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SECTION B

SUPPLIES OR SERVICES AND PRICES/COSTS

ARTICLE B.1, BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

nToxlcity of Lead in Children Trial -- Clinical Center”

* ARTICLE B.2.a, ESTIMATED COST - BASTGC 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 allotred will cover

' performance of the contract through June 29, 1994,

d. The Contracting O0fficer 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 $1,123,87%
Year 5 51,173,548
f. Costs contributed/shared by the contractor shall not be charged to the

GCovermment under any other contract, grant, or cooperative agreement
(including allocation to other grants, contracts, OrU 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 in 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, ¥RF (CLIN 0002)

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

Contract No. NO1-E5-35362
Kennedy Krieger Research Institute 2
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b. Total funds currently available for payment and allotted to this
contract are § . For further provislons on funding, see the
1IMITATION OF FUNDS clause incorporated herein.
e, 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.2.¢c. ESTIMATED.COST . OPTICN 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 3 . For further provisiens on funding, see the

LIMITATION OF FUNDS clause incorporated herein.

c. It is estimated that the amount currently allotted will caver
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, PROVISIGNS APPLICABLE TO DIRECT COSTS

a. Ttems Upallowable Unless Otherwise Provided

Notwithstanding the Clauses, ALLOWABLE COST AND PAYMENT, fand FIXED FEE
(if applicable},] incorporated in this contract, unless authorized in
writing by the Contracting Officer, the costs of the following ltems or
activities shall be unaliowable as direct costs:

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

(2) Special rearrangement or alteration of facilitles;

(3} Purchase or lease of any item of general purpose aoffice 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 equlpment
and furmishings, pocket calculators, etc.); (See ARTICLE B.4}

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

{5} Forelgn Travel;

(6) Patlent Care Costs; (See ARTICLE B.4&)

Contract No. NG1-ES-35362
Kennedy Krieger Research Instltute 3
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{7 Property classified as sensitlve equipment, regardless of
acquisition value (as defined in Appendix G of the 1990 HHS
publicatlion entitled Contractor's Guide for Control of Govermment

Property);

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

(1) Domestic Travel

{a) Total expenditures for demestic travel incurred in direct
performance during the entire period of performance of this
contract shall not exceed $30,765 including reglstration
fees. Domestie 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 Gontracting 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 1s $0.25/mile.

Reasonable actual costs of ledging 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) GCovernment 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. NOL-ES-35362
Kennedy Krleger Research Institucte 4
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contractors offering discounts for air fares and automobile
rentals, and the Federal Hotel/Motel Discount Directory
which lists lodging accommodations. Information regarding
yearly subscriptions for the Federal Travel Directery and
the Federal Hotel/Motel Discount Directory may be obtained
by contacting the Government Printing 0ffice order desk at
area code (202) 783-3238. Requests for subscriptions should
be mailed to:

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

When using the Directories the Contractor should insure that
the airlines, hotels/motels, or automoblile rental firms
1isted in the appropriate directory offer Government rates.
Next, if the Contractor elects to utilize Government
contract discounts, the Contractor must write the
Contracting Officer in advance, and request pernission 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.

Gontract fare alr 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 z 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. Goldstein, M.D. Co-Principle Investlgator
Martha B. Denckla, M.D. Co-Prineciple Investigator

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

Ao AR LA LA

(1) University of Maryland

A cost-reimbursable type subcontract with the University of
Baltimore at Maryland te serve as a "mini-subcenter™ In the
recrultment of patients 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 upoen receipt of a fully
executed copy of the subcontract. The subcontract will contain
the general clauses appllicable 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 Hedicine 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 petential patients, identifying eligible recruits, and
conducting follow-up blood menitoring 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 subecontract will contain
the general clauses applicable to a non-profit educational
institution.

c. Travel

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

Principle Investigator
Co-Principle Investigators
Murse Study Coordinator
Data Coordinator

d. Patient Care Costs

Patient care costs are provided through the subcontracts authorized
under this contract., In accordance with the clause entitled "Research
Patient Care Costs™, NIH (RG)-11, the Contracter shall, through its
subcontractors, make every reasonable effort to cbtain 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-E5-35362
Kennedy Krieger Research Institute 6
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payors and which are consistent with the Terms and Conditions of the
contract are chargeable to thils contract.

e, Patient Travel

The contractor shall be respensible for all local travel associated with
recrultment and retentien of patieants. 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
548,700 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.14. for conditlons
applying to recovery of costs.)

h. Relocation

Relocatlon costs are authorized at a rate of $550 per relocation in
cases where a patient must vacate the original primary residence. The
total maxlmum allewable for relocation expenses is $13,750,

i. Cost Sharin

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 ratlo indicated second
(Goverpment/Contractor). The Contractor shall account for the charges
by reporting the total costs fineurred and the amount billed te the
Government on NIH Form 2706, Financial Report of Individual

Project/Contract.

Provider Equipment Maintained Estimated Share Ratio
Cost

Perkin Elmer GFAaA' model 251L00PC $7,190/yr  10%/90%

Maintenance Plan and peripherals

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

! GFAA (Graphite Furnace Atomic Absorption Spectrophotometer)
? ASY (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-353362
Kennedy Kriegex Research Institute ' 7
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SECTION C

DESCRIPTION/SPECIFTCATION /WORK STATEMENT

ARTICLE C,1, BACKGROUND

precedents: Since 1980, NIEHS has supported a serles of longitudinal studies
of childhood lead poisoning. These studles 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 foxr 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 roddlers 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 Pedlatrics 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 belleves
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 cbjective of this Contract is ito 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 is for one (1) of three (3) or possibly four (4)
clinical Centers. A separate, companion contract, HOL-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 trxial. Im
dolng so, the Contractor shall comply with all loecal, state, and Federal
taws and regulations pertinent to the various aspects of the trial. The
Contractor shall conduct performance predicated on the agreements and
understandings reached through discusslions and negotiations leading to
award based on the following documents which are incorporated by
reference:

(1) Original Proposal dated Wovember 24, 1592
(2) Revised Proposal dated May 10, 1983

Contract No. NOL-ES-35362
Kennedy Krleger Research Institute 9
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(3 Best and Final Cffer dated June &4, 1993
{4) Clarifying Information dated June 13, 1983

1f there 1s 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 Clinical 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 inte 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 enrocllment and treatment; the remalning 3 years for
follow-up. Each child will be foliowed to age 4 at a ninimum; 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 continuatfon RFP by
the Instlitute and successful re-competition. The trial is of oral
chelation therapy with the drug succimer in lead exposed children (blcod
leads of about 20 pg/dl to 45 pg/dl) of about 18 to 36 momths 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, zinec, and
calcivm; and nervous system, renal and hematopoietic function/toxicity.

The Clinical Center shall evaluate the children prior teo randomization
for iron, vitamin, or other nutrient deficiency, and treat such
deficiencies. Clinlcal Center staff, as may be augmented by local/state
health officials, shall evaluate children’s homes, and, Lf 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 declded during the planning
phase, but clean-up will not be identical at each site, and will consist
of means sulited to the catchment area of each Clinlcal Center. The
Steering Commlttee shall, among their other functioens, 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 opticms, which may be included
at some of the Clinical Centers (see "Options"below.

Contract No. NO1-ES-35362 7
Kennedy Krieger Research Institute _ 10
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In cooperation with the Coordinating Center, the other Cllinical Centers,
and NIEHS staff, the Clinical Center shall participate in the design of
the trial protocol, and then recruit, evaluate, treat and follew-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, montitor and edit data. The
Clinical Center principal investigator (PI) shall participate, along
with the other Clinical Center Pis, the Coordinating Center PI, and
NIEHS 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, and regular sources
of health care. For all Centers combined, NIEHS estimates that
evaluating the drug treatment for an effect of 3 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.

