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SECTION B

SUPPLIES OR SERVICES AND PRICES/COSTS

ARTICLE B,1, BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

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

- ARTICLE B.?.a, ESTIMATED COST - BASIC CONTRACT (CLIN 0001)

a, The estimated cost of the work under this contract is $5,765,029.

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

c. 1t is estimated that the amount currently alletted will cover

' performance of the contract through June 29, 1994,

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

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

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

Government under any other contract, grant, or cooperative agreement
(including allocation to other grants, contracts, or cooperative
agreements as part of an independent research and development program).
The contractor shall report the organizations’ share of the costs
expended by category, on the Financial Report of Individual Project/
Contract NIH Form 2706, as referenced 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
1#.12., and costs shared for the maintenance ceontracts as addreased in
ARTICLE B.4.Db.

ARTICLE B.2.b, ESTIMATED COST - OPTION Neo, 1. XRF (CLIN 0002}

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

Contract No. NO1-E5-353362
Kennedy Krieger Research Institute 2
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b. Total funds currently available fer payment and allotted te this
contract are §$ . For further provisiens cn funding, see the
LIMITATION OF FUNDS clause incorporated hereln.

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 Contracter.

ARTICLE B.2.c.  ESTIMATED COST - OPTION No. 2, Caldwell Testers {(CLIN 0003)

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

LIMITATION OF FUND$ clause incorporated herein.

c. It {s estimated that the amount currently allotted will caver
performance of the contract through

d. The Contracting Officer may allot additlional funds to the contract
without the concurrence of the Centractor.

ARTICLE B.3. PROVISIONS APPLICABLE TO DIRECT COSTS

a. Trems Unallewable Unless Otherwise Provided

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

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

(2) Speclal rearrangement or alteration of facilities;

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

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

(5) Forelpgn Travel;

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

contract No. NO1L-E5-33362
Kennedy Krieger Research Institute k)
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(7> Property classified as sensitive equipment, regardiess of
acquisition value {as defined in Appendix C of the 1990 HHS
publication entitled Contractor’s Guide for Contrel of Government
Property);

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

(1) Domestic Travel

{a) Total expenditures for domestic travel Incurred in direct
performance during the entire period of performance of this
contract shall not exceed $30,765 Including reglstratien
fees. Domestic travel expenditures incurred for any one
year shall not exceed 510,000, The Contracter shall not
incur costs in excess of the forepoing amounts without prior
written approval of the Contracting Officer.

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

Reasconable actual costs of ladging 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
contracter'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.

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

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

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

Superintendent of Documents
U.S. Government Printing Office
Washington, D.C. 20502

When using the Directories the Contractor should insure that
the alrlines, hotels/motels, or automobile rental firms
listed in the appropriate directory offer Government rates.

Next, if the Contractor elects to utilize Govermment

contract discounts,

the Contractor must write the

Contracting Officer in advance, and request permission to

use the GSA contractor,.

The Contracting Officer shall

provide a specific authorization to use the Government fare
which must be presented by the Cohtractor to the carrier
with the payment for the flight,

Contract fare alr carriers accepting paymwent only by
Government Trayel Order (GTR) may not be used since HNIEHS
does not issue GYRs to contractors.

Any savings achieved through the Contractor’s use of
Government travel discount programs shall accrue to the

Govexrnment.

ARTICLE B.4. ADVANGE UNDERSTANDINGS

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

a. Salary Rate lLimitations

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

NAME

Y. Julian Chisolm, M.D.
Gary W. Goldstein, M.D.
Martha B. Denckla, M.D.

Contract No. NOL-ES5-35362
Kennedy Krieger Research Institute
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Principle Investigator
Co-Principle Investigator
Co-Princinle Investigator
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b. Subcontracts

{1} University of Maryland

A cost-relmbursable type subcontract with the Unlversity of
Baltimore at Maryland to serve as a "mini-subcenter” in the
recruitment of patients in the estimated cost of $599,4089 is
hereby authorized in accordance with FAR 44.201-2. The
subcontract will provide for blood lead screening for lead
toxleity of potential patients, identifying eligible recrults, and
conducting follow-up blood monitoring throughout the course of the
contract. Contracting Officer approval of the subcontract in
accordance with FAR 44.203 will be granted upon recelpt of a fully
executed copy of the subcontract. The subcontract will contain
the general clauses applicable to a non-profit educatienal
institution.

{(2) Johns Hopkins University School of Medicine

A cost-reimbursable type subcontract with the Johns Hopkins
University School of Medicine to serve as a "mini-subcenter” in
the recruitment of patlents 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 pervential patients, fdentifying eligible recruits, and
conducting follow-up blood monitoring threughout the course of the
contract. Contracting Officer approval of the subcontract in
accordance with FAR 44 .203 will be granted upon recelpt of a fully
executed copy of the subcontract. The subcontract will contain
the general clauses applicable to a non-profit educational
institution.

c. Travel

Travel by the following individuais in the total amount of $30,761 for
attendance at steering committee sessions, general.scieﬂtific meetings,
and project related training:

Principle Investigator
Co-Principle Investigators
Nurse 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 Centractor shall, through its
subcontractors, make every reasonable effort to obtain third party
payment where third party payors (including Government agencies) are
authorized or under a lepal obligation to pay all or a portien of the
charges Incurred under this contract for the appropriate types of
procedures/tests. Only those charges not recoverable from third party

Contract No. NO1-ES-35362
Kennedy Krieger Research Institute &
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payors and which are consistent with the Terms and Ceonditions of the
contract are chargeable to this contract.

e. Patient Travel

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

f. Patient Incentives

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

g- Clean-up

To ensure a safe environment of study patlents, 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 conditions
applying te recovery of costs.)

h. Relocation

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

i. Cost Sharin

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

Project/Centract.

Providex Equipment Maintained Estimated Share Ratio
Cost

Perkin Elmer GFAA! model 25100PC $7,180/yr  10%/90%

Maintenance Plan and peripherals :

ESA, Inc. ASV? model 30104 $1,000/yr  50%/50%

! GFAA (Graphite Furnace Atomic Absorption Spectrophotometer)
2 A5V (Anodic Stripping Voltammeter)

i Lease Arrangements

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

Contract Mo, NO1-ES-35362
Kenmedy Krieger Research Institute 7



Case 1:.07-cv-01120-WMN  Document 32-1  Filed 06/18/07 Page 9 of 62

SECTION G

DESCRIPTION/SPECIFICATION/WGRK STATEMENT

ARTICLE G.1, BACKGROUND

Precedents: Since 1980, NIEHS has supported a series 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 adminiscered
chelating drug now labelled for use {n children with blood lead levels above
45 pg/dl, a level thought to indicate a high risk for symptomatlc lead
poisoning and above the levels that produce cegnitive delay.

General Background: Cognitive delay {n toddlers has been assoclated 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 jevels of concern in young children, and
children with blood lead levels greater than 10 pg/dl are now thought to have
unacceptable expcsure to lead. There are, however, no data on whether
treatment of children with chelating agents prevents the cognitive delay
assoclated with these levels. There are about four millien children who
fulfill the new criteria for unacceptable exposure to lead. NIEHS believes
that large numbers of children with blood lead levels below 45 pg/dl will be
treated with succimer, and that a elinieal trial of the use of succimer in the
prevention of lead-assoclated cognitive delay in young children is both
necessary and timely. The objective of this Contract is to conduct, analyze,
and Lssue a report of a randemized, multi-center, placebo controlled trial of
guccimer in the prevention of lead-associated cognitive delay in young
children. This Contract is for one (1) of three (3) or possibly four (&)
Clinical Centers. A separate, companion contract, HO1-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 persomnel, 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 elinical ctrial., In .
doing so, the Contractor shall comply with all local, state, and Federal '
laws and regulations pertinent to the various aspects of the trial. The
Contractor shall conduct performance predicated on the agreements and
understandings reached through discussions and negotliations leading to
award based on the following documents which are incorporated by
reference:

(1) Original Proposal dated November 24, 1992
(2) Revised Proposal dated May 10, 1993

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

If there Is any Inconslstency 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 strategies 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 rhe Coordinating Center, and the
NIEHS Project Officer. The PI of the central lab will be a member of
the Steering Committee ex officlo. The Manual of Operations and Final
Protocol shall be incorporated by reference into thls 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 compositlon at any time
after 1t has been constituted; it must notify the PO of plans te do so.
The trial shall proceed as follows: 9-12 months for planning; about 1
year for patient enrollment and treatment; the remaining 3 years for
foliow-up. Each child will be followed to age & at a minimum; longer
follow-up is desirable for those children randomized early. Most close
out activities should be completed by the final (5th) year of the
contract. The activities, none of which are currently anticlpated, of
any center beyond five years from the initial award except for work
specified herein will depend on the issuance of a eontinuation RFP by
the Institute and successful re-competitien. The trial is of oral
chelation therapy with the drug succimer in lead exposed children (blood
leads of about 20 pg/dl to 45 pg/dl) of about 18 to 36 months of age.
The endpoints are the scores on developmental tests; other endpoints of
{interest include evidence of drug efficacy and compliance, such as urine
and blood lead levels; excretion of other ions like iron, zinc, and
calcium; and nervous system, renal and hematopoietic function/toxicity.

