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OVERVIEW LABORATORY STUDIES

PLANNING AND CONDUCTING LABORATCRY STUDIES

1. Purpose
2. References
3. Policy
4., Procedure

Attachment A - Time Table for Planning
and Conducting Research.

PURPOSE This Guide provides an overview of the process of
planning and conducting laboratory studies in the Center for
Food Safety and Applied Nutrition (CFSAN).

REFERENCES Details associated with the specifics of
planning and econducting laboratory otudies are contained

throughout this manual. Other references are:

A Center for Food Safety and Applied Nutrition, Tactical
Plan: Instructions for developing the Tactical Plan.

B. Center for Food Safety and Applied Nutrition, Resources
Reporting System Via Profs (RSVP): RSVP Workbook.

C. Preparation of the current vyear's Tactical Plan:

Instructions for Developing the Tactical Plan issued-

annually by CFSAN Planning Branch, DPFM (HFS-666) .

D. Good Laboratory Practice Regulations: 21 CFR Part 58.

POLICY All laboratory work conducted in the Center must be
planned and conducted in accordance with the policies and
procedures established by this manual.

PROCEDURES . The procedures identified below sequentially
define the steps required for planning and conducting non-
clinical laboratory (GLP) studies and other Center research.
All studies are planned on a fiscal year bagis and planning
begins a year in advance. Unplanned research that emerge
outside of the scheduled planning sequence can take place at
any time provided that the same review and approval process
identified below is followed. Neither nonclinical laboratory
studies nor any other research will be initiated without the
approval of the Research and Nonclinical Tabhoratory Study
Selection Committee (See CFSAN/QA Laboratory Manual Guide
3002.13). Nonclinical laboratory studies are
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3003.01

subject to the GLP Regulations, if there are any questions as
to which studies fall within the purview of the GLP Regulat -
ions, consult with the Quality Assurance Staff.

A. Planning Process

1. Planning Branch will issue guidelines to Center
Strategic Managers on devecloping their Program
strategies, goals and objectives for the following
fiscal vyear. Guidelines are to be issued third
week of October.

2. Center management shall solicit ideas for proposed
studies from center scientist. These ideas would
then be forwarded to the appropriate representative
of frhe Research and Nonclinieal Laboratory Study
Selection Committee for consideration during the
third week of October. (See CFSAN/QA Laboratory
Manual Guide 3002.13).

3. The Reszearch and Nonclinical Laboratory Study
Selection Committee shall identify the compounds of
regulatory interect and establish the direction
that research is to take in the Center for the fol-
lowing fiscal year. This Committee will meet in
mid-November to develop a list of proposed re-
Ssearch, in priority order, based on the needs and
interest of the Center. The Committee shall dis-
tribute the list of regearch needs to the strategic
managers and Office Directors within one week of
the mid-Novemher moeting.

4, Office Directors, Division Directors and/or Branch
Chiefs make research assignments to scientific per-
sonnel based on recommendations from the Recearch
and Nonclinical Laboratory Study Selection Commit -
tee. Research assignments are made according to
Center priority and the availability of resources.
Line management shall assure that there is coordi-
nation of research efforts without unnecessary
duplicaticn. Research assignments are made to pro-
spective study directors/principal investigators by
February 1, with instructions to prepare tactical
plan.

5. Study directors/principal investigators, as di-
rected by their Office and Division Managers shall
prepare the Tactical Plan project descriptions
according to the instructions distributed by the
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Planning Branch, DPFM. Projert deacriptions shall
contaln a project abstract, a statement of mission
relevance, a description of activities as well as
information regarding staffing and special equip-
ment needs, milestones and outside cnllaborators.
Each Tactical Plan shall be reviewed and approved
by line management prior to being submitted to the
strategic Manager for Research. The Tactical Plan
development process begins in mid Apri].

Tactical Plans that have been signed by the study
unit line management are submitted to the Strategic
Manager for Research for review and apprewval by the
appropriate Strategic Manager for the specific
research area.

At the time the Tactical Plan is approved hy the
Strategic Manager, the Study Director/Principal
Investigator shall obtain commitments for study
support from appropriate sources (See CFSAN/QA
Laboratory Manual Guides 3002.17 and 3002.1R) .

B. Contract Priorities

1.

Research needs that are determined to be conducted
by contract are identified in the Tactical Plan
prepared by the project manager and submitted to
the Strategic Manager for review. The approved
Tactical Plan is then submitted to the Extramural
Review Committee for consideration of funding.

The Extramural Committee shall meet to establish
contract priorities based on the research needs of
the Center and available resources (see CFSAN/QA
Guide 3003.03 for Contracting Research). The
Committee shall meet in mid July to determine which
of the proposed contracts will be approved for
tunding.

C. Protocol Preparation, Review and Approval

1.

Study Director (GLP studies)/principal investi-
gators (other research) shall prepare protocols for
studies identified in approved Tactical Plans. All
protocols shall be developed using the CFSAN Study
Frotocol form (FDA form 3244) or by using the com-
puter version of the form in Word Perfect 5.1 ({See
CFSAN/QA Guide 3009.03, Study Protocol).
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Doth the form and the compuler disk are available
from the QAS. Protocels are submitted to 1line
management for review and approval.