Recrultment: 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 clinlcal studles at the institution,
and plans for recruitment into this one. 1f referred patients are to be
the source, then the referral sources shall be discussed and the rates
of referral estimated.

If 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 section 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, i.e., on at least two occasions and after iren
deficlency 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 ldentification and clean-up: The Clinical Center will evaluate
and clean-up the children's homes and other sites as n ggaﬁﬂﬁy according’
to trial protocol. The Clinlcal Center shall identifynlead sources in
the child’s environment and decrease the exposure in those who need it.
1f clean-up efforts invelve other Iinstitutions, such as healith
departments, then the Clinical Center shzll coordinate plans for working
with them. Each Clinical Center shall be responsible for preparing lts
own clean up efforts, in consultation with the Clean-up Subcommittee.

Gontract No. NO1-ES-35362
Kennedy Krieger Research Institute 11
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Each Clinical Center shall provide short term housing as it considers
necessary.

Rutritional menagement: The Clinical Center shall evaluate the children
for iron deficiency and treat it, and insure that all children meet RDAs
for relevant mlicronutrients, such as zinc and calelum, 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
deficient in calcium or other nutrients. The Clinical Center shall be
responsible for monitoring cempliance with such supplementation
according to trial protecol.

Laboratory Support: Laboratory activities in support of this project
are in three parts: blood lead levels used to determine the possible
eligibilicy of the children for the trial (screening); clinical testing
of the children, for i{ron status, hematocrit, etc., and monitoring of
biood 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.

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

Safety and efficacy wonitoring: The Clinical Centers have the primary
responsibility for the monitering 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 €linlcal 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 abgolutely
necessary for the trial to succeed. The Clinical Center shall lmplement
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 thelr catchment areas,

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

Contract No. NOL-ES-35362
Kennedy Krieger Research Institute 12
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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 Ccordinating
Center, any other Clinical Centers, NIEHS, and outside experts as
appropriate.

Records: The Clinfical Center shall generate quality data on the events
in all phases of the trial. The Clinical Center shall document data
that it provides to the Coordlnating Center, and handle all study forms
or their electronic equivalent appropriately. The Clinical Center shall
insure confidentiality and security of records. In general, clinical
records dealing directly with the care of the children are the property
of the Clinical Center and subject to whatever safeguards the
Institution has. To the degree possible, the government will not have
access to individually jdentifiable 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 NIEMS System of Records (Federal Reglster,
VYol. 58, No. 8, Jan. 11, 1991) will apply for routine uses.

Monitoring: Monitoring shall be done according to trial protocol. The
Cliniecal Center shall menitor 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
gquality 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 interim reports at site visits, meetings of the Data and
Safery Honitoring 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 poliey. 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' responsibilities,

Contract No. NO1-ES-35362
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pi{iot: The decision as to whether to have a pilot study , and which
{pstitutien will function as the pilat {f 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 ciinical Center shall be responsible for cbtaining
and transmitting data to the Cpordinating Center under the trial
protocol, jncluding such aspects as programming, editing, and data
cransfer. Tralning 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 te and/or certification of study personnel at thelr site in
home inspectlon, home clean up, nutritional evaluatlon 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, butr the
Clinical Centers' staff will be the primary source for material on home
evaluation, clean up, nueritional supplementation, management, and
testing of the children.

Ciose out: The respective Clinlcal Centers shall be responsible for the
orderly close-out of the trial at their sites, including active follow-
up of patlents, return of extra drugs of 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
included as optlons 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 basiec
contracts, whether or not to support XRF studies or chelatlion challenge
studies. <Clinical Centers taking this optiom have provided proposals
and accowpanying budgets. Before NIEHS decldes to fund these options,
1t will request that the Steering Committee propose & coordinated
protocol for XRF and/or chelation challenge studles. The cost of these
studies shall not exceed, at each site, the amount budgeted for such
studies in the Best and Final offer. If NIEHS approves an XRF or
chelation challenge protocol and opts to fund it, the protocel will be
{neluded by reference in this requirement.

Contract No. NO1-ES-35362
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ARTICLE C.3, REPORTING REQUIREMENTS

In addition te these 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

Iype of Report Description

Semi-annual Report¥ Report describing progress in
(lst year only) planning, recrultment, community
) activity, screening, etc. Emphasis
on material not covered in Steering
committee meetings.

Quarterly Progress Report¥ (1) Tabular material with numbers

{subsequent years) of families contacted and screened,
or referrals; eligibles, numbers
randomized, treated, and followed.
sctivities planned and executed
during reperting period. Activities
planned for next reporting period.
Report of difficulties encountered
which may affect further progress
(2) Narrative describing study
activities, with emphasis on these
acrivities not covered in the
Steering committee meetings.

b. Racial/Ethnic Enrollment Reports

Planned Enrollment Report Sumeary of study population in terms
of planned sample size and Inclusion
of participants by ethnic minorities
(use table that follows).

Actual Enrollment Report Sumsary of the number of
participants actually enrclled
according to deslgnated
racial/ethnic categories (use table
that follows).

American Asinn or Black, Hispanic White, Other Total
Indian or Pacific not of not of or Unknown

_Alzskan Islander Hispanic Hispanic

Hative origin gcrigin

Contract No. NOL-ES-35362
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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) trip per year each for programmer
and study manager for continued training in the third and fourth years of the
contract. The destinatien for all training trips will be Research Triangle
Park, North Carclina.

Two (2) trips per year in years 1-5 of the contract shall be made to
sclentific 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
recrultment and retention of patients.

3
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SECTIOR D

PACKAGING, MARKING, AND SHIPPING

All deliverables required under this contract shall be packaged, marked and

shipped in accordance with Covermment specifications. The Contractor shall

guarantee that all required materials shall be delivered in immediate usable
and acceptable condition. )

ARTICLE B.1. PACKAGING

The Contractor shall comply with special packaging requirements which may be
identified 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, efc.

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 C.3.c.

Contract No. NOL-ES-35362 .
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SECTION E

INSPECTION AND ACCEPTANCE

INSPECTION ANY Houbhiinies

ARTICLE E.1, INSPECTION AND ACCEPTANCE

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 Lls the authorized

representative of the Contracting Officer.

c. {nspection and acceptance will be performed at the Natlenal Instirute of
Environmental Health Sciences, Division of Intramural Research, Research
Triangle Park, NC. Acceptance may be presumed unless otherwise
{ndicated in writing by the Contracting Officer, oI the duly authorized
representative.

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

the Contracting Cfficer will make its full text available.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER 1)_CLAUSE:

Number Title

52.246-8 Inspection of Research and
Development -- GCost-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 fallure of the contractor to abide
by the approved shared protoccl may result in Terminatiom {either for
convenlence of default) in accordance with the Termination Glause (FAR 52.249-
5).