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

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

Patient population: For purposes of planning the study, the Clinicatl
Center shall provide to the Steering Committee the source population
from which the Clinical Center will draw patients eligible for the
trial, inciuding numbers, ages, racial compositiom, and regular sources
of health care. For all Centers combined, NIEHS estimates that
evaluating the drug treatment for an effect of 3 developmental quetient
polnts will require that the trial have 786 evaluable children with
complete data at an ahsolute winimum; each Clinical Center shall
recruit enough children so that on the order of 333 children per center
are randomized. Stratified or blocked sampling may be desirable.

Recruitment: For purposes of planning the study, the Clinical Center
shall provide to the Steering Committee a description of any previous
efforts at recruiting patients Inte clinical studies at the institution,
and plans for recruitment inte this one. If referred patlents are to be
the source, then the referral sources shall be discussed and the rates
of referral estimated.

Tf 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 eligibilicy will be performed centrally for the
study (see Laboratery section below.) :

Eligibility: Children eligible for the trial should be about tw. Yyears
old and have blood lead levels between about 20 and 45 pg/dl at the time
of randomization, l.e., on at least two occasions and after iron
deficilency is treated. (See women and minority recrultment below.)

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

Source identification and clean-up: The Clinical Center will evaluate
and clean-up the children’s homes and other sites as n ggaﬁﬁﬁy according’
to trial protocol. The Clinical Center shall ildentifyhlead sources in
the child’s enviromment and decrease the exposure in those who mneed it.
If clean-up efforts involve other institutions, such as health
departments, then the Clinical Center shell coordinate plans for working
with them. Each Clinical Center shall be responsible for preparing its
own clean up efforts, in consultation with the Clean-up Subcommittee.

Contract No. NOL-ES-35362
Kennedy Krieger Research Institute 11



Case 1:.07-cv-01120-WMN  Document 32-1  Filed 06/18/07 Page 12 of 62

Each Ciinical Center shall provide short term housing as {t considers
necessary.

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

Laboratory Support: ~Laboratory activities In suppert of this preject
are in three parts: blood lead levels used to determine the possible
eligibility of the children for the trial (screening); clinical testing
of the children, for iron status, hematocrit, etc., and monitoring of
blood 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 Centexs shall treat the children according
to trial protocol. The treatment regimen will be decided upon by the
Steering Committee during the planning phase.

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

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

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

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

Contract No. NO1-ES5-35362
Kennedy Krieger Research Institute 12
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NIFHS will serve Iin a coordination, advisory, and assistance role at
this stage, will approve final study deslign, and arbitrate disagreements
between centers. The Clinical Center shall work with the Coordinating
Center, any other Clinical Centers, NIEKS, and outside experts as
appropriate.

Records: The Clinfcal Center shall generate quallty data on the events
in all phases of the trial. The Clinical Center shall document data
that it provides to the Coordinating Center, and handle all study forms
or thelr electronic equivalent appropriately. The Clinical Center shall
insure confidentiality and security of records. In general, clinlcal
records dealing directly with the care of the children are the property
of the Clinical Centér and subject to whatever safeguards the
Institution has. To the degree possible, the government will not have
access to individually {dentifiable records, which will reside with the
Clinical Centers. In the event that the government must take possession
of individually identifiable records, then the provisions of the Privacy
Act apply. In such case, the NIEHS System of Records (Federal Register,
Vol. 58, No. 8, Jan. 11, 1991) will apply for routine uses.

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

Interim reporting: Prlmary responsibility for interim reports on 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
Safety Monitoring Committee, etc,, as they pertain to the individual
Clinical Centers. :

publication: Reports for publication are the primary responsibility of
the publicacions 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 pame of the study, depending on the journal
selected and journal policy. During the main analyses of the study, any
publications proposed by a single Clinical Center from its own data must
be seen and approved by the Steering Committee.

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

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

Contract No. NOL-ES-35362
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Pilot: The decision as to whether to have a pllet study , and which
institution will function as the pllet if there ils one, will be made by
the Steering Committee.

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

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

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

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

Close out: The respective Clinical Centers shall be responsible for the
orderly clese-out of the trial at thelr sites, including active follow-
up of patlents, return of extra drugs oF other materials to the
Cocrdinating Center, and the establishment of a reglstry to enable later
follow-up of the children. The Clinical Center chall deal with any
questlons arlsing about the conduct of the trial after publications have
appeared.

(OPTION)

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

OPTIONAL - XRF and Chelation Challenge

HIEHS has mnot determined, at the time of the award of the baslc
contracts, whether or mot to support XRF studies or chelation challenge
studies. Glinical Centers taking this option have provided proposals
and accompanylng budgets. Before NIEHS decldes to fund these options,
it will request that the Steering Committee propose & coordinated
protocol for ¥RF and/or chelation challenge studies. The cost of these
studies shall not exceed, at each site, the amount budgeted for such
studies in the Best and Final offer. 1f NIEHS approves an XRF or
chelation challenge protocol and opts to fund it, the protocol will be
included by reference in this requirement.

Contract No. NO1-ES-35362
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a. Technical Reports
Type of Report
Semi-annual Report¥*
(st year only)
Quarterly Progress Report*
(subsequent years)
b. Racial/Ethnic Enrollment Reports
Planned Enrollment Report
Actual Enrollment Report
American Asisn of Black, Hispanic
Irdian or Pacific not of
 Atsskan 1slander Hispanic
Hative Ocigin
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by the other terms of this contract, the
he following reports in the manner stated

Description

Report describing progress in
planning, recruitment, community
activicy, screenlng, etc. Emphasis
on material not covered in Steering
compittee meetings.

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

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

Summary of the number of
participants actually enrolled
according to designated
raclal/ethnic categorles (use table
that follows}.

white, Other Total
not of or Unknown

Hispanic

¢rigin

15



Case 1:.07-cv-01120-WMN - Document 32-1  Filed 06/18/07 Page 16 of 62

During the last pertion 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 tralning 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 Carolina.

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

Contractor shall support local travel for project staff.

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

Contract No. NO1-ES-35362
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SECTION D

PACKAGING, MARKING, AND SHIPPING

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

ARTICLE D.1. PACKAGING

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

ARTICLE D.2. HARKING

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, stc.

ARTICLE D.3. SHIPPING

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

Contract No. NOIL-ES-35362 )
Kennedy Krieger Research Institute 18
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SECTION E

INSPECTION AND ACCEPTANCE

INSPECTION ARL Aol 2iol==

ARTICLE E.1, INSPECTION AND ACCEPTANCE

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

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

representative of the Contracting Officer.

c. Inspection and acceptance will be performed at the National Institute of
Environmental Health Sciences, Divisionm of Intramural Research, Research
Triangle Park, HC. Acceptance may be presumed unless otherwise
indicated in writing by the Contracting Officer, ©oF the duly autherized
representative.

d. Thig contract incerporates the followlng clause by reference, with the
same force and effect as {f it were given in full text. Upon request,

the Contracting Officer will make its full text available.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER 1)7CLAUSE:

Number Title

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

ARTIGLE E.2. PROTOCOL ACCEPTANCE
Notification of the formal acceptance of the protocol shall be provided in
writing by the Froject Officer and endorsed by the Contracting Officer.

Failure of the contractoex to recognize fully the cooperative nature of this
project during any time of performance and failure of the centractoer to abide
by the approved shared protocal may result in Termination (either for
convenlence or default) in accordance with the Termination Clause (FAR 52.249-
5).

Contract No. NO1-ES-35362
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SECTION ¥

DELIVERIES OR_PERFORMANCE

ARTICLE F, 1. PERIOD OF PERFORMANCE

The Period of Performance of this Contract shall be for a period of sixty (60)
months, begimning June 310, 1993 and continuing through June 29, 1998, The
Period of Performance encompasses the completion of all technical effort as
described in Section €., ARTICLE C.2. and submission of all reports as
specified in Section ¢., ARTICLE C.3.