The Division Director must conduct a scientific
review of each protocol to assure that the methods
and procedures proposed are adequate to fulfill the
experimental objective. The Division Director is
alsc responsible for assuring that. the research
conducted in his/her specific unit is relevant to
the Center’'s needs.

Protocwls for studies Llnvolving the use of animals
shall be reviewed by the Institutional Animal Care
and Use Committee (IACUC) to determine if animals
utilized in Center research are humanely treated
with minimization of pein aund discomfort (Sec CFSAN
/QA Laboratory Manual Guide 3002.15, Institutional
Animal Care and Use Committee),

A]l)l Protocols are reviewad by Lhe Quality Assurance
Staff to determine if they are subject to the Good
Laboratory Practice regulations. Those protocols
that are determined from the review to be non-GLP
and conform to the Center’s guality assurance stan-
dards will be signed and dated by the QAS and as-
signed a BFQ number. The protocol (original) is
returned to the principal investigator to begin
his/her ressarch. Protocols are tgo ke retalined

-with the study records. Protoceols that are deter-

mined to be subject to, the GLP will be reviewed for
compliance with the requlations (21 CFR, Part 58)
by the QA8 and comments, if any, will e [urwarded
to the Study Director for correction.

The Study Director shall review the comments make
necessary corrections and submit the revised proto-
col to the QAS for approval and the assignment of
te BFQ number. The QAS will return the approved
(official) protocol to the Study Director.

D, Conducting Resgearch

1.

The Study Director/Principal Investigator shall
assure that procedures indicated in the approved
protocol are followed by study personnel and that
appropriate documentation is maintained to support
the results of the research conducted.
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2.

Line management {study unit) must review the pro-
gress of research conducted in their area of
responsibility on a periodic basis.

E. Study Medifications

1.

Significant changes to Tactical Plan projects must
be made by the Project Manager (study director/
principal investigator) using a Resource Realloca-
tion form. The Resource Reallocation form and the
instructions regarding its use may be obtained from

the Planning Branch, DPFM. cCompleted forms are to
be supmitted to the Planning Branch, HFS-666.

Changes in the approved protocol must be amended
promptly by the Study Director (GLP study) /Princi-
pal Investigator (other research) using the CFSAN -
Protocol Amendment form (FDA 3244a) or the comput-
erized Version of the Protocol Amendment {(Word Per-
fect 5.1). Both the form and the disk are avail-
able from the QAS. Protocol Amendments must be
submitted to the QAS as quickly as possible.

Amendments to the protocol that involve changes or
addition to animal procedures must be approved by
the chairperson of the IACUC prior to being sub-
mitted to the QAS.

F. Reporting Procgess

1.

Project Managers (study director/principal
investigator) shall prepare semiannual progress
reports which wvulline acnievements made toward
accomplishing milestones cited in the Tactical
Plan. The progress reports are submitted to the
appropriate Strategic Manager through study unit
line management.

At the completion of a GLP study, <the Study
Director is required to prepare a final report
according to 21 CFR, Part S8 (See CFSAN/QA Guigde
3009.05, Nonclinical Laboratory Study ~ Final
Report}. Once the final report has been audited
and approved by the Qas manuscripts may be prepared
and presentations may be given {See CFSAN/QA Guide
3009.02, publications and Presentations).
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3003.01

At the conclusion of other research (non-GLP) the
principal investigator is required to prepare a
written report that includes the results and con-
clusions of the research conducted. This document
is to be reviewed by line management, signed and
dated indicating supervisory approval of the
reports content.

Investigators are to pPrepare manuscripts and
presentations of research findings (See CFSAN/QA
Guide 3009.02, Publications and Presentations).
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Timetable for Planning and Conducting Ressearch

Oct  MNov Dec Jan Feb Mar Apr May Jun

Jul  Aug Sep ot
Planning Process Initiated

Identification of Rescarch Needa

Report Research Need to Line Mgt
Make Research Assignments
Identify Extramural Centract Needs
Frepare Tactical Plan

Approve Tactical Plan
Establish cContract Prisrities
Approve Contract Funding
Prepare Protocol

Review Protocol

Approve vﬂonomwM

Studies/Research Conducted

Protocol Amendments/Tactical
Flan Modifications

As Necessary

Research Progress Reports Semiannually

Repoxt Research Findings Upon Completion

(10/95)
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OVERVIEW LABORATORY STUDIES

MONITORING LABORATORY STUDIES

1. Purpcose
2. Policy
3. Procedures

Attachment A - QAS inspection of Non
clinical Lakoratory Studies
- Most Frequent Violations

Attachment B - The Center for Food Safoty
and Applied Nutrition
(CFSAN) Procedures During
ORO GLP Inspections

PURPOSE This Guide establishes CFSAN-wide procedures for the
monitoring of all laboratory studies to ensure that the re-
search is conducted in accordance with sound quality assurance
practices and procedures.

