(h)

(1)

{J)

payor’s Name and Address — The paying office and address, identified in
the Invoice Submission clause of the contract, shall be entered on all
copies of the invoice/financing request.

Invoice/Financing Request Number — Insert the appropriate serial number
of the invoice/financing request.

Date Invoice/Financing Request Prepared — Insert the date the
invoice/financing request is prepared.

Contract Number and Date — Insert the contract number and the date of
the contract.

Payee's Name and Address _ Show the Contractor’s name {(as it appears in
the contract), correct address, and the title and phone number of the
responsible official to whom payment is to be sent. When an approved
assignment has been made by the contractor, or a different payee has
been designated, then insert the name and address of the payee instead
of the contractor.

Total Estimated Cost of Contract — Insert the total estimated cost of
the contract, exclusive of fixed-fee. For incrementaily funded
contracts, enter the amount currently obligated and available for
payment.

Total Fixed-Fee — Insert the total fixed-fee (where applicable).

Billing Period — Insert the beginning and ending dates (month, day, and
year) of the period in which costs were incurred and for which
reimbursement is claimed.

Amount Billed for Current period — Insert the amount billed for the
major cost elements, adjustments, and adjusted amounts for the period.

cumulative Amount from Inception to Date of this 8i1ling — Insert the.
cumulative amounts billed for the major cost elements and adjusted
amounts claimed during this contract.

Direct Costs — Insert the major cost elements. For each element,
consider the application of the paragraph entitled "Costs Requiring
Prior Approval®™ on page 1 of these instructions.

(1)  Direct Labor _ This consists of salaries and wages paid (or
accrued) for direct performance of the contract. _ .

(2) Fringe Benefits — This represents fringe benefits applicable to
direct labor and billed as a direct cost. Fringe benefits
inciuded in indirect costs should not be jdentified here.

f/10/Q9 2
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(1)

NIH(RC)-1
REV. 6/18/92

(3) Accountable Personal Property — This category of cost includes
permanent research equipment and general purpose equipment having
a unit acquisition cost of $1000 or more and having an expected
service life of more than two years, and sensitive property
regardless of cost (see the DHHS Contractor’s Guide for Control of
Government Property.) Show permanent research equipment separate
from general purpose equipment. Prepare and attach Form HHS-565,
"Report of Accountable Property," in accordance with the following
instructions:

List each item for which reimbursement is requested. A
reference shall be made to the following (as applicable):

(A) The item number for the specific piece of equipment
listed in the Property Schedule;

(B) The Contracting Officer’s Authorization letter and
number, if the equipment is not covered by the
Property Schedule, or;

(C) Be preceded by an asterisk (*) if-the equipment is
below the approval level.

Further itemization of invoices/financing requests shall
only be required for items having specific limitations set
forth in the contract.

(4) Materials and Supplies — This category includes equipment with
unit costs of less than $1000 or an expected service life of two
years or less, and consumable material and supplies regardless of
amount.

(5) Premium Pay — This is remuneration in excess of the basic hourly
rate.

(6) Consultant Fee — Fees paid to consultants. Identify consultant by
name or category as set forth in the contract’s advance
understanding or in the COA letter, as well as the effort (i.e.,
number of hours, days, etc.) and rate being billed.

(7) Travel — Foreign travel is travel outside of Canada, the United
States and its territories and possessions. However, for an
organization located outside Canada, the United States and its
territories and possessions, foreign travel means travel outside
that country. Foreign travel should be billed separately from
domestic travel.

(8) Subcontract Costs — List subcontractor(s) by name and amount
billed.

(3) Other — List all other direct costs in total unless exceeding
$1,000 in amount. If over $1,000 1ist cost elements and doliar
amounts separately. If the contract contains restrictions on any
cost element, that cost element should be listed separately.