ARTICLE F,2, DELIVERIES

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

(1) The items specified below as described in SECTION C, ARTICLE G.3.
shall be delivered f.o.b. destination as set forth in FAR 52.247-
35, F.0.B. DESTINATION, WITHIN CONSIGNEES PREMISES (AFR 1984), and
in 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]:

Item Description Quantity Delivery Schedule

(a) Biannual Report

(b) Quarterly Progress Report

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

{e} Final Report

The above items shall be addressed and delivered to:

Addressee peliverable Item No, Quantity

(See ARTICLE 3.4)

ARTICLE F.3., STOP WORK ORDER

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

FEDERAL ACQUISITION REGULATION (48 CFR CHAFTER 1) CLAUSE:

5 212-13, STOP WORK ORDER (AUG 1989) - ALTERNATE I (APR 1984)

Contract No, NO1-ES-35362
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SECTICN G

CONTRACT ADHINISTRATION DATA

ARTICLE ¢.1, REFERENCES TO THE_DEPARTMENT OF HEALTH AND HUMAN SERVICES

A1l references te the Secretary, Department of Health, Educatlion and Welfare,
HEW, HEWPR, HEW forms, ete., shall be changed te 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 CGovernment for the purpose
of this contract:

Proiect Officer

Dr. Walter J. Rogan

Acting Clinical Directox

National Institute of Fnvironmental Health Sciences
Division of Intramural Research

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

Research Triangle Park, NC 27709

Telephone No.!: (919) 541-4578

Alternate Project Qfficer

Ms. Beth Ragan

National Institute of Environmental Health Scilences
Division of Intramural Research

P.0O. Box 12233, Mail Prop A3-05

Research Triangle Park, NG 27709

Telephone No.: (919) 541-2767

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

The Alternate Project Officer is responsible for conducting the actions of the
Project Officer as set forth in the above paragraph in the absence or other '
unavallability of the Project Officer. The authority of the Alternate Project
Officer will not extend beyond those circumstances 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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x44+% For all other costs specifically approved under ARTICLE B.4.,

Advance Understandings, include separate cost loformatien as an
attachment.

ARTICLE G,5, FINAL PROTOCQL AND MANUAL, OF OPERATIONS

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

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

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

The Government may unilaterally change lts Project Officer designation.

ARTICLE G,3, INVOICE SUBMISSION -- LETTER OF CREDIT (Pavee Identificatien-
Number (PIN -

advance payments will be provided pursuant to HHSAR Clause No. 352.232-73,
entitled METHOD OF PAYMENT- -LETTER OF CREDIT (APR 1984), which 1s incorporated
in this contract by reference. The PIN is A451. Invoice/Financing Request
Instructicns for NIR 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 directioms
for the submission of Iinvoices/financing requests must be followed to meet the
requirements of a "proper” invoice, pursuant to FAR 32.9. The completion
and/or final inveice shall be submitted concurrently as follews:

(1) An original and two copies to the following office:

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

Building 31, Room B1BO5A

9000 Rockville Pike

Bethesda, Maryland 20892

(2) Three copies to the following approving officer:

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

79 T.W. Alexander Drive, 4401 Building

P.0. Box 12874

Research Triangle Park, North Careclina 27709

(3) Inquiries regarding letter of credit payments should be directed to the
office administering advance payments designated in HHSAR Clause No.
352.7232-73 entitled, METHOD OF PAYMENT--LETTER OF CREDIT (APR 1984} at
the following address:

Department of Health and Human Services/0ASH/OM/ORM
pivision of Payment Management

P.G. Box 6021

Rockville, Maryland 20852

Telephone: (301) 443-1350

Contract No. NO1-ES-35362
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ARTICLE G.4, CONTRACT FINANCIAL REPORT

a. Financlial reports omn the attached Form NIH 2706, Firancial Report of
Individual Project/Contract, shall be submitted by the Centractor in
accordance with the NIH Instructions, Instructiens for Completing Form
NIH 2706, which accompany the form, in an original and two coples, not
later thaa the thirtieth (30th) working day afrer the close of the
reporting period. The line entries for subdivisions of work and
elements of cost (expenditure categories) which shall be reported wichin
the total contract are listed in paragraph d. below. Subsequent changes
and/or additions in the line entries shall be made in writing.

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

c. 1f the final payment of this contract is to be made on the basis of a
desk audit, the Contracting Officer may require the Comtractor to submit
detailed support for costs contained {n one or more Interim financial
reports. This article does not supersede the record retention
requirements in FAR Part 4.7, :

d. The following expenditure categories shall be reported:

Direct Labor
fringe Benefits
Project Management
Travel
Clinical Management
Lead Dust Management
Qa/QC
Lab Analysis
Data Collection
Psychometries
Indirect Costs
Subcontracts
Univ. of Maryland @ Baltimore
Johns Hopkins Univ. Scheol of Medicine
Total Estimated Cost

o For Direct Labor, itemize the effort contributed by each
individual on an attachment to Form 2706.

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

Hokok For costs shared for maintenance coeuntracts, include the total
amount charged by the service organization and the amount billed
as the Government's portilon.

Contract Ne. N01-ES-35362
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ARTICLE G,5. FINAL PROTGCOL_AND HANUAL OF CPERATIONS

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

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

Contract No. ND1-ES-35362
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SECTION H

SPECIAL CONTRACT REQUIREMENTS

ARTICLE H,1, KEY PERSONNEL

a. Pursuant to the Key Personnel clause incorporated in this contract, by
reference in Part 1I, Section 1, the following individual{s) [is/are]
" considered to be essential to the work being performed hereunder:

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

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

c. In addition, during the first ninety (90) days of performance, the
Contractor shall make no substitutions of key personnel unless the
substitution is necessitated by illness, death, or termination of
employment. The Contractor shall notify the Contracting Officer within
1% 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 {nformation required by
paragraph 4. to the Contracting Officer at ileast 15 days prior to making
any permanent substitutions.

d. The Contractor shall provide a detailed explanatlion of the circumstances
necessitating the proposed substitutions, complete resumes for the
proposed substitutes and any additional 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 thils contract are set
forth below. Whenever the Contractor anticipates changes to any personnel in
these critical positions, the Contractor shall notify the Contracting Officer,
providing detailed explanation of the circumstances necessitating the
change(s}, proposed substitution(s), resumes for the propesed substitute(s),

Contract No. NO1-ES-35362
Kennedy Krieger Research Institute ' 25



Case 1:07-cv-01120-WMN

Document 32-1. Filed 06/18/07 = Page 26 of 62

and any additieonal information requested by the Contracting Officer for
Teview.

There are no critical personnel designated under this Contract

ARTICLE H.3. HUMAN SUBJECTS

The research invelving human subjects required under this Contract shall not
be conducted without the prior written joint 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 Contracting
Officer a properly completed Optional Form 110, "Protection of Human Subject
Assurance Idencification/Certification/Declaration", certifying Institutional
Review Board (IRB) review and approval of the protocol. The appropriate human
subjects pultiple project assurance pumber applicable to this Contract 1s
M1011. :

ARTICLE H.4. HUMAN MATERTALS

o material developed, modified, or delivered by or to the Government undexr
this contract, or any subsequent modification of such material, will be used
by the Contractor O made available by the Contractor for use by amyone other
than the Government, for experimental oT therapeutic use involving humans.
The acquisition and supply of all human specimen material (including fetal
material} used under this contract will be obtained by the Contractor in full
compliance with applicable State and local laws and the provisions of the
Uniform Anatopical Gift Act in the Unlted States and that no inducements,
monetary or otherwise, will be offered to any person 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:
design, develop or operate a system of records on individuals to accomplish an
agency function in accordance with the Privacy Act of 1974, Public Lavw 93-579,
necember 31, 1974 (5 Usc 552a) and applicable agency regulations. vivslations
of the Act may involve the imposition of eriminal penalties. In compliance
with the requirements of this Act, the Contractor shall utilize the NIEHS
existing system of records, identified in the Federal Reglstex, Volume 56,
Number 8§, January 11, 1991 under System of Records Number 09-25-0134.

ARTICLE H.6. GOVERNMENT PROPERTY

a. In addition to the requirements of the Clause, GOVERNMENT PROPERTY,
incorporated in this contract, the Contracton shall comply with the
provisions of the DHHS Publication Contractor's Guide for Control of
Covernment Property, dated 1990, which 1s incorporated by reference.
among other Lssues, this publication provides a summary of the
Contractor’'s responsibilities regarding purchasing authorizations,

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

Mike Zindell

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

Building 13, Room 2E-65

9000 Rockville Pike

Bethesda, MD 20892

Telephone: (301) 496-6466

ARTICLE H.7. CONTRACTOR-ACQUIRED GOVERNMENT PROPFRTY - SCHEDULE 1-4A

Pursuant to the Clause, GOVERNMENT PROPERTY, incerporated in this contract,
the Contractor is hereby authorized to acquire the property listed in the
attached Schedule I-A for use in direct performance of the contract. This
contract is for scientific research and is with a nonprofit institution whose
primary purpose is the conduct of scientific research. Therefore, pursuant to
subparagraph (c)}(2) of the Clause, GOVERNMENT PROPERTY, title to equipment
having an acquisitien cost of less than $5,000 shall vest in the Contractor
and title to eguipment having an acquisition cost of §5,000 or more purchased
with funds made available under the contract shall wvest in the Contractor
subject to the provislens of the Clause, GOVERNMENT PROPERTY; provided that
the Government may direct transfer of the title to the Government or to a
third party within twelve months after completion or terminatlon 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
where is currently no property identified for this Contract

ARTTICLE H.B. GOVERNMENT FURNISHED PROPERTY - SCHEDULE 11-B

Pursuant to the Clause, GOVERNMENT PROPERTY, incorporated in this contract,
the Covernment [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 1I-B

1. Drugs to be administered during trial
Placebo to be administered during trial
3. lLaboratory determinations of blood lead levels

[
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ARTICLE H.2. OPTIONS

a. Unless the Government exercises its option{s) pursuant to paragraph b.
and/or ¢. of this article, the contract consists only of the statement
of work as defined in Sections ¢ and F of this centract.