Contract No. ROL1-ES-35362
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SECTION F

Ml e

DELIVERIES OR PERFORMANCE

ARTICLE F.1. PERIOD OF PERFORMANCE

The Perlod of Performance of this Contract shall be for a peried of sixty {60)
months, beginning June 30, 1593 and continuing through June 29, 1998. The
Period of Performance encompasses the completion of all technical effort as
described in Section C., ARTICLE €.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 SECTIGN C, ARTIGCLE 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 Dellvery Schedule

(a) Biannual Report

{b) Quarterly Progress Report

(¢) Planned Enrollment Report {(See ARTICLE ¢.3.¢.)
(d) Actual Enrollment Report

(e) Final Report

The above 1ltems shall be addressed and delivered to:

Addressee peliverable ftem No, Quantity

(See ARTICLE 3.4)

ARTICLE F,3. STOP WORK ORDER

This contract incorporates the following clause by reference, with thes same
force and effect as if 1t were given in full text. Upon request, the
Contracting Officer will make its full text available.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER I) CLAUSE:

59.212-13, STOP WORK ORDER (AUG 1989) - ALTERNATE T (APR 1984)

Contract No. NO1-ES-35362
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SECTICN G

CONTRACT ADMINISTRATION DATA

ARTICLE ¢,1, REFERENCES TO THE DEPARTMENT _OF HFEALTH 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 Covernment for the purpose
of this contract:

Proiect Officer

Dr. Walter J. Rogan

scting Clinfcal Director

National Institute of Environmental Health Sciences
Division of Intramural Research

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

Research Triangle Park, RC 27709

Telephone No.: (919) 541-4578

Alternate Prolect 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 Contractoer’s
technical progress, including the survelllance and assessment of performance
and recommending to the Contracting O0fficer changes in requirements; (2)
interpreting the Statement of Work and any other technical performance
requirements; {(3) performing technical evaluation as required; (4) performing
technical inspectlens and acceptances required by this contract; and {5)
assisting in the resolution of technical problems encountered during
performance.

The Alternate Project Cfficer is responsible for conducting the actions of the
Project Officer as set forth in the above paragraph in the absence ox ather '
unavailability of the Project Officer. The authority of the Altermate Project
Officer will not extend beyond those clrcumstances where the Project Officer
is unable or unavailable to conduct the express limited responsibllities as
set forth in this Contract and in the Project Officer's Appolntment Letter.

Contract No. NO1-ES-35362
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*+%% For all other costs specifically approved under ARTICLE B.4.,

Advance Understandings, include separate cost information as an
attachment.

ARTICLE G.5. FINAL PROTQCOL AND MANUAL OF OPERATIONS

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

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

Contract Ho., N0O1-ES-35362
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The Contracting Officer is the only person with the authority to act as agent
of the Government under thls contract. Only the Centracting Officer has
authority to: {1) direct or negotiate any changes Iin 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 conditjons of this contract.

The Government may unilaterally change lts Project Offlcer designation.

ARTICLE G.3. INVQICE SUBMISSION -- LETTER OF CREDIT (Pavee 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 is 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" inveice, pursuant to FAR 32.9. The completlon
and/er final inveice shall be submitted concurrently as follows:

(1) an orliginal and two coples to the follewing 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:

Natiocnal Institute of Envirommental Health Sciences
Attn: Contracting Officer '
Contracts & Procurement Management Branch, OM

79 T.W. Alexander Drive, 4401 Bullding

P.0., Box 12874

Research Triangle Park, North Carolima 27709

(3 Inquiries regarding letter of credit payments should be directed to the
office adminlstering advance payments designated in HHSAR Clause No.
3572 .932-73 entitled, METHOD OF PAYMENT--LETTER OF CREDIT (APR 1984) at
the following address:

Department of Health and Human Services/CASH/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.4, CONTRACT FINANCIAL REPORT

a. Financlal reports on the attached Form NIH 2706, Financial Report of
Individual Project/Contract, shall be submitted by the Contractor inm
accordance with the NIH Instructions, Instructiens for Completing Form
NIH 2706, which accompany the form, in an original and two coples, not
later than therthirtieth (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 centract are listed in paragraph d. below. Subsequent changes
and/or additions in the line entries shall be made in writing.

b. The first financlal report shall cover the peried censisting of the
first full calendar month/first full calendar three months follewing the
date of the contract, in addition to any fractional part of the initial
month. Thereafter, reports will be on a monthly/quarterly basis.

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

d. The following expenditure categories shall be reported:

Direct Labor
Fringe Benefits
Prolect Management
Travel
Ciinical 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

L * 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, landleords, et.al., {pdicate the costs recovered and
subsequently credited to the contract

ek For costs shared for maintenance contracts, include the total
amount charged by the service organization and the amount billed
as the Government's portion.
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ARTICLE G.5. FINAL PROTOCOL AND MANUAL OF QPERATIONS

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

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

Contract No. ROL-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, Sectiom 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 Investligator
Gary W. Goldstein, M.D. Co-Principle Investigator
b. When "key personnel" have been identified in chis contract, it has been

determined that such named personnel are necessatry 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 Gificer in accerdance with the procedure outlined in d.
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
(90) day period, the Contractor shall submit the information required by
paragraph 4. to the Contracting Officer at least 15 days prior to making

any permanent substitutions.

d. The Contracter shall provide a detailed explanation of the clrcumstances
necessitating the proposed substitutions, complete resumes for the
proposed substitutes and any additiomnal information requested by the
Contracting Officer. Proposed 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 Contractor anticipates changes te 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. NOL-ES-35362
Kennedy Krieger Research Institute ' 25



Case 1:.07-cv-01120-WMN  Document 1-6 = Filed 05/01/07  Page 26 of 62

and any additional information requested by the Contracting Officer for
review.

There are no critical personnel designated under this Contract

ARTICLE H.3. HUMARN SUBJECTS

The research invelving human subjects required under this Contract shall not
be conducted without the prior written jeint approval of the Project Offlcer
and Contracting Officer {See SECTION E. ARTICLE E.3.). As a condition for
receiving such approval, the Contractor shall have provided to the Contraeting
officer a properly completed Optional Form 31¢,"Protection of Human Subject
Assurance Identification/Certification/Declaration", certifying Institutional
Feview Board (IRB) review and approval of the protocol. The appropriate human
subjecks multiple project assurance number applicable to this Contract is

M1011.

ARTICLE H.4. HUMAN MATERIALS

No material developed, modified, or delivered by or to the Government under
this comntract, or any subsequent acdification of such material, will be used
by the Gentractor 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 Comtractor in full
compliiance with applicable State and local laws and the provisions of the
Uniform Anatouwical Gift Act in the United States and that no {nducements,
monetary or otherwlse, will be offered to any persen to influence thelr
donation of human material.

ARTICLE H.5. PRIVACY ACT

This Contract requires the Contractor to do one or more of the following:
desipgn, develop OF operate a system of records on jndividuals to accomplish an
agency function in accordance with the privacy Act of 1974, public Law 93-5379,
December 31, 1974 (5 usC 552a) and applicable agency regulations. Vi.latlons
of the Act may lnvolve the impositiom of criminal penalties. In compliance
vith the requirements of this Act, the Contractor shall utilize the NIEHS
existing system of records, identified io the Federal Reglster, 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 raquirements of the Clause, GOVERNMENT PROPERTY,
incerporated 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 1s incorporated by reference.
among, other lssues, this publication provides a summary of the
Contractor'’s responsibilities regarding purchasing authorizatlons,
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inventory, and reporting requirements under the contract. A copy of
this publication is available from the Contract Property Administrater.
This contract's Contract Property Administrator is:

Mike Zindell

Research Contracts Property Administrater
Research Contracts Property Administratien
National Institutes of Health

Building 13, Room 2E-63

9000 Rockville Pike

Bethesda, MD 20892

Telephone: (301) 496-6466

ARTICLE H.7. CONTRACTOR-ACQUIRED GOVERNMENT PROPERTY - SCHEDULE 1-A

Pursuant to the Clause, GOVERNMENT PROPERTY, incorporated in thils contract,
the Contractor 1s hereby authorized to acquire the property listed in the
sttached 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 purpese is the conduct of scientific research, Theréfore, pursuant to
subparagraph (c}(2) of the Clause, GOVERNMENT PROPERTY, title to egquipment
having an acquisizion cest of less than $5,000 shall vest in the Contractor
and title to egquipment 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 Govermnment may direct transfer of the title to the Government oxr 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 identifled for this Contract

ARTICLE H.B. GOVERNMENT FURNISHED PROPERTY - SCHEDULE IT-B

Pursuant te the Clause, GOVERNMENT FROPERTY, 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 IT-B
1. Drugs to be administered during trial

7. Placebo io be administered during trial
1. Laboratery determinations of bloed lead levels

Contract No. NO1-ES-35362
Kennedy Krieger Research Institute 27



Case 1:.07-cv-01120-WMN  Document 1-6  Filed 05/01/07 Page 28 of 62

ARTICLE H,3, OFTIONS

a. Unless the Government exercises its option(s) pursuant to paragraph b.
and/or c¢. of this article, the contract comsists only of the statement
of work as defined in Sectioms C and F of this contract.