Cost of Money (COM) — Cite the COM factor and base in effect during the
time the cost was incurred and for which reimbursement is claimed.
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(n)

(o)

(p)

{(q)

Indirect Costs--Overhead — Identify the cost base, indirect cost rate,
and amount billed for each indirect cost category.

Fixed-Fee Earned — If the contract provides for a fixed-fee, it must be.
claimed as provided for by the contract. Cite the formula or method of

computation.

Total Amounts Claimed — Insert the total amounts claimed for the current
and cumulative periods.

Adjustments — This includes amounts conceded by the contractor, out-
standing suspensions, and disapprovals subject to appeal.

Grand Totals

The Contracting Officer may require the Contractor to submit detailed support for
costs claimed on one or more interim invoices/financing requests.

NTH(RC) -1

REV. 6/18/92 4
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SAMPLE INVOICE/FINANCING REQUESY

Payor’s Name and Address
NATIONAL INSTITUTES OF HEALTH No.
Division of Financial Management
Contracts Section, FAAB

{b) Invoice/Financing Request

Building 31, Room B1BOSA
Bethesda, Maryland 20892

(c) Date Invoice Prepared

(d) Contract No. and Date

Payee’s Name and Address

ABC CORPORATION (f) Total Estimated Cost of Contract

100 Main Street
Anywhere, U.S.A. zip code

{g) Total Fixed Ffee

Attention: Name, Title, and Phone

Number of Official to
Whom Payment is Sent

(h) This invoice/financing request represents reimbursable costs from Aug. 1, 1982

through Aug. 31, 1882 :

(k)

(1)
(m)
{
{
(

n
o
p

R

(q)

"1 certify that all payments requested are for appropriate purposes

(7) Amount Billed

Direct Costs

(1) Direct Labor

(2) Fringe Benefits

(3) Accountable Personal Property
(Attach form HHS-565)
Permanent Research
General Purpose

(4) Materials and Supplies

(5) Premium Pay

(6) Consultant Fee-Dr. Jones 1 day 8 100 (COA #3)

(7} Travel (Domestic)
(Foreign)

(8) Subcontract Costs

(9) Other

Total Direct Costs

Cost of Money (Factor) of (Appropriate Base)
Indirect Costs -- Overhead
% of Direct Labor or Other Base (Formula)
Fixed-Fee Earned (Formula)
Total Amount Claimed
Adjustments
Qutstanding Suspensions
Grand Totals

accordance with the contract.”

for Current

Period

$11,600

2,400

4,000
700
$18,700

$18,700

Name of Official)

NIH(RC)-1

RFV

6/1R/97 5

(Title)

{3) Cumulative
Amount From
Inception to
Date of this
8i1ling

§ 6,800
1,200 .

8,000

4,000
150

100

200

200

-0-

-0-
$20,650

3,600

16,000

1,400
$31,650
{1,700)
$29,950

and in
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SAMPLE INVOICE/FINANCING REQUEST ALTERNATE
(a) Payor’s Name and Address (b) Invoice/Financing Request No.
NATIONAL INSTITUTES OF HEALTH —
Division of Financial Management (c) Date Invoice Prepared
Contracts Section, FAAB
Building 31, Room B1BOS5A {(d) Contract No.
Bethesda, MD 20892
- Date . . . . . . .
(e) Payee’s Name and Address
ABC CORPORATION (f) Total Estimated Cost
100 Main Street
Anywhere, USA zip code (g) Total Fixed fee . .
Attn:
Name, Title, & Phone Number of
0fficial to Whom Payment is Sent
(h) This invoice/financing request represents reimbursable costs for the period
ffrom ____ to
Incurreq Cost Cost at Amount
Expenditure Category* Current Cumulative | Completion funded Variance
A B C E F

(k)

Direct Costs:

(1) Direct Labor

(2) Fringe Benefits

{(3) Accountable Property
{attach HHS-565)

(4) Materials & Supplies

(5) Premium Pay

(6) Consultant fees

{7) Travel

(8) Subcontracts

{9) Other

Total Direct Costs

()

Cost of Money

(m)

Overhead

GLA

(n)

Fixed fee

(o)

Total Amount Claimed

(p)

Adjustments

(q)

Grand Totals

[ certify that all

contract.