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

c. The Government may, by unilateral modification, exercise an option
within zwelve (12) months after contract award for Caldwell Testing.
Preliminary written notlce 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 £o exercise the optien.

ARTICLE H.10, SAFETY AND/OR HEALTH STANDARDS

The Government is not legally responsible for accidents, i{llnesses, or claims
arising out of any work undertaken as a result of this Contract, The
Contractor shall take the steps necessary to ensure compliance with all
pertinent local, state, and Federal statues relating to occupational health,
safety, and environmental protection associated with this Contract, In
accordance with PHSAR 159 923-70 incorporated by reference under PART II, all
work under this contract chall be conducted in accordance with the folloving
general standards, as appropriate:

1. Standards issued pursuant to the Natiomal Occupation Safety and Health
Act of 1970 (Title 29, Code of Federal Regulations [CFR1)

2. Srandards issued pursuant to the Atomic Enerpgy Act of 1954 (42 USC 2021)

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

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

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

ARTICLE H.11. CONFLDENTIALITY OF INFORMATICN

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

Contract No. NO1-ES-35362
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In censlideration of this the clause HHSAR 352.224-70, CONFIDENTIALITY OF
INFORMATION (APR 1984) 1s {ncorporated In this contract under PART 11, SECTION
1, ARTICLE 1.3.b. Department of Health and Human Services Acquisition
Regulations (HHSAR) (48 CFR Chapter 3) Clauses.

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

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

ARTICLE H.12. SUBCONTRACTING PROVISIONS

a. Small Business and Small Disadvantaged Busjiness Subcontracting Plan

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

(2) The failure of any Contractor or Subcontractor to comply in good
faith with the Clause entitled sUtiiization 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

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

april 30
Getober 30

The Report shall be sent to the following address:

National Institute of Environmental Health Sclences
Attn: Contracting Officer

Contracts & Procurement Management Branch, OH

79 T.W. Alexander Drive, 4401 Building

P.0. Box 12874

Research Triangle Park, North Carolina 27709

Contract No. NO1-ES5-35362
Kennedy Krieger Research Institute 29



_Case 1.07-cv-01120-WMN  Document 32-1  Filed 06/18/07 Page 30 of 62

If difficulties are encountered in attalining establisghed
subcontracting poals, the Contractor or Subcontracter shall
explain why and include their "good falth® efforts in Item 18,
Remarks, in the 5F-294.

(2 The Contractor shall submit 1 copy of Summary Subcontract Report,
SF-295 in accordahce with the instructions on the report as
referenced in Public Law 95-507, 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 ceontract in addition to any fractional part of the year in
which this contract became effective. This Report shall be mailed
to the following address:

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

Room 517-D

200 Independence Avenue, 5.W.

Washingten, D.C. 20201

ARTICLE H.i3. SALARY RATE LIMITATIOQN IN FISCAL YEAR 1993

Pursuant to Public Law (P.L.) 102-394, ne NIH Fiscal Year 1993 (October 1,
1992 - 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 5125,000 per yeax salary limit also applies to
individuals propoesed under subcontracts., If this is a multl-year contract, it
may be subject to unilateral modifications by the Government if an
individual’'s salary rate exceeds any salary rate celling established in future
HHS appropriatlons acts. P.L. 102-394 states in pertinent part:

oNone 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 extramuiral mechanlsm at a rate in excess of $125,000 per
year."

ARTICLE H.14 . RECQVERY OF COSTS

buring 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 turm be
reimbursed by parties bearing a legal obligation to have borne such costs
originally, such costs shall be recovered from the appropriate sources and
applied as a credit to the Contract.

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

Contract No. NO1-ES-35362
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PART 11_- CONTRACT CLAUSES

PART 11 - LURNIBALL wotoeses

SECTION I

CONTRACT CLAUSES

LU DAL L e

ARTICLE T.1. GENERAL ClLAUSES FOR A NEGOTIATED COST-RELHMBURSABLE TYPE CONTRACT
TIONS OTHER THAN EDUCATIONAL INSTITUTIONS

WITH_NON-PROFIT INSTITY

FAR 52.252-2, CLAUSES INCORPORATED BY REFERENCE (JUN 1988

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

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

Activity (SEP 1990)

52.203-12 Limitation on Fayments to Influence Certaln
Federal Transactions (JAN 1990) (Over $100,000)

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

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

52.215-2 Audic-Negotiation (FEB 1993)

52.215-22 Price Reduction for pefective Cost oOT Pricing

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

572.215-24 Subcontractor Cest or Pricing Data (DEC 1991)
(over $100,000)

52,215-26 Integrity of Unit Prices (APR 1991)

Contract No. RO1-ES-35362
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52.215-31 Yaiver of Facillties Capital Cost of Momney (SEP
1987)

52.215-33 order of Precedence (JAN 1986)

52.215-39 Reversicn or Adjustment of Plans for

Postretirement Benefits Other Than Pensions
{PRB} (JUL 1991)

52.216-7 Allowable Cost and Payment (JUL 1991)

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

For contracts with nomprofit organizatlons
exempted from OMB Circutar A-122, in paragraph
{a), the words "Subpart 3]1.2" are deleted and
the words "Subpart 31.7° are substituted in lieu

thereof.
52.216-11 Cost Contract - No Fee (APR 1984)
52.217-5 Evaluation of Optionsr(JUL 1950}
52.219-8 Yrilization of Small Business Concerns and Small

Disadvantaged Business ConceIns (FEB 1990}

52.219-3 small Business and Small Disadvantaged Business
Subcontracting Plan (over $500,000) (JAN 1991)

52.,219-13 teilization of Women-Owned Small Businesses (AUG
1986) '

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

52.220-1 preference for Labor Surplus Area Concermns (APR
1984)

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

52.222-2 Payment for Overtime Premium (JUL 1990) {(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 Lzbor (APR 1984)

Contract No. NO1-ES-35362
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52.222-26 Equal Oppertunity (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 Era Veterans (APR 1984)

52.222-36 Affirmative Action for Handicapped Workers (ATR
1584)

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

52.223-2 Clean Air and Water (Over $100,000) (APR 1984}

52.223-6 Drug Free Workplace (JUL 1990)

52.224-1 Privacy Act Notification (APR 198B4)

52.224-4 Privacy Act {APR 1984)

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

52.227-1 Authorization and Consent (APR 1984)

Alrernate I (APR 1984)

52.227-2 Notice and Assistance Regarding Patent and
Copyright Infringement {APR 1984)

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

NOTE: In accordance with FAR 27.303 (&)
(2}, paragraph (fy is modified to
include the regquirements in FAR
27.303 (a) (2} (1) through (iv).