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

c. The Government may, by unilateral modification, exercise an optien
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 clalms
arising out of any weork undertaken as a result of this Contract. The
Ccontractor shall take the steps necessary to ensure compliance with all
pertinent tocal, state, and Federal statues relating to occupational health,
safety, and environmental protection associated with this Contract. In
accordance with FHSAR 352 .923-70 incorporated by reference undey PART II, all
work under this contract shall be conducted in accordance with the following
general standards, as appropriate!:

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

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

3. Standards issued pursuant to the U.S. Environmental Protectlon 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, serilous 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 Beard, within one (1) work day. The
‘notification shall be confirmed by the Contractor in writing.

ARTICLE H.11. CONFIDENTIALITY OF INFCRMATION

approval of the Project Officer will be required priox te 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 publie.
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In censideration of this the clause HHSAR 352 .224-70, CONFIDENTIALITY OF
INFORMATION (APR 198&4) is incorporated in this contract under PART 1Y, SECTION
1, ARTICLE I.3.b. Department of Health and Human Services Acquisition
Regulations {HHSAR) {48 CFR Chapter 3y Clauses.

Tt is understoed that this is & multl-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 (43) 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 Pisadvantaged Business Subcontracting
Plan, undated, is attached her=to and made a part of this
contract,

(2 The failure of any Contractor or Subcontracter to comply in goeod
faith with the Clause entitled "Urilization 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 omn 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 1life of this contract:

April 30
October 30

The Report shall be sent to the following address:

National Imstitute of Environmental Health Sciences
Attn: Contracting Officer

Contracts & Procurement Management Branch, OM

79 T.W. Alexander Drive, 4401 Building

?.0. Box 12874

Research Triangle Park, North Carelina 27709

Contract No. N0O1-ES-35362
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1f difficulties are encountered in attaining established
subcontracting geals, the Contractor or Subcontractor shaill
explain why and Iinclude their "pood falth™ 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 95-307, Section 211. The Summary
Subcontract Repert 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 fractiomal part of the year in
which this contract became effective. This Report shall be malled
to the following address:

0ffice of Small and Disadvantaged Business Utilizatiom
Department of Health and Human Services

Room 517-D

200 Independence Aventue, S.W.

Washington, D.C. 20201

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

Pursuant to Public law (P.L.) 102-394, no NIH Fiscal Year 1993 (Octaober 1,
1962 - September 30, 1993) funds may be used to pay the direct salary of an
individual 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 alse applies to
jndividuals proposed under subcontracts. If this is a multi-year contract, 1t
may be subject te unilateral modifications by the Govermment if an
individual's salary rate exceeds any szlary rate ceiling established in future
HHS appropriations acts. FP.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. REGCOVERY 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 appreprlate sources and
applied as a credit to the Contract.

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

Contract No. NO1-E§-35362
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PART 11 - CONTRACT CTAUSES

SECTION I

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 INCGRPORATED BY REFERENCE (JUN_1988)

This contract incorporates one oL MOI& clauses by reference, with the same
force and effect as if they wete 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-lQBh)
52.203-3 Gratuities (APR 1984)
52.203-5 Covenant Against Contingent Fees {APR 1384)
57.203-7 Anti-Kickback Procedures {OCT 1988}
52.203-190 Price or Fee Adjustment for Illegal or lmproper

Activivy (SEP 1990)

52.203-12 Limitation on Payments Lo Influence Certalin
Federal Transactions (JAX 1690) (Over £100,000)

52.209-6 pProtecting the Government’'s Interests when
Subcontracting with Contractors Debarred,
Suspended, or Proposed for Debarment (KOV 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 OTC Pricing Data (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 Facilities 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 Fensions
(PRB) (JUL 1991)

52.216-7 Allowable Cost and FPayment (JUL 1991}

NOTE: For contracts with hospitals, in paragraph
(a} the words "Subpart 11.? of the Federal
Acquisition Regulation (FAR)" are deleted and
the words "45 CFR part 74 appendix E" are
substituted in lieun thereof.

For contracts with nonprofit organizations
exempted from OMB Cireular A-122, in paragraph
(a), the words "Subpart 31.2" are deleted and
the words "Subpart 3L.7" are substituted in lieu

thereof.
52.216-11 Cost Contract - No Fee (APR 1984)
52.217-5 Evaluation of Options-(JUL 19307
52.219-8 Utilization of Small Business Concerns and Small

Disadvantaged Business Concerns (FEB 1990}

52.21%-9 gmall Business and Small Disadvantaged Business
Subcontracting Plan (over $500,000) (JAN 1951)

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 Urilization of Labor Surplus Area Concerns (APR
15984)

52.222-2 Paywent for Overtime Premium (JUL 19%0) (over
$100,000)

NOTE: The amount to be inserted 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 or more) (APR 1984)

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

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

52.222-37 Employment Reports on Special Pisabled 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 Certain Foreign Purchases {MAY
1992)

52.227-1 Authorization and Consent (APR 1984)

Alvernate 1T {(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 1589}

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:

Extrapural Inventions Reports Office, OER
National Institutes of Health

Building 31, Room 5B41

9000 Rockville Pike

Bethesda, MD 208932

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 (AFPR 1984
52.232-20 Limitation of Funds (APR 1984)

52.232-23 Assignment of Claims (JAN 1986)

52.232-25 Prompt Payment (APR 198%)

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

52.232-28 Electrenic Funds Transfer Payment Methods (APR
1983)

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

National Institutes of Health
Division of Financial Management
Chief, Contracts Section, FAAR
Building 31, Room B1BO3A

9000 Rockville Pike

Bethesda, Maryland 20892

52.,233-1 Disputes (DEC 1991)

52.233-3 Protest After Award (AUG 19893 -
Alternate I (JUN 1985}

52.242-1 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 (AFR 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)
59.245-5 Government Property {Cost-Reimbursement, Time-

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

Contract No. NO1-ES-33362
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52.246-23 Limitation of Liability (APR 1984)
52.249-5 Termination for Convenience of the Government
{Educatlonal 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 te Third Persons (DEC

19913}

352.232-9 Withholding of Contract Payments (AFR 1984)
352.,233-70 Litigation and Claims (AFR 1984)
352.242-71 Final Decisions on Audit Findings (AFR 1384}
352.270-5 Key Personnel (APR 1984)
352.270-6 Publications and Publicity (JUL 1991)
352.270-7 Paperwork Reduction Act (APR 1984)

ARTICLE I1.2. AUTHORIZED SUBSTITUTIONS, DELETIONS, AND MODIFICATIONS OF
CLAUSES

L. HHSAR Clause 352.217-72, aAdditional 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 $2.220-4, Laber Surplus Area Subcontracting Program (AFR
1984}
2. FAR 52.227-14, Rights in Data - General (JUN 1887),

Alrernate V (JUN 1987)

Centract No. NO1-ES-33362
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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, Administratien 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 (AFPR 1984)

b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATIONS/PUBLIC
HEALTH -SERVICE ACQUISITION REGULATIONS (HHSAR) (PHSAR) (48 CFR CHAPTER
1) 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 avallable.