{Name of Official)

(Titie)

« Attach details as specified in the contract

payments are for appropriate purposes and in accordance with the

NIH(RC)-1
REV. 6/18/92
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Attachment 6

Insert this clause in all cost-reimbursement RFPs and contracts.
Modify for use in fixed-price contracts.

PROCUREMENT OF CERTAIN EQUIPMENT

Notwithstanding any other clause in this contract, the contractor will not be
reimbursed for the purchase, lease, or rental of any item of equipment listed
in the following Federal Supply Groups, regardless of the dollar value,
without the prior written approval of the contracting officer.

67
69
70

71
72
74
77
78

Photographic Equipment

Training Aids and Devices

General Purpose ADP Equipment, Software, Supplies and Support
(Excluding 7045-ADP Supplies and Support Equipment)

Furniture

Household and Commercial Furnishings and Appliances

Office Machines and Visible Record Equipment v

Musical Instruments, Phonographs, and Hometype Radlos

Recreational and Athletic Equipment

When equipment in these Federal Supply Groups is requested by the contractor
and determined essential by the contracting officer, the Government will
endeavor to fulfill the requirement with equipment available from its excess
personal property sources, provided the request is made under a cost-
reimbursement contract. Extensions or renewals of approved existing leases or
rentals for equipment in these Federal Supply Groups are excluded from the
provisions of this article.

NIH(RC)-7

OMB Bulletin 81-16

04/01/84



{a)

{b)

(c)

(d)

(e}
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Attachment 7

Research Patient Care Costs

Research patfent care costs are the costs of routine and anc{llary
services provided to patients participating in research programs
described in this contract.

Patient care costs shall be computed in a manner consistent with

the principles and procedures used by the Medicare Program for
determining the part of Medicar reimbursement based on reasonable

costs. The Diagnostic Related Group (DRG) prospective reimbursement
method used to determine the remaining portion of Medicare reimbursement
shall not be used to determine patient care costs. Patient care

rates or amounts shall be established by the Secretary of HHS

or his duly authorized representative.

Prior to submitting an invoice for patient care costs under ;his
contract, the contractor must make every reasonable effort to obtain
third party payment, where third party payors (including Government
agencies) are authorized or are under a legal obligation te pay all
or a portion of the charges incurred under this contract for patient
care. .

The contractor must maintain adequate procedures to identify those
research patients participating in this contract who are eligible
for third party reimbursement.

Only those charges not recoverable from third party payors or
patients and which are consistent with the terms and conditions
~of the contract are chargeable td this contract.

NIH(RC)-11
4/1/84
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ST TOXR. SRR

Appicved for umo hrough 7/31/84
Protection of Human Subjects
Assurance identification/Certification/Declaration
{Common Foderal Ruls)
OUCY: Ressarch acsivibes > .mmthumw-wmmwmw.mqnwumm
u,tm)w-ra.“-‘f 5 muwhwmummumtmmtnmmumw
MM«M}EW“MNdWW%MMWMWhNW«Wh

sccordence with the nag =

4. Titde of Appilcation or Activity S.MdWW.WM,FM.NW

8. Aspurance Status of this Project (Roopondaoofndmuouhy)
O This Assurancs, on file with the Department of Health and Human Services, cover this activity:

Assurancs idsntification no. M- IRB identification no. }
7] Thie Assurance, on e with (sgencyidept) S ”"“!“' ctivly.
L. =B
Assurance idsntification no. IR identification no. (¥ applicebie} P w!; .

P .

._] Nomwumhuboonﬂkdfotmhp«o}cctmhln-ﬂunjondoclomu\d uwmmmmwummm
upon request.