The frequency of reporting in (1) is
annual,

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

Extramural Inventions Reports Office, OER
Mational Institutes of Health

Building 31, Room 5B4l

9000 Rockville Pike

Bethesda, MD 208892

Telephone: {301) 40Z-085C

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

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

52 .232-23 Assigrment of Claims (JAN 1986}

52.232-25 Prompt Payment (AFR 1989}

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

52.232-28 Electronic Funds Transfer Payment Methods (APR
1589)

HOTE: The eoffice designated to recelive
information in paragraph (¢} is:

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

9000 Rockville Pike

Bethesda, Maryland 20892

52.233-1 Disputes (DEC 1991)

52.233-3 Protest After Award (AUG 1989} -
Alternate 1 (JUN 1985)

52.242-1 Notice of Intent to Disallow Costs (APR 1984}
52.242-13 Bankruptey (AFPR 1991)
52.243-2 Changes - Cost Reimbursement (AUG 1987)

pAlternate V - (APR 1984}

52.263-7 Notification of Changes (APR 1984)
% Insert 15 days in each blank

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

52.244-5 Competition in Subecontracting (AFPR 19843
52.245-5 Government FProperty (Cost-Reimbursement, Tinme-

and-Material, or Labor-Hour Contract) (JAN 1986)
Alternate I. (JUL 1685)

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

(HHSAR) (48 CFR CHAPTER 3) CLAUSES

HHSAR
Clause No, Title and Date
352.202-1 Definitions (APR 1984) -- Alternate I (APR 1984)
352.228-7 Insurance - Liability to Third Persons (DEC

1991}

352.232-9 Withholding of Contract Payments (AFR 1984)
352.233-70 Litigation and Claims (APR 1984)
352.242-71 Final Decisions on Audit Findings (APR 1984)
352.270-5 Key Personnel (APR 1984)
352.270-6 Publications and Publicity (JUL 1991)
352.270-7 Paperwork Reduction Act (AFR 1984)

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

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

ARTICLE 1.3. 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 ACQUISITICN REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES:
1. FAR 52.220-4, Labor Surplus Area Subcontracting Progranm (APR
1984)
2. FAR 52.227-14, Rights in Data - General (JUN 1987),

Alternate V {JUN 1887)

Caontract No, NOL1-ES-35362
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3. FaR 52.727-16, Additlonal Data Requivements (JUN 1987)
4. FAR 52.227-17, Rights in Data - Special Works (JUN 1987)
5. FAR 5%.230-2, Cost Accounting Standards (SEP 1987}
6. FAR 57.230-4, Administration of Cost Accounting Standards
(SEP 1987)
7. FAR 52.230-5, Disclosure and Consistency of Cost Accounting

Practices (SEP 1987)
8. FAR 52.251-1, Government Supply Sources {APR 1984}

b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATIONS/PUBLIC
HEALTH SERVICE ACQUISITION REGULATIONS (HHSAR) (PHSAR) (4B CFR CHAPTER
3) CLAUSES:
This contract incorporates the following clauses by reference with the
same force and effect as if they were given in full text. Upon request,
the contracting officer will make their full text availlable.

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

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

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

are set forth under Section H.

4. PHSAR 352.280-1, Protection of Human Subjects (OCT 198&)

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 198B4) (OHB
Bulletin B81-16}

(3) NTH{RC)-11, Research Patlent Care Costs, (6/1/84}

ARTICLE 1.4. FAR CLAUSE 52 .203-9, REQUIREMENT FOR CERTIFICATE OF PROCUREHENT
INTEGRITY - MODTIFICATION (NOV 1950)

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

Contract No. NO1-ES-35362
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(b)

(c)

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

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 (HOV 199G)

(1) 1, [Name of certifier] am the
officer or employee responsible for the preparation of this modification
propesal 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 violation or possible
violation of subsection 27{a), (b), (d), er (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 modificarion number).

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

: [Name of Offeror]
who has participated personally and substantially in the preparation or
submission of this proposal has certified that he or she 1s familiar
with, and will comply with, the requirements of subsection 27{a) of the
Act, as implemented in the FAR, and will report immediately to me any
information concerning a violation or possible violatlon of subsections
27(¢a), (b), (d), er (f) of the Act, as implemented 1n the FAR,
pertaining te this procurement.

(3 Violations or possible violations: (Continue on plain bond paper
if necessary and label Certificate of Procurement Integrity -
Modification (Continuationm 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]

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

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

(End of certification)

Contract No. NOL-E$-35362
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(4} In making the certification in paragraph (2) of the certificate, the
officer or employee of the competing Contractor responsible for the
offer or bid, may rely upon a one-time certification from each
{ndividual required to submit a certifiecation to the competing
Contractor, supplemented by periedic training. These certifications
<hall be obtained at the eariiest possible date after an individual
required to certify begins employment or association with the
contracter. If a contractor decides to rely on a certification executed
prior to the suspension of section 27 {(i.e., prior to December 1, 1989},
the Contractor shall ensure that an individual who has so certified is
notified that section 27 has been reinstated. These certifications
shall be maintained by the Contractor for a period of 6 years from the
date a certifying employee's employment with the company ends or, for an
agency, representative, or consultant, 6 years from the date such
individual ceases to act on behalf of the contractor.

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

Contract Wo. NOL1-E5-35362
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PART I1%

LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS

SECTION J - LIST OF ATTACHMENTS

The following documents are attached and incorperated in this contract:

1. Small Business and Small Disadvantaged Business Subcentracting Plan,
undated, & pages

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

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

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

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

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

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

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

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

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

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

Contract Wo. NOL-ES-35362
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PART IV

REPRESENTATIONS AND TNSTRUCTIONS

SECTION K

REPRESENTATIONS, CERTIFICATIONS, AND OTHER .
STATEMENTS OF OFFERCRS OR QUOTERS

The following documents are incorporated by reference in this contract:

1. Representations and Certifications dated November 20, 1992.

e Initial Proposal dated November 23,
Best and Final Offer dated
1993.

2. Kennedy Krieger Research Institut
1992; Revised Proposal dated May 12, 1993;
June 4, 1993; and Clarifying information dated June 18 - 25,

Contract No. NO1-ES-35362
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[P UU U LR So N WA N WA

Attachment 1

EENNEDY KRIPGER RESEARCH INATI11UTE
1. Contract Mumber: NO1I-E3-92-31

Contract Period: 07/01/93 - 06/30/38

Title: TOXICITY OF LEAD IN CHILDREN
Description: R placebo controlled trial of succimer in the
pravention of lead-appoclated cognitive delay in young
childran
3 Contractor Name: Kennmedy Krieger Ressarch Institute
3. Individual Completing this Plan:

Neuman, Micheal, CPA
Aasiztant VP/Controller
Keunedy Xrieger Ingtirute
Balvimore, MD 2120%

{410) 550 - 9472

. 4. Percentage Goala:

It is the policy of the Kennedy Krieger Research Institutae (EERI)
that Small Business and Small Disadvantagad Buniness concerns be given
the maximum practical opportunity to compete for the requirements of
materiala, equipment and services consistent with the efficient
performance of this Resesrch Project.

The KERI establighes the following percentage goals for the
proposed contract:

Extarnal
ine © 4 Puprchages percent
T i [ ) 5 2.867,080 100k § 970,176 100%
Small Bueineas 655,178 23.0% 659,178 &7.9%
Small Dissdvantaged 74,390 2.6% 74,350 7.7%
5. Comment on Goals and Subcontract Possibilities with Small busineasses and

Small Diaadvantaged Businesses:

Tha percentage totalg ware datarmined by
examining the total gubcontracting possibilities
inherent in this Rescarch Project, and by estimating
the likely small Business and Small Disadvantaged
Busineas utiliration based on hiatoriocal trends.

Tha XXRI will continue its attempts to find
qualified Small Business and Small Disadvantaged
Business Subcontractora to sesist it in [(ulf4lling ita
cbiigations under this contract.
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6. Subcontracting Plan Administration:

The following individuals are designated to
admminister thae subcontracting under this reseascch
project:

Project mManager (TBN.)
Toxlcity of Lead in Children - DSMA Clinical Trial

The following KKRI procursment personnal have asgiated
in developing this Subcontracting Plan, and will
continue to provide services and information to
maximize small Business and Small Disadvantaged
Buminems uwtilization: i

Gamache, Thomas, BR

Manager, Purchasing Department
Kennedy Xrieger Institute
Baltimore, ML 21205

{410} %50 - 9472

Project Mapayger (TBN.)
Toxicity of Lead in Children - DSMA Clinical r1rial

The duties of the Project HManager and Director
of Purchasing with respect to Small Business congerns
include the following:

(a) Identify qualified Small Buninecss and Small Dipadvantayed
Business concemns aa potential suppliiers for KERI
requirements.

{b) Coordinate with the XKKRI buyera to ensure that Small
Buainess and Small Disadvantaged Businesa Concerns are
considered fairly as subcontractors and supplies.

{o) Muintain appropriate recordsa.
(d} Prapare and submit regquired rwports.

{m) Keop abreast of current requiremantn, racent literaturs and
fortheoming seminars in the field, )

7. Tha KKRI Efforts to Assurs Small Buminass and Small Diaadvunfaged
Businesced Have Maximum Practical Opportunity:

The President of the XKRI has dasignated the
Purchasing Depertment to carry the lead responaibilirvy
for implementing the KKRI'a Small Business and Small
Digadvantaged Pusiness policy, and has confirmed the
Institute's intent to take greater initiatives to
ancoursge 9mall Business and Gmall Disadvantaged
Businase involvament in the procurement proceas.
These acticra are an appropriate extension of the
Institute’s fundamantal pelley of Equal Opportunity.
Exch ipdividusl faculty and ataff mamber will be
informed of this inteut.

The Inotiturc’s efforta in this program include:

{a} Maintain directories and company brochures of Small Businges
and Small Disadvantaged Business Concerm, kesping the XKRI
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procurcmant staff aware of current directories and new
information.