1. HHSAR 1352.224-70, Confidentiality of Information (APR 1984)

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

3. PHSAR 1352.223-70, 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 1%86)

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) (CHB
Bulletin B81-158)

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

ARTICLE 1.4, FAR CLAUSE 52,203-9, REQUIREMENT FOR CERTIFICATE OF PROCUREMENT
INTEGRITY - MODIFICATION (NOV 3990)

{a) Definitions. The d=finitions set forth in FAR 3.104-4 are hereby
iacorporated in thls clause,.

Contract No, N01-ES-35362
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(b)

(e}

The Contractor agrees that it will execute the certification set forth
in paragraph (c) of thls clause when requested by the Contracting
Officer in comnection with the executlon of any medification of this
contract.

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 1950)

(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 vielation or possible
violation of subsection 27(a), (b), (d), or (f) of the Office of Federal
Procurement Policy Act, as amended* (41 U.5.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, 1 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 persecnally 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 immediately teo me any
information concerning a vieolation or possible violation of subsectlons
27(¢a), (b), (d), or (£) of the Act, as implemented in the FAR,
pertaining to this procurement.

(3 Violations or possible violations: (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]

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

*3ubsections 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 AR
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)

Comtract No. NOl-ES-35362
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(d)

{e)

In making the certification In paragraph (2) of the certificate, the
officer or emplioyee of the competing Contractor responsible for the
offer or bid, may rely upon a one-time certification from each
{ndividual required to submit a certification to the competing
Contractor, supplemented by periodic training. These certifications
shall be obtained at the earliest possible date after an individual
required to certify begins employment or association with the
contracter. If a contracter decides to rely on a certification executed
prior to the suspension of section 27 {i.e., prior to December 1, 1%89),
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 period of & 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. NO1-ES-35362
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PART 1171

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, & pages

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

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

4, Standard Form SF-LLL, Disclosure of lLobbying Activities, 1/%0, 3 pages

5. NIH(RC}-1 Inveice/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 81l-
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. Autherization to Use GSA Supply Sources, NIH Form 1705, 1 page

Contract No. NO1-ES-35362
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PART iV

REPRESENTATIONS AND INSTRUCTIONS

SECTION K

REPRESENTATIONS, CERTIFICATIONS, AND OTHER .
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 Information dated June 18 - 25, 1993.

Contract No. NO1-ES-315362
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Attachment 1|

KENWEDY KRIPGER RESBARCH INRTIYUTE
1. Contract Numbar: NO1-ES-92-31)

Contract Period: 07/01/93 - D6/30/98

Title: TOXICITY OF LEAD IN CIILODREN
Deacription: A placebo controlled trial of succimar in the
pravention of lead-asoociated cognitive dalay in young
childaren
2. Contracter Name: Kenoady Krieger Rezaarch Inatitute
3. Individual Completing this Blan:

Heuman, Micheal, CPA
Asasistant VEB/Controller
Kennedy Xrieger Ingrtitute
Baltimore, MD 21208
{410) 350 - 9472

.4, Parcentage Goalg:

It ia the policy of the Kennedy Krieger Research Institute (FERI)
that Small Bugines= and Small Digadvantaged Busine®s concerns be given
the maximum practical opportunity to compete for the requirements of
materiala, eguipment and services consistant with the afficient
performance of this Rusesrch Project.

The RERI astablighas the following percentage goals for the
propoged ceontract:

Extearnal
Frime Copcragh Percept L 21
T i - 3 2,867,080 100 § 570,176 100%
Small Businesn 659,178 13.0% 653,174 &7,9%
Small Disadvantaged 74,390 2.6% 74,330 T.7%
S. Comment on Goals and Subcontract Possibilities with Small businesses and

Small Disadvantaged Businesses;

The percentage totalg were detarmined by
examining the total subcontracting posaibilities
inherent in thie Research Project, and by sgtiomting
the likely Small Businesg and Small Disadvantaged
Business utiliration based on historical trends.

Tha XKRI will continue its attempts to find
qualified 8mall Business and Small Disadvantaged
Busipess Subcontractors to mmsiat it in fulfiiling icm
obligaticons under thip contragr.
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6. Subcontracting Plan Administration:

The following individuals are deaignated to
ndminister the gubcontzracting under thies research
project:

Project sanager (TBN.}
Toxicity of Lead in Children - DSMA Clinical Trial

Tha feollowing KXRI procursment personnel have asgisted
in developing this Subcontracting Plan, and will
continue to provide sexvices and information to
maximize small Business and Small Disadvantaged
Business utilization: )

Gamache, Thomas, BA

Manager, Purchasing Department
Kennedy XKrxriegey Institute
Baltimore, MD 21205

{410) %50 - 9472

Project Mapager {TBN.)
Toxlcity of Lead in Children - DSMA Clinical rrial

The duties of the Project Manager and Director
of Purchawing with respect to Small Bupiness councerns
include the following: ’

(a) Identify qualified Small Buninces and Small Disadvantayed
Buminesa concerns as potantial suppliers for XERI
requirementcs.

{b} Coordinate with the KRRI buyers to snsure that Small
Business and Hmall Disadvantaged Businasm Conocerns are
conaidered fairly ams subcontractora and supplieo.

(o} Muintain appropriate records.
{d} Prapare and submit required reporta.

(a) Kegp abreast of current requirements, reacent literature and
forthcoming seminare in the field. o

7. Tha EXRI Efforts to Aggure Small Buminess and Seall Disadvantaged
Businesses Have Maximum Practical Opportunity:

The President of the XKRI hag designated the
Purchasing Department to caryy the lead responsibility
for implementing the KKRI's fmall Businens and Smmll
Digadvantaged Business policy, and has conflrmed the
Institute's intent to take greater initiatives to
ancourage Small Business and Bmell Disadvantaged
Business imvolvament in the procurermsnt proceds.
Thene sctions are an appropriate extensicn of the
Institute’s fundamental pollicy of Bqual Oppertunity.
Each individual faculty and staff member will ba
informed of this inteut.

The Institute’'s efforta in this program includas:

(&) Maintain directories and company brochures of Small Busingee
and small Dizadvantaged Businessz Concern, keeping Lthe XKRI
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procurcmgnt staff aware of current directories and new
information.

{b) Circulate company brochures to the KKRI faculty and ataff.

{c) Attend Small Buginess and Small Disadvantaged Business Fairs
and Expogitions and Scmicars as appropriate.

=3] Make various levels of KXRI Management, including program
managers and staff membera responaible for initiating
procurement actiong, aware of the Institute’s
respongibilities toward Smal]l Businass and Small
Disadvantaged Buainesa concerng.

(e} Make wite visits as appropriate to Small Business and Small
Dimadvantaged Businesans.

{£) Receive visits [rom Small Hugsineases and Small Digadvantaged
BusineosBes ag appropriata.

(g} Include Small Buslnesnes and Small Disadvantaged Businessea
on bidder's liats where appropriasta.

{h) Include appropriste instructions in the tnatitute’s
Administrative Manuals, and insert items in the
Adminigtrative Bulletin,

(i} Advipe Small Buainese and Small Disadvantaged Buainess
ottficials on probleme before these result in loma of a
mubcontract or loss of future businsss opportunicy.

(3} Monitor the United States Code, the Code of Pederal
Requlationa, and tha Federal Reginter for the purpose of
keeping apprised of all applicable statutees and implemonting
regulations.

8, Kecords Maintained:

To demonatrate complliance with the procedurss and goals sat forth

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

{a)

{b}

{c)

(d)

(e}

()

Records showing Bclicitition of and awards £o Small Businceses and
5mall Digadvantaged buasinesges.

Summary recordas of buyer’s bide, showing Small Budiness and Small
Disadvantaged Buminess acilcitations.

Catalogs and brochures from Small Busingases and Small
Digadvantaged Bupinessesg.

Documentation regarding site visite to Small Dusinesses and Small
Disadvantaged Businssses.