] Exemption Ststus: Human subjects are ivolved, but this activity quaiiies for sxemption under Section 101 &3, peragraph

7.00Mood.lﬂ8ﬂwh~(ﬂnpaﬂ&modh!o&owhgfyw!nwmhmmm)
D mamqmwmmwwmmmmmmmmmmwmwmuwm

(dmte) by: [ Full 1@ Review or ] Expedited Review.

D TbkMWWMWMMMMMM.WMMWWMNMMGMM
wmmmmmmmwmmmmwmwmwumm

8. Comments

e
e

9.m'mwugnmmmmnmmmdodw 10. Nams and Address of Instiution
hmmmummmmmwmmd ;
certificstion witt be provided. - .

11. Phone No. (with area cods) 12. Fax No. (with area code}

13. Name of Officis 14, Tite

15. Signature 18, Deie

Authorized for local reproduction ’ ' OPTIONAL FORM 310 (-
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AUTHORIZATION TO USE GSA SUPPLY SOURCES

=" "RACTOR: {Nams and Address) CONTRACT NUMBER S. A, NMBER
: N01-ES-35362
Kennedy Krieger Research Imstitute, Inc. CONTRACT AMOLNT
$5,765.,029

707 North Broadway EFFECTIVE DATE EXPIRATION DATE

Baltimore, MD 21205 ) Jun3 30, 1993 June 29, 1998
ADORESS WHERE MAIL, FREIGHT AND BILLING DOCLMENTS ARE TO BE DIRECTED FEDSTRIP ADDRESS
(If different from the above) ACTIVITY COBE

REGUATIONS; The Contractor is authorized to purchase supplies and equipment for this
Cost-Reimbursement Type Contract from GSA Supply Sources pursuant to the following:

48 CFR 51.1, Contractor Use of Government Supply Sources;

41 CFR 101-26.2, Federal Requisitioning System;

41 CFR 101-26.3, Procurement of GSA Stock Items;

41 CFR 101-26.4, Purchase of Items from Federal Supply Schedule Contracts

TITLE: Title to property acquired by the Contractor under this authorization shall vest
as set forth in the provisions of this comtract. (See 48 CPR 51.106.)

LEASE OR REMTAL; Equipment ordered on a lease or rental basis under Federal Supply Schedule
Contracts will be used solely in the performance of thls contract.

S ONISHING INFORMATION TO CONTRACTDSS:; When a Regional Office of the Federal Supply Service, FSS,
A, is notified by the FSS Central Office that it has assigned a FEDSTRIP activity
address code to a cost~reimbursement contractor of an agency, the FSS Regional Office

will provide initial copies of the GSA Supply Catalog and FEDSTRIP Operating Guide

and other necessary information. The Regional Office will also assist tha contractor
to prepare initial FEDSTRIP requisitions and complete GSA Form 457, FSS Publications
Mailing List Application, so that current copies of required publications are regelved
automatically from GSA.

PAYMEMT FOR 65A SHIPMENTS; GSA will not forward bills to contractors for suppl:.es until after
the supplies have been shipped by GSA. Receipt of billing is considered to be
sufficient evidence of delivery to establish contractor liability and to provide a
basis for payment. Accordingly contractors are to make payments promptly upon receipt
of billings (see 48 CFR 51.105).

PLACING ORDERS; The Contractor shall place orders in accordance with 41 CFR 101-26.2, .
101-26.3, and 101-26.4. The Federal Standard Requisitioning and Issue Procedure
(FEDSTRIP) shall be used when requisitioning items required by 41 CFR 101-26.2, and

the above FEDSTRIP Address Activity Code shall be included in ordexs.
LINITATIONS : ‘

-oxBNATURE OF CONTRACTING OFFICER TYPED NAME {Contrecting Officer) DATE

‘a a . (_3%& 2a Thomas M. Hardee _ | June 25, 19?3

Nuilms(ﬂu.sfu)