{b} Circulate company brochures to the XXRI faculty and otaff.

{c) Attend Small Buginess and Small Disadvantaged Businegs Fairs
and Expoeitiones and Scminara as appropriata.

{d} Makxe various levels of KERI Managemant, including program
manager® and staff members reaponaible for ianitiating
procuresment actions, aware of the Insticute’'s
responaibilities toward Small Buginess and Small
Disadvantaged Buainesse concernd,

(e} Make uwite vislts as appropriate to Small Businesg and Small
Disadvantaged Businsssag.

(€} Receive visits L[rom Small Buginesses and Small Disadvantaged
Businesaas as appropriate.

(g} include Small Pusinesses and Small Disadvantaged Buainesses
on bidder’s lists where appropriata.

{h} Include appropriate instructions in the tnétituta’s
Administrative Manuals, and insert items in the
Adminigtrative Bulletin.

(i} Advise Small Business and Small Disadvantaged Buminess
afficials on problems beform these regult in losa of a
subcontract or Loss of future business oppurtunity.

(3) Monitor the United States Cods, tha Code of Federal .
Regulationa, and the Federal Register for the purpose of
keeping appriszed of all applicable atatutes and implemonting
regqulaticns.

a, records Maintained:

To demepatrate compliance with the procedures and goals sat forth
in this Plan, the following types of records will be maintained:

{a) Records showing policitation of and awarda to Small Busincases and
small Disadvantaged businesses.

{b) Swmmary records of buyer’n bide, showing Small Business and Small
Disadvantaged Business sollcitationa.

(c) Catalogs and hrochures from Small Businssaes and Small
Dissdvantaged Businossew.

(d) Documentation regarding site viasits to Small Buminesmses and Small
Disadvantaged Businesases.

(a} Bocumentation regarding eite visics by Small buninssees and Small
Disadtvantaged Pusinegses to the KKRI.

(r} Directories of Small Businesses and Small Disadvantaged
Buginesses.

(g} Computerized reporta of Small Buginsss and Small Digadvantaged
Pusincas utilization.
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e T Y I I L R W]

5, Statemant of Acgurancesg

Ths EKennedy HKrieger Research Institute certifies that the
appropriste clauser roguired by the General Provisions of thia
prime contract will be included in all subcontracrca which offaer
further subcontracting opportunities, and that as the Prime
Cortractor we will require all subcontractors (except Smali
Business Concerns) who may received subcontractz in excaas of
£800,000 in came of a subcontract for all cther contracts, to
adopt a plan aimilar to this plan., ¥Purther , tha Institute will
submit such periodic reports as required and cooperate in aoy
studies or surveys as may be required and in every way as required
under the Solicitation Provisiome cutlined under Bubpart 32.219.4

of the Pederal Aoquisition Regulaticns.

Ncuman, Micheal, CPA
Assigtant Vp/Contraller
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KENNEDY ERIEGER REBWARCH INSTITUTE
POLICY OF COMPLIANCE WITH PUBLIC LAW 95-%507

It is the policy of the Xennedy Krieger Ressarch Institute that Small
Buainess and Small Disadvantaged Businewws concerns ba given tha maximum
practical opportunity to compste for the requirements of material, ecquipment
and gervices consistent with the affjicient performanca of individual research
projects.

The Inacitute sstablishes percentage goals for each proposed contract.
These goals are dstermined by examining the total subcontracting possibilities
inherent in sach research project, and buy estimating the likely Small
Businese and Smail Disadvantaged Business utilization baged on histcrical
trendg.

The InsLitute continues to attempt to find qualified Small Buginesz and
Small Disadvantaged Business Subcontractors to asaist it in fultilling its
obligations under the contractg.

In order to assure the Small Rusiness and Disadvantaged Businesees have
maximum practical cpportunity, the Wniversity maintains catalogs, directories
and brochures of Small Business and Small Disadvantaged Businems concerns and
circulatea them among appropriate Univarsity Faculty and staff., In addition
to attending bueiness fairs, expositions, and ssminars, the Univergity also
advisaos and counssle business concernsa regarding procurement procedures and
placemant on bidder’s lists where appropriate.

Tha United States Code, the Code of Federal Requlations, and the Federal
Register are regularly menitored for the purposa of keeping apprised of all
applicable statues and implementing regulationg. .

Records showing sclicitations of bids and bid awards are maintained to
demonatrate compliance with the procedurea and goals set forth for each
fubcontracting plan, Documcentation of site viwsits made to Small and Small
Disadvantaged Businesses in addition to computerized utilization Tepoxrte ara
kapt on file.

The President of the Institute has designated the Purchasing Dapartment
Lo carry the lesad responsibility for implementing the Institute's Swall
Business and Small Niaadvantaged Businescc pelicy, and had confirmed the
Tostitute*s intent to take greater initiatives to encourage Small Buainarms and
Small Disadvantaged Husiness involvement in the procurement process. Thesd
actiona are an appropriate extension of the Inotitutes's fundameutal policy

and Equal Opportunity.
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DUMINESS CLASSIFICATION

LUCAS RHOTIIERS LAaRaL 119615
LUCAS HROTITERN LARDY 529
LR LARGH 9,133
FUDERAL EXPRLESS LARGE 6,474
HELL ATLANTIC [LARGE 37,8814
DAVIS ADVERYISING SMALL 1.A00
VARIOUS TARGE 1.000
CAREERS, Usp hik).} 8,602
REIMBURSRABLYE LARGE 2L,188
RON VOYA GO TRAVH, bi4):] ¥, 519
VWR LARLE 6972
YHILLOW CAR CO, SMALL 218,008
EDWARDS AND ANTHONY sDa 34,209
VARIOUS lARGn 1,oom .
N = HOUSE LARGR 18,035
VARIOUS SMALL 408,808
EASTERN MOVING AND STORAGH IMALL 13,7%
VWR LARGL: 1,912
VWR ARG 130
CHESAPCAKY LEASING SMAYL. LT
VARIOUS LARGE A0
VARIOUS 1ARGDE 155604
VARIOUS ARG 4,53
TLTAL - LAKGH RUSINDXS $134, 004
TUNTAL — SMALL AUSINDSY 655,178
TUTAL— SDR 74310

TOTAL - COMBINED 07,174
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Attachment 3

instructions for Completing Form NIH 2706
*finsncial Report of Individual Project/Contract”

GENERAL INFORMATION

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

REPORTING REQUSREMENTS

(3) 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.

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

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 separate allotment is not
considered a separate contract entity (only 2
funding action). Therefore, the statistics under
incrementally funded contracts should be
reported cumulatively from the inception of the
contract through completion.

Definitions and Instructions for Completing Form
NIH 2706. For the purpose of establishing
expenditure categories in Column A the follow-
ing definitions and instructions will be utilized.
Each contract will specify the categories to be
reported.

NIH 2706 (5/92} instructions FRONT

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

annual salary rates. All such individuals should
be listed by names and job titles on a separate
line including those whose salary is pot directly
charged to the contract but whose effort is )
directly associated with the contract. The listing
must be kept up to date.

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

(3) Frings 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 been
established, identify the base, rate, and amount
billed for each categery. 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 mot be shown here.

(4) Accourrtable 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 ot previously submitted. See
the DHHS “Contractor’s Guide for Control of
Government Property.”

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

(6) Inpatient Care. Costs associated with a
subject while occupying a bed in 2 patient care .
serting. It normally includes both routine and
ancillary costs. g

(7) Dutpatient Cars. Costs associated with &
subject while not occupying a bed. It normally
includas ancillary costs only.

(8) Traved. Includes all direct casts of travel,
including transportation, subsistence and
miscellaneous expenses. Travel for staff and
consultants shall be shown separately. Ideatify
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Attachment %

DISCLOSURE OF LOBBYING ACTIVITIES Approved by O3

Compiate this form to disclosa lobbying activities pursuant ta 11 US.C. 1152
{Seaw revarse for public burden disclosure.)