Documentation regarding site vieite by 8mall busoinesees and Small
Disadvantaged Businecees to the KKRI.

Directoriea of Small Busine¢pses and Small Disadvantaged
Businaeses.

Computerized reports of Small Busines= and Small Disadvantaged
Bupinces utilization.
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9. Statemant of Agssurances

The Xennedy Krileger Research Inatitute certifies that the
Appropriate clauses rcgquired by the Goneral Provisions of this
prime contract will be included in all subcontracts which offer
further subcontracting opportunities, and that as the Prima
Costractor we will require all subcontractors (except Small
Business Concerns) who may received pubcontracts in excess of
$800,000 in case Of a subcontract for all other contracte, to
adopt a plan aimilar to this plan. Pyrther , tha Institute will
submit guch periedic reports as required and cooperate in any
studies or survey® as may be required and in every way as required
under the Solicitationm Provisions cutlined under Subpart 52.219.9

of the Pederal Acquisition Regulations.

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

It is the policy of the Kennedy Krieger Resgarch Institute that Small
Bunsiness end Small Dicadvantaged Buainews concerns be given tha maximum
practical opportunity tc compete for the requirementa of material, equipmant
and gervices consistent with the afficient performanca of individual research
projecta.

The Inatitute establishes percentags goals [or each proposed contract.
These goals are determined by examining the total subcantracting possibilitiaes
inherent in each ragearch project, and buy satimating the likely Small
Businege and Smail Disadvantaged Busineas utilization based on histerical
trends.

The Institute continues to attempt to find qualifisd Small Buginerns and
Small Disadvantaged Business Subcontractora to assist it in fulfilling {tm
cbligations under the contracts.

In order to agsure the Small Rusiness and Disadvantagad Businesses have
maximur practical opportunity, the University maintaine catalogs, directories
and brochures of Small Businmas and Small Disadvantaged Business concerns and
clirculates tham among appropriate Univarsity Faculty and staff. In addition
to attending business fairs, expositions, and meminars, the University also
advises and counsels businesa concerns regarding procurement procedurss and
placement on bidder’s liats where Aappropriate.

Tha Tmited States Code, the Code of Federal Regulations, and the Federal
Register are regularly monitored for the purpose of kmeping apprisad of all
applicable statues arud implementing regulationg,

Records showing solicitationg of bids and bid awards are meintained to
demonatrate compliance with the procedures and goals set forth for each
Aubcontracting plan. Documentation of site visits mads to Small and Small
Dizadvantaged Businesses in addition to computerized utilization reports are
kspt on filae,.

The President of the Ingtitute has designated the Purchasing Dapartmant
Lo carry the lead reaponsibility for implementing the Institute’s Sxall
Buainess and Small Diaadvantaged Susinescs policy, and had confirmed the
Institute®s intent to take greater initiativee to ancourage Small Buainaas and
Swall Disadvancaged Business involvement in the procurement process., Thesa
actiona are ap appropriats extsnsion of the Inotitutes’'s fundamgutal policy
and Equal Opportunity. '
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EENNHOY XRIRCER DESTITUTH
SMALL BUSBIMASA PLAN
AUMMARY OF HNLTHEMAL KXPOMIHS

PURCHARLRAFRRYICH CONTEMPLATED SUPPLIKRE PUNESS CLASSIFICATION
PROJECT MANAGEMENT
SUPrLIES
OFTICK NUPPLITS LUCAS RROTIIERS LAKGD $t9,613
PHOTOUOFYING SUPPLILS LUCAS HROTHERS LARIH 5.1
O'THBR
POSTAGR LN EPS. LARGH 9,131
SHIPPING FEDERAI EXPRESS LARGH 6.474
TCLEPHONR HELL ATLANTIC LARGH ¥1,881
ADVERTISING DAVIS ADVERTISING SMALL 1,800
HOOKS & MANUALS : VARIOUS TARGE 1.000
TYPINO AND{LIERICA). SER VICES CARECRS, USA sps 5602
TRAVERL REIMBURSFANSI Y ARG 11,188
RON VOYAGE TRAVH], SDB v.579
CLINICAL MANAGEMENT )
CLINICAL sUPPLIES VWR LARCGT 6,592
PATIEN' T TRANSPONTATION YHRELOW CAR CO, SMALL 228,008
YTITAMINS EDWARDS AND ANTHONY sDB 55209
ILRAD DUST MANGEMENT
CONSULTANTY VARIOUS TARGTE 1000,
RANDOM DUST SAMPLES N-HOUSE LARGE 18035
HOUSE INTER VENTIONS YARIGUN ’ SMATL 408,480
ROLOCATION EASTERN MOVING AND STORAGH SMALL 1.7%
QUALITY CONTEROL .
STANDARD RRVERENCE MATHRIALS VWR LAROL 1,912
LABORATORY ANALYSIS
BINCTRODEBIDCTRODH COMPARTMENT YWR 1ARGH 31 w0
MAINTINANCR CONTRACTY CHESAPLAKE LEASING SMAlLL. 6,738
DATA COLLICTION - FIILD . :
PARTICIPATION INCLNTIVES VARIOWUY LARGE L Ly /]
VENICLES VARIDUS 1ARGE 1A
PSYCHOMOTRICS
TASTIN G MATERIALS VARIOUS tARGH 4,83%
TOTAT, — LARGH RUSINTINS 5234, 404
TUVAL ~ SHMALL SUSINESS b LL RN ]
TUTAL - SD# 409

TOTAL - COMBINDID M7
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Attachment 3

fnstructions for Completing Form NIH 2706 —
“Financial Report of Individusl Project/Contract”™

GENERAL INFORMATION

Purposa. 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 coptractors with financial and personnel
management data which is usable in their
management processes, (3) promptly indicate
potential areas of contract underruns of overruns
by making possible comparisons of actual perfor-
mance and projections with prior estimates on
individual elements of cost and personnel, and
(4) obain 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 agreement 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 end Maling Address. An
original and two (2) copies of the report(s) shall
be sent to the contracting officer at the address
shown con the face page of the contract, no later
than the 30th working day after the end of the
period reported.

REPORTING 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 alictment is not
considered a separate contract entity (only a
funiding action). Therefore, the statistics under
incrementaily 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 follow-
ing definitions and instructions will be utilized.
Each contract will specify the categories to be
reportad.

NIH 2706 (5/92} Instructions FRONT

{1) Personnel—Professional. Included are the
senior level and all other personnel 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 tities 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) Personnal —Othar. This will be listed 1s one
amount uniess otherwise required by the
contract.

(1) Fringe Benefits. Include 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 beea
established, identify the base, rate, and amount
billed for each category. If a rate has not 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) Accourriable 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 sensitive 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 10 the
contract, but excludes the cost of nonexpendable
equipment as defined in (4) above.

(6) inpatient 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 Care. Costs associated with &
subject while not occupying a bed. It normally
includes 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

BBYING ACTIVITIES Approved by O

TI45-0044

Complets this lorm to discdlose lobbying activities pursuant 1o 31 US.C 1352
{See reverza for public burden disclosure.)