A348-04d

| 1. Type of Fedaral Actions L Status of Federal Action: 3  Repoct Typ:
D 1. contract 1. bidloflerapgpilcation 3. inidal filing
D g et b. Initial award b. material change
:,!. ;::;\peu e agre ¢ post-award For Materlal Change Oniy:
e. loan guaranize Year . quarter
f. loan insurance date of last report
4, Name and Address of Reporting Entity: 5. If Reporting Entity in Na. 4 Is Subawardee, Enter Name
Q FPrime O Subawardee and Address of Prime:
Tler , if knowm:
Congressional DistricL if known: Consr“;iocul District, if known:
6. Federal DeputmentAgency: 7. federal Program Name/Description:
CFDA Number, if applicabla:
8. Federal Action Number, if known: 9. Award Amount if known:
)
10. & Name and Address of Lobbying Enii b Individuals Perlorming Services lincluding addrass i
tif individual, last name, hrst name, Mk different from No. 10. r.
' {last pame, fint name, Mix
[sntsch Connausdon Shewi{y) SFf-LLi-A 4 neceayary}
11. Amount of Payment (check all that apply): 13 Type of Paymaent (check all that apply):
$ 0O actusd O planned O a metainer
O b. one-time fee
12. Form of Paymend (check all that apply): 0 c commission
O a cash Q0 d. contingent fee
O b. in-kind; specify: nature 0 e deferred
0 [ other; specily:
vatue
14 Bried Description of Jervices Performed or 10 be Perdarmed and Datels) of Service, induding officar(sh employze(s)
or Memberis) contacted. {or Payment indicated in ltem 11:
{astach Comsinustion Sheet(s) JULA # seceryeyt
15. Continustion Sheetin) SFLLL-A atyched: O Yes O No
T et redquestind Smagh it e b wotharibed by wes 11 ULC
socvian 15 Thin sbucioues o adibping b Weitins 1 & Sestoried poiremretankan Signaure:
of fucy wpen whaok jeliaews wen phuted by The vet sivwe Wi Thes
wexarviom wenl Movks o wwwonl been Thin diuciene b Tl Romane W Prisd Naero
1Y UG HHL This b ooy will by regureed b e Coang —
oy wud ol b svabuisie b pudvila beapursion. Aoy paresn whe bl m
ey o recpaived daciamen thall Yo nabjert W &t panally of ot e San
EWLOG v sot Sain e FUPLEDS S ach s o Tebepbone Mo - Datex
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INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES

This disdosure form shall be completed by the reporting entity, whether subewardes or prima Faderal L st the
initladon of rrceipt of 3 covered Federal action, or 3 materal change to 2 previous Rling, purvusnt to tile 31 US.C
section 1351 The filing of 2 form is required for esch payrment or agreement to mzke payment to any lobbying entity for
influending or attempling to influenca in officer or employes of any sgency, 1 Member of Congress, an officer or
empioyee of Congress, or an empl of 2 Member of Congress in connection with a covered Federal action. Use the
SFAll-A Continuation Sheet for additional information if the space on the form is inadequate. Complete alf ltems that
apply for both the [nltial Aling and material change report. Reler to the implementing guidance published by the Office of
Management and Budget for additional information.

1. Identify the type of covered Federal action for which lobbying activity Is andior has been secored to influence the
outcomae of a covered Federal action.

2. Identify the status of the covered Federal action.

3. Idently the appropeate classification of this repart. If this Is a followup repont caused by & material changa to the
Information previously reported, enter the year and quarter In which the change occurmed. Enter the date of the last
previously submitted report by this reporting entity for this covered Fedenl action.

4. Enter the fult name, address, dty, state and zip code of the reporting entity. Include Congreational District, i
known, Check the appropriate clastification of the reporting entity that designates if it ls, or expects to be, 3 prime
or subaward redpient. |dentify the tder of the subawardes, eg. the first subswardes of the pdme ks the 151 ter.
Subswards Indude but are not limited to subcontracts, subgranty and contract swards under grants.

It the organization ﬁllng the report In item 4 checks "Subrwardee®, then enter the full name, address, dty, state and
dp code of the prime Federa redpient. indude Congressional District, it known.

5

6. Enter the name of the Federal agency making the award or losn commitment. Include st least one organizational
level below agency name, if known. For exampte, Department of Transportation, United States Coast Cuard.

7. Enter the Federal program name or description for the covered Federal action (item ). If known, enter tha full
Catalog of Federal Domestic Assistance (CFDA) number for grants, cooperative rgreements, loans, and ifoan
commitments.

4. Enter the most appropriste Federal identitying number availlable for the Federsl action identified in hem 1 (e.g.
Request for Proposal {(RFP) number. Imvitadon for Bid (IFB) number; grant smnouncemaent number; tha contract,
grant, or loan award number; tha ipplicatiorproposal control Aumber sysigned by the Federsl agency). Incude
prefixes, e.g., “RFP-DE-90-001.% ) -

9. Fot s covered Federtl action where there has been an award or loan commitment by the Federal agency, enter the
Federal amount of the awardlcan commitment for the prime entity identified in ftem 4 of 5.

10. (a.lEmcrthe!uﬂnm,adcﬁ’n&dw,mumddpcodcofdnbbbﬁn'mﬂwmdbyﬂnmmmuw
Identified in item 4 to influenca the covered Federal action.

(b)EntHduhxﬂwoldw{ndeuﬂ(l)pqdomingthdukuad&mﬂmmm(a).
Enter List Namae, Arst Name, and Middle initial (M),

11. Enter the muntofcnmpenudmpddormumzblyexpededmbepddbr'ﬁnnpoﬂhgmdlyﬂhm‘im the
lobbying entity (Itern 10). Indicate whether the pryment has been made (scturl) or will be made (planned). Chack
il boxes that apply. if this is & material chenge report, enter the cumulative wnount of payrrent made of planred
to be made.

11 Check the spproperiste boxies). Check sl boxes that apply. Hf payment b made through an kn-idnd contribution,
tpecity the nature and value of the in-kind payment. .

13. Check the appropriste boxdes). Check all boxes that apply. if other, spediy nature.
14. m.wmmmummcuwwwmmumhwm
perform, and the date(s) of any services rendered. Include all Mrﬁmdm,nmhm&mm

sctusl contact with Federal offichils. identily the Federl )} or employesin) contscted or tha
employee(s), or Mernber(s} of Congress that wers contacted.

15. Chack whether or not a SE-LLL-A Continuation Shaet(s) ts attached.
16 Thccefﬂhﬂngomddd\ﬂdmuﬁdan&nhmpdmmdh«md&.aﬁd telephone msmbes,

-
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DISCLOSURE OF LOBBYING ACTIVITIES Approred by O
CONTINUATION SHEET

) Reporting Enthtyr Page

Atharinsd fov Local Sopreceeian
sy.s. G.P.0. 1950-260-708:00012 \
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Attachment 5
INVOICE/FINANCING REQUEST INSTRUCTIONS FOR HIH COST-REIMBURSEMENT TYPE COKTRACTS

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

Format: Standard Form 1034, "Public Voucher for Purchases and Services Other Than
parsonal;" and Standard Form 1035, "public Voucher for Purchases and Services Other
Than Personal-- Continuation Sheet,” or reproduced copies of such forms marked
ORIGINAL should be used to submit claims for reimbursement. In lieu of SF-1034 and
SF-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. e b

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

Billing of Costs Incurred: If billed costs include: (1) Costs of a prior biliing
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 requests shall be prepared in such a
manner that costs claimed can be identified with the contractor’s fiscal year.

Currency: A1} NIH contracts are expressed in United States dollars. Where
expenditures are made in a currency other than United States dollars, billings on
the contract shall be expressed, and reimbursement by the United States Government
shall be made, in that other currency at amounts coincident with actual costs
incurred. Currency fluctuations may not be a basis of gain or loss to the
contractor. Notwithstanding the above, the total of all invoices paid under this
contract may not exceed the United States dollars authorized.

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

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

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

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

NIH{RC)-1
REV. 6/18/92 1
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Final Invoice — A revised final invoice may be required after the
amounts owed have been settled between the Government and the Contractor
{e.q., final indirect cost rates and resolution of all suspensions and
audit exceptions).

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

{a}

{b)

(c)

{d)

(9)
(h)

(1)

{3)

NIH{RC)-1

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

Invoice/Financing Request Number — Insert the appropriate serial pumber
of the invoice/financing reguest.

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

Contract Humber and Date — Insert the centract 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 contracter, aor 2 different payee has
been designated, then insert the name and address of the payee instead
of the contractor.

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

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

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

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

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

Direct Costs — Insert the major cost elements. Ffor 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.

bEvy  A/18/0% 2
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(5)

(6)

{7)

{9}

Accountable Personal Property — This categery 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 following
instructions:

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

{A) The item number for the specific piece of equipment
Tisted 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. :

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

Premjum Pay — This is remuneration in excess of the basic hourly
rate.

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

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

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

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

NEH(RC)-1
REV. 6/18/92
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(p)

{q)

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

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

computation,

Tota] Amounts Claimed — Insert the total amcunts claimed for the current
and cumulative periods.

Adjustments — This includes ameunts conceded by the contracter, out-
standing suspensions, and disapprovals subject ta 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.

NIH(RC)-1

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

Payor‘s Name and Address
NATIONAL INSTITUTES Gf HEALTH No.

Page 57 of 62

(b} Invoice/Financing Reqguest

Division of Financial Management
Contracts Section, FAAB

Building 31, Room 81B05A
Bethesda, Maryland 20892

{c) Date Invoice Prepared

(d) Contract No. and Date

Payee’s Name and Address

ABC CORPORATION (f) Total Estimated Cost of Contract

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

{g) Total Fixed Fee

Attention: Name, Title, and Phone

Number of Official to
Whom Payment is Sent

{h} This invoice/financing request represents reimbursable costs from Aug. 1, 1982

through Aug. 31, 1982 :

(k)

(1)
{m}

St Sttt

{n
(o
(p

{a)

(i) Amount Billed
for Current

Period
Direct Costs
(1} Direct Labor $ 3,400
(2) Fringe Benefits 600
(3) Accountabie Personal Property
{Attach Form HHS-565)
Permanent Research 3,000
General Purpose 2,000
{4) Materials and Supplies 2,000
{(5) Premium Pay 100
{6} Consultant Fee-Dr. Jones I day @ 100 (COA #3) 100
(7) Travel (Domestic) - 200
(Foreign) 200
(8) Subcontract Costs -0-
{9} Other -0-
Total Direct Costs $11,600
Cost of Money (Factor) of (Appropriate Base) 2,400
Indirect Costs -- Overhead
% of Direct Labor or Other Base (Formula} 4,000
Tixed-fFee Earned (Formula) 700
Total Amount Claimed $18,700
Adjustments
DQutstanding Suspensions
Grand Totals $18,700

(j) 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
16,000
1,4G0
$31,650

{1,700}
$29,950

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

Name of Qfficial) (Title)

NIH(RC)-1

PFV

R/1/Q2 5
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SAMPLE INVOICE/FINANCING REQUEST ALTERNATE

{a) Payor’s Name and hddress {b) Invoice/Financing Request No.

NATIONAL INSTITUTES OF HEALTH

Division of Financial Management (c) Date Invoice Prepared

Contracts Section, FAAB

Building 31, Room B1BOSA {d) Contract No.

Bethesda, HMD 20892

- Date . .

(e) Payee’s Name and Address

ABC CORPORATION (f) Total Estimated Cost

100 Main Street

Anywhere, USA zip code (g) Total Fixed Fee . .

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

{h} This invoice/financing reguest represents reimbursable costs for the period
from to

Incurreq Cost Cost at Amount
Expenditure Category* Current | Cumulative | Completion Funded varanee
A B C D E F

(k) Direct Costs:

(1) Direct Labor

(2) Fringe Benefits

(3) Accountable Property
(attach HH5-565)

(4) Materials & Supplies

(5) Premium Pay

(6) Consultant Fees

(7) Travel

(8) Subcontracts

{9) Other

Total Direct Costs

(1) Cost of Money

{m) Overhead

G&A

{(n) Fixed Fee

(o) Total Amount Claimed

(p) Adjustments

{q) Grand Totals

[ certify that all payments are for appropriate purposes and in accordance with the
contract.

(Name of Official) {Titie}

« Attach details as specified in the contract

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

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

PROCUREMENT OF CERTAIN EQUIPMENT

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

67 - Photographic Equipment

69 - Training Aids and Devices

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

71 - Furniture

72 - Household and Commercial Furnishings and Appliances

74 - Office Machines and Visible Record Equipment i

77 - Musical Instruments, Phonographs, and Hometype Radlos

78 - Recreational and Athletic Equipment

When equipment in these Federal Supply Groups is requested by the contractor
and determined essential by the contracting officer, the Government will
endeavor to fulfill the regquirement with equipment available from its excess
personal property sources, provided the request is made under a cost-
reimbursement contract. Extensions or reunewals 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
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Attachment 7

Research Patient Care Costs

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

(b} Patient care costs shall be computed in a manner consistent with
the principles and procedures used by the Medicare Program for
determining the part of Medicar reimbursement based on reasonable
costs. The Diagnostic Related Group (DRG) prospective reimbursement
method used to determine the remaining portion of Medicare reimbursement
shall not be used to determine patient care costs. Patient care
rates or amounts shall be established by the Secretary of HHS
or his duly authorized representative.

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

{d) The contractor must maintain adequate procedures %o identify those
research patients participating in this contract who are etigible
for third party reimbursement. .

{e} 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
£/1/84
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AR Pl UK HMELLE
(3

Agpraead Gor ves thivugh 7781/54
Protection of Human Subjects
Assurance Identification/Cartification/Declaration
(CWFMR&)
OUCT: Fepserch notiviios : MMMhM“WHNWNWMhWMMm
16, 1901} uniems ¥re actvilisy X m«whwmanmmmmmhmmumM

MW«MWMMMdWMWMMWNWthMWh
mocordance with tha common nis =
im&mmdmmmmehMmhmhww,Uhdemmm
mm;mumac.mammwwmmwummmwwhwuwmﬂmmm
mmm-smm-mnmmo«mumdmmwwﬁmwd-mwmnwuw_

1. Request Typs | 2 Type of Mechaniam 3. Application of Proposal identification No. (¥ known)

(] exwenon | [] omHeR:

4. Tihe of Application or Activity S.NmolPﬁnclpdhv«ﬁgdor.ProgmnDkww.Fdow.aOﬂm

b.wmdhh?roiod Whmdfum
- This Assurance, on file with the Department of Heatth and Human Services, covars this activity:

D This Assurencs, on fis with (agencyldept) ’ i c-wol'lgﬁ activity.
Assurance idantification no. IRE Mentification no. (¥ spplicable} It -

s
j Nommbnb“ﬂﬂhdmmhwo}-ctmhlnﬁmdwlmﬂm ummmmmmdmmm spproval
upon request.

O  exemption Stata: Human subjects are votved, but thia activity quaiies for examption under Secion 101 b}, pargreph .

T.C«Hﬂaﬂmdiﬂﬂﬂ-ﬂﬂ(ﬁup«ﬂbmdﬂnb&wﬁgFmMcmmmm)
{:} Thh.cﬁvhyhubunﬂmodmd.ppmdbyhﬁhmﬂmwﬂ\ﬁn mmmmeWNMM

by: [7] Full 8 Reviewor (] Expedited Raview.

{date)

[ Ths-.cmymmmmmdmmmmm.mmmwwmmuumm
bythccommonmkwiﬂbcmhwodmd-pp«mdbdonﬂwymwummd w.ppmpcmwmmnb-m

8. Comments

—
e

9.m'muugnmmwmmummpmmmw- 10. Name and Address of instihsion
hmmuummmvﬁummmm '
certification witl be provided. .

11. Phone No. {with srsa code} 12. Fax No. (with arsa cods}

13, Name of Officlal 714. T

-

15, Signature 8. Oude

Authorized for local reproduction ’ B CRTIONAL FORM N6 -
: wwnﬁ‘ﬁ—ﬁ?
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AUTHORIZATION TO USE GSA SUPPLY SOURCES

= TRACTOR: {Name and Address) CONTRAGT NUMBER S, A, NUMBER
: NO1-E3-35362
Kennedy Krieger Research Institute, Inc. CONTRACT RMOLNT
$5,765,029

707 North Broadway : EFFECTIVE DATE EXPIRATION DATE

Baltimore, MD 21205 : Jun3 30, 1993 June 29, 19938
ADORESS WHERE KAIL, FREIGHT AND BILLING DOCUMENTS ARE 10 BE DIRECTED FEDSTRIP ACORESS
{If different from the abava) ACTIVITY CODE

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

48 CFR 51.1, Contractor Use of Government Supply Sources;

41 CFR 101-26.2, Federal Requisitioning System;

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

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

TITLE: Title to property acquired by the Contractor under this authorization shall vest
as set forth in the provisioms of this comntract. (See 48 CFR 51.106.) -

LEASE OR RENTAL; Equipment ordered on a lease or rental basis under Federal Supply Schedule
Contractsg will be used sclely in the performance of this contract.

CoNISHING INGRATION TO CONTRACTOSS; Whnen a Regional Office of the Federal Supply Service, FSS,
A, is notified by the FSS Central Office that it has assigned a FEDSTRIP activity
sddress code to a cost-reimbursement contractor of an agency, the F38 Regional Office

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

and other necessary informaticn. The Regional 0Office will also assist the contractor
to prepare initial FEDSTRIP requisitions and complete GSA Form 457, FSS Publications
Mailing List Applicaticn, so that current copies of required publications are received
automatically from GSA.

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

PLACING OROERS; The Contractor shall place orders in accordance with 41 CFR 101-26.2,
101-26.3, and 1G1-26.4. fThe Federal Standard Requisitioning and Issue Procedure
(FEDSTRIP) shall be used when requisitioning items required by 41 CFR 101-26.2, and
the above FEDSTRIP Address Activity Code shall be included in orders.

LIMITATIONS ¢

-=zGNATURE OF CONTRACTING OFFICER TYPED NAME (Contracting Officer) DATE

Thomas M. Hardee June 25, 1993
MWL’)M L

NIH 1705 (Rev. 3/84)