“EL Type of Federsl Actiom 1 Status of Federal Action 3. Report Type:
a. contract 1. bidiofferapplication D 1. inidal filing
:. g;mi atlve agreement b. Initial award B, materil d\MSE
4. |°;,pﬂ .8 <. post-award for Malerlal Change Only:
¢. loan guaraniee Year . quarter
I. loan insurance date of last report
4. Name and Address of Reporting Entity: 5. If Repocting Entity in No. 4 is Subawardee. Enter Marne
0O Prime O Subawardee and Address of P
Tler . i knowr;
Congressional District, if known: Congressional Districl. if known:
6. Federal DeparimentAgency: 7. Federal Program Name/Descrption:
CFDA Number, if applicable:
8.  Federal Action Number, if known: 3. Award Amount if known:
H
10. o Name and Address of Lobbying Enti b, Individuals Peri ing Services lincluding address o
uf individual, last nume, frst name, M different from No. 10 ..
’ (last name, first narmve, Mik
[aftach Contmvagon Shewt{) S-lil A i necesisr
1. Amoumt of Paymaent (check all that apply): 11 Type of Payment (check all that applyr:
b3 Q actual 0O planned O & retainer
0 b. one-time fee
T2 Form of Payment (check all that appiyr: 0 e commission
a s cash O d. contingent fee
O b in-kind: specify: nature Qe deferred
0O [ cther; spediy:
value
14, Briel Description of 3ervices Perlormed of to be Periormed and Datets) of Service, inchuding oificar(s), employeels),
or Memberis) contactad lor Payment indlcated In Hem 11:
{3er3h Comtincmpion Shegily) JFALLA ¥ necersan
15. ContUnustion Sheat(s) SF-LLL-A attached: Q Yex Q No
1% Mmmuh-h-ﬁubmuuc
tmtvian 1381 This dbuchones of lodsbyirng actrities &5 5 Materie) Fupeosesremsing W
ol fuex wpmw wiedh lerws was piised by the Mot dhey wien rhuy
WCITTITOM e ey o d inan. Mo sl B el e w Pried Naeeie:
31 UAL ) Thy bdwmmien wil b reperted W e Congrees e
By wed wilt o ek by puiily biipoctinn, Any pamns wha b Tithe:
Wiy e reopaionsl dinciomeny thell Yo wajurs W o GivE ponaily of tas tows an
FILO0C arud e e e §YHLEED bur dmchh st fadhorn. Telephone Nei Datet
i Anahoviamd
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INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES

This discdosurs form shall be compieted by the reporting entity, whether subswardes or prime Federal radpient, at the
initlation or recaipt of & covered Federal action, or 2 materdsl change to a previows filing pursuant 1o ttle 31 US.C.
section 1352 The fling of & korm h required for each payment or sgreement to make payment to any labbying entity for
influencing or atternpling to Influence an oMicer or employee of sny agency, a Member of Congress, an officer or
employee of Congress, or an empi of 2 Member of Congress in connection with » covered Federal action. Usa the
SF-LLL-A Continuation Sheet for sdditional information if the space on the form is Inadequate. Complete all items that
2pply for bath the initial Ming and material change report. Reler to the Implementing guidance published by tha Office of
Management and Budget for additonal information.

1. Identifty the type of covered Federal action for which lobbying activity Is and/or has been secored to influence the
outcoma of a covered Federal action.

2. identity the status of the covered Federal action.

3. |dentily the approprate clsssification of this report. If this It a followup report caused by a2 materlal change to the
Information previously reported, enter the year and quanier in which the change occurred. Enter the date of the last
previousty submitted repont by this reporting entity for this covered Federal action.

4. Enter the fult name, address, dty, state and Tip code of the reporting entity. include Congresslonal District, if
xnown. Check the appropriate classificaton of the reporting entity that designates if It Is, or expects to be, 2 pdme
ot subaward recipient. identlly the ter of the subawardee, e.g. the first subswardee of the prima Is the 15t tier.
Subawards include but are not Hmited to subcontracts, subgrants and contract swards under grants.

5. if the organization Fling the report In item 4 checks "Subawardee®, then enter the full name, address, dty, state and
dp code of the prime Federal recipient. Include Congreasional Distrct, it known.

§. Enter the name of the Federal agency making the award or loan commitment. Include st least one organizational
level below agency name, if known. For example, Department of Transportation, United States Coast Guard.

7. Enter the Federal program name or description lor the covered Federal acton (item 1. I known, enter the full
Catalog of Federal Domestic Assistance (CFDAY number for grants, cooperative agreements, loans, and loan
commitmenty.

1. Enter the most appropriate Federal Identifying number available for the Federal acton identifled In tem 1 (g,
Request for Proposal (REF) number; invitation for Bld (IFB) number; grant announcement number; the contract.
grant, or loan award number; the application/proposal control number nsigned by the Federal agency). Include
prefixes, e.g., “RFP-DE-30-001." ) :

9. For a covered Federsl action where there has been an award or loan commitment by the Federal agency, enter the
Federal amount of the awardican commitment for the prime entity identified In ftem 4 or 5.

10. (a)EntcrtheMlnm,addren.dty.mtemdﬂpcod-olmclobbyhlmﬂw.nmtdbyﬂnmponh;mdrr
IdentAed in item 4 to influence the covered Federal action.

(b)Enter the full names of the Indivdus) performing services, and include full sddress it different from 10 (a).
Enter Last Name, First Nama, and Middie Inftial (M),

11. Enter the munlofcmnpennﬂmpddunmub!yexpededtnbepddbyﬁnnporﬂngmﬁwﬂumﬂtothc
fobbying entity (ltern 10). Indicate whether the payment has been made {sctual) or will be made (planned). Check
ail boxes that apply. 1f this i a material chenge repost, enter the cumulative smount of peyment made or planned
to be made.

12 Check the appropriste boxies). Check all boxes that apply. If payment s made through an In-kind contribution,
spacity the nature ind value of the in-kind payment. .

13. Chack the appropriste boxies). Check al boxes that apply. If other, spaciy nature.

14.M&am¢dksdmmmdﬂnwﬁcﬂﬂmmbbbﬁﬁhnpcdomn¢wﬂhopemdw
mmwmamm«mMImmmmmm,mmmm
actual contact with Fedaral officals. ldentity the Fedenl or employes(t) conlacted or the offic
empioyes(s), or Member(s) of Congress that wers contacted.

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

6. The centifying official shall sign and date the jomm, print hivher name, title, and telephong pumber.

mwwammumum»wnmwmw‘mhm
hmmmm%mmmhmmmmmmmhmu
MMMWWWWanmdeMdW
bmmw.uhmdwmmwmmtmwncm

e |

-
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DISCLOSURE OF LOBBYING ACTIVITIES Aporomed by O
CONTINUATION SHEET

Page of

. Reporting Entitp

"y.S. G.P.O, 1990-260-706:00012 -
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Attachment 5
INVOICE/FINANCING REQUEST INSTRUCTIONS FOR HIH COST-REIMBURSEMENT TYPE CONTRACTS

General: The contractor shall submit claims for reimbursement in the manner and
format described herein and as illustrated 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 Gther
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
of ficer.

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

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 cests claimed can be identified with the contractor’s fiscal year.

gcurrency: A1l NIH contracts are expressed in United States doliars. 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 doltars 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
sdentified and reference the Contracting Officer’s Authorization (COA) number.

Invoice/Financing Request ldentification: Fach 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 inveice which is
submitted promptly upon compietion 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 Gevernment and the Contractor
{e.g., final indirect cost rates and resglution 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.

{a) 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.

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

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

{d)  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.

—
o
et

{f) 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.

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

(h) 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.

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

{ij) Cumulative Amount from Inception to Date of this B8i1ling — Insert the,
cunulative amounts billed for the major cost elements and adjusted
amounts claimed during this contract.

(k) 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
included in indirect costs should not be identified here.

NIH{RC)-1
DEV AR/1R/07 2
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(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 1ife 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 foliowing
instructions:

{ist 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 ircludes 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
amoynt.

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

(6) Consultant Fee — Fees paid to consultants. Tdentify 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 ocutside 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.

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

{1} 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.

NIH(RC)-1
REV. 6/18/92 3
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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 Farned — 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 — [nsert the total amounts claimed for the current
and cumulative periods.

Adjustments — This includes amounts conceded by the coniractor, 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



(a)

(e)

Attention:

Case 1:07-cv-01120-WMN  Document 1-6  Filed 05/01/07

Payor’s Name and Address

SAMPLE INVOICE/FIMANCING REQUES)

NATIONAL INSTITUTES OF HEALTH No.
Division of financial Management

Contracts Section, FAAB
Building 31, Room B1BO5A

Page 57 of 62

{(b) Inveice/Financing Request

Bethesda, Maryland 20892

Payee’s Name and Address
ABC CORPORATION

{c} Date Invoice Prepared

(d) Contract No. and Date

100 Main Street

Anywhere, U.S.A. zip code

(f} Total Estimated Cost of Contract

(g) Total Fixed Fee

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, 1582 :

(1)
(m)

T Mot it

{n
(o
(p

{a)

(1) Amount Billed

Direct Costs

(1)
(2)
(3)

e M et St

4
3
6
7

(8)
(9)

Direct Labor
Fringe Benefits
Accountable Personal Praoperty
(Attach form HHS-565)
Permanent Research
General Purpose
Materiats and Supplies
Premium Pay
Consultant Fee-Dr. Jones 1 day 8 100 (COA #3)
Travel (Domestic)
{Foreign)
Subcontract Costs
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

Outstanding Suspensions
Grand Totals

for Current

Period

$ 3,400
600

3,000
2,000
2,000
100
100
200
200
-0-
-0-

$11,600

2,400
4,000

700
$£18,700

$18,700

{3) Cumulative
Amount From
Inception to
Date of this
Billing

§ 6,800
1,200

8,000

4,000
150

100

200

200

-0-

-0-
$20,650

3,600

'6,000
1,400
$31,650

{1,700}
$29,950

"I certify that all payments reqguested are for appropriate purposes and in
accordance with the contract.”

NIH(RC}-1

BPEV

Name of Official)

RITA/Q? 5

(Titie)



Case 1:07-cv-01120-WMN -

SAMPLE INVOICE/FINANCING REQUEST

Document 1-6  Filed 05/01/07 Page 58 of 62

ALTERNATE

(a)

(e)

payor’s Name and Address

NATIONAL INSTITUTES OF HEALTH
Division of Financial Management

Contracts Section, FAAB
Building 31, Room B1BOSA
gethesda, MD 20892

Payee’s Name and Address
ABC CORPORATION

100 Main Street
Anywhere, USA zip code

Attn:
Name, Title, & Phone Number of
0fficial to Whom Payment is Sent

{c) Date Invoice Prepared

(b) Invoice/financing Request No.

(d) Contract No.

Date . .

(f) Total Estimated Cost

(g) Total Fixed fee . .

{(h) This invoice/financing request represents reimbursab

from to

le costs for the period

Expenditure Category*
A

Incurreq Cost Cost at Amount
Current Cumulative | Completion Funded
B C ] E

Variance

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 Costis

(1)

Cast of Money

(m)

Overhead

GSA

(n)

Fixed Fee

(o)

Total Amount Claimed

(p)

-Adjustments

{q)

Grand Totals

[ certify that all payments are for appropriate purposes and in

contract.

« Attach details as specified in the contract

(Name of Official}

(Titie)

accordance with the

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

Insert this clause in all cost-reimbursement RFFs and contracts.
Medify for use in fixed-price contracts.

PROGUREMENT OF CERTAIN EQUIPHENT

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
T4
77
78

Photographic Equipment

Training Aids and Devices

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

Furnicure

Household and Commercial Furnishings and Appliances

Office Machines and Visible Record Equipment h

Musical Instruments, Phonographs, and Hometype Radios

Recreational and Athletic Equipment

When equipment in these Federal Supply Groups is requested by the contractor
and determined essential by the ceontracting 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



(e}

(d)

{e}

Case 1:.07-cv-01120-WMN  Document 1-6  Filed 05/01/07 = Page 60 of 62

Attachment 7

Research Patient Care Costs

Research patfent care costs are the costs of routine and anc{llary
services provided to patients participating fn 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 porticn 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 this
contract, the contractor must make every ‘reascnable effort to obtain
third party payment, where third party payors (including Government
agencies) are authorized or are under a Jegal obligation to pay all
or a portion of the charges incurred under this centract 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
5/1/84
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(W e T T

Approvad for uee Swough /3104
Protection of Human Subjects
Assurance ldentification/Certification/Declaration
(CWFMRW)
OUCY: Fasaruh poshvithes ; mmmthMthwwmuwmmM
18, 1001) undess B2 aciviles 80 RS MuWthﬂ\hmnﬁ.hWiOﬂb’hmmbmm
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1. Request Type 2. Type of Mechantsm S.App&cdoﬂomepmnddonNa. ¥ known}
[ omarur [] omant [] cowrmact ] FeLLOwsHP
[] rouowur | [] COOPERATIVE AGREEMENT

] exewenon | [J omer:

4. Tite of Appilcation or Activity S.MdWW.WM.FM.NW

€. Aspurance Status of this Project m.c.pondm(:mdmclo#owhg)
O Thia Assurancs, on file with the Department of Health and Human Servicss, covers this acthvity:

Assurance kisatification no. M- IRB identification no. _i—
[T]  This Assurance, on file with (agencyidept) L covern e scthy.
ﬂ: - .
Asaurance dsniffication ne. IR identification 1. (¥ appiicadie} Pang *}!;‘ :

ke
._-] Nowumhubﬂnﬂkdmmhpm{-d.ﬂ\hlmﬁumd-clmm ltwﬂpmﬁdc-nwmcnmodhﬂdmmmdwwd
upon requaest.

E Exemption Stetus: Hmwbkchmkwohod,b«ﬂﬂuhuﬁvhyqudhnh«upmpﬁonmdﬂww! &), persgraph
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(dmte) by: |1 Full 198 Review o [ expedited Review.

D Thhuc&ﬂtycomnimmulﬁpkpmkcb,mdwhbhhmmbommw-d.MWMWWMMMMRMM
wmmmmmmmwmmmwﬁmmmwmmﬂhw

8. Commeits

~
e

s.m'mwwmwmmnmmwm 10. Nams and Address of Instiution
hmmmnmm‘mwmmmmm :
certifcation witt ba provided. : ,

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

13. Namae of Officiai 14, THie

1

15, Signature 18, Deis

Authorized for local reproduction ’ ~ OPIONAL FORM 310
- Spongored by HIELTHER
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AUTHORIZATION TO USE GSA SUPPLY SOURCES

= "RACTOR: {Nams and Addrega) CONTRACT NUMBER 5. A, NUMBER
. N01-ES5-35367
Kennedy Krieger Research Institute, Imc. CONTRACT AMOLNT
§5.765,029

707 North Broadway EFFECTIVE DATE EXPIRATION DATE

Baltimore, MD 21205 Jun3 30, 1993 June 29, 1998
ADORESS WHERE MATL, FREIGHT AND BILLING DOCUMENTS ARE TO 8E GIRECTED FEDSTRIP ADDRESS
(1f 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

TITLEr Title to property acquired by the Ceontractor under this authorization shall vest
as set forth in the provisioms of this contract. (See 48 CFR 51.106.) :

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

aaISHING INFORMATION TO CONTRACTOG:; When a Regional Office of the Federal Supply Service, FS55,
A, is notified by the FSS Central Office that it has assigned a FEDSTRIP activity
asddress 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 the 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.

PAYMENT FOR 65h SHIPWENTS; 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).

PUACING 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
{(FEDSTRIF) 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.

LIMITATIONS ¢

=zGNATURE OF CONTRACTING OFFICER TYPED MAME {Contrecting Officer) DATE

‘ERUTHKAL . ;ﬁé&nﬂfiﬁg;n Thomas M. Hardee June 25, 19?3

NIH 1705 (Rev. 3/84)