POLICY All laboratory research conducted either by/or for
the Center shall be monitored by the Quality Assurance Staff
(QAS) to assure management that the conduct of the research is
in conformance with either the Good Laboratory Practice Regu-
lations or Center Quality Assurance Principles.

PROCEDURES

A. Laboratory studies conducted within the Center for Food
Safety and Applied Nutrition.

1. Nonclinical_ Labeoratory Studies

A, Line Management shall assure that the studies
carried out within their units are being con-
ducted in accordance with the GLP Regulations.

B. The Quality Assurance Staff shall be respons-
ible for monitoring each nonclinical labora-
tory study to assure management that the fa-
cilities, equipment, personnel, methods, prac-
tices, records and controls are in conformance
with the GLP Regulations.
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3003.02

The QAS shall inspect each phase of a non-
clinical laboratory study periodically to as-
sure the integrity of the study. The Quality
Assurance Staff shall maintain a master sche-~
Qule which shall contain the current non-
clinical studies, critical phase inspection
dates, final report data audit and approval
dates. Any significant problems which are
likely to atffect study integrity found during
the course of an inspection shall be brought
to the attention of the study director and

management immediately. Management has five
days To respond to the reported deviations.

The response shall indicate the corrective
action that has or will be taken to confirm
that the deviations have been corrected. The
wmust frequent GLP vioclations found upon QAS
inspection are given in Attachment A.

C. Food and Drug Administration investigators
(OLLice of Reglonal Operations) will period-
ically inspect Center Laboratories. for compli-
ance with the Good Laboratory Practice Regula-
tions. The Commissioner has made a pelicy de-
cision that these inspections be performed
even though not specifically regquired by the
regulation.

The investigators are authorized to inspect
the facilities, records and specimens as well
as photocopy any record necessary from GLP
studies identified on the master schedule
maintained by tLhe guallity Assuranhce Staff.
Study deviation reports generated by and on
file with the CFSAN Quality Assurance Staff
are not subject to review by the FDA investi-
gators. See Attachment B for the procedures
to feollow during an ORO inspection.

2. Other Research

A, Branch Chiefs are responsible for internal
inspections to assure that the guality of
research conducted within their particular
branch is in conformance with +the approved
Division Plan. Inspections and corrective
action plans shall be documented and retained
as evidence of monitoring.
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The Center Quality Assurance Staff shall also

- monitor other research for adherence to Divi-

sion QA Plans. This monitoring shall be con-
ducted at least once a year with follow-up
inspection as necessary to review any correc-
tive actions.- The Quality Assurance Staff
shall use, as the basis for the monitoring the
Division QA checklist. (See Chapter 5, Em-
ployee Management, CFSAN/QA Laboratory Manual
Guide 3005.04, Division Laboratory Quality
Assurance Plans.)

B. vontract Studies

Laboratory studies conducted under contract for the
Center for Food Safety and Applied Nutrition must conform
Lo the same quality assurance standards as those conduct-
ed within the Center. (See CFSAN/QA Guide 3003.03, Con-
tracting Laboratory Studies).
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3003.02 |ATTACHMENT

OAS INSPECTION OF NONCLINICAL LABORATORY ETUDIES

10.

11.

MOST FREQUENT VIOLATIONS

Documents and raw data are not signed and dated.
Corrections are not initialed or dated.
Transcribing mistakes,

Protocols are not amended and authorized when
changes are made,

S50P’s are not revised.

Use Oof pencil for data entries.

Erasures or white out used.

Duplicates are not corrected like the originals.
SOP’'s ar; not followed.

Calibration records are not maintained.

Unapproved protocols are in the possession of study
personnel.
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3003.02 ATTACHMENT B

CFSAN PROCEDURES DURING QRO GLP TINSPECTTONS

Reception and Identification

1. The receptionist will receive the investigators upon their
arrival and call the Director of the Center. If the Director
is unavailable, one of the Deputy Directors or the person in
change of the Center at the time will be called.

2. The receptionist will call a representative fram tha oFeaw
Quality Assurance Staff.

3. The entrance interview will be held in the Office of the
Director or the Office of the Deputy Director.

4, The investigators will be asked for their official identi-
fication and a notice of inspection upon their arrival. Only
the Director and Deputy Directors of the CFSAN ny receive the
notice of inspection unless they designate another person as
the responsible individual.

5. The inspectors will be given a designated room to use during
the time they are inspecting the laboratories.

Inspection Procedures

1. During the tour of the laboratory, the investigators will be
accompanied by a member of the Quality Assurance Staff.

2. Investigators are not permitted to enter animal rooms within
the barrier (MOD I) or other areas unless they wear proper
protective clothing and safety glasses in compliance with the
appropriate sop.

3. Investigators should be accompanied by a QAS representative at
all times (except in their designated room).

4. Investigators may request appropriate data generated for a
particular study (i.e. if they are auditing and/or inspecting
a subchreonic study on test article A, they may request
protocols, raw data, specimens, interim and final reports for
this study only). All raw data and specimens must be returned
to the QAS representative or study director at the end of each
day.

TRANSMITTAL NQ, 95-1 (10/95) pace 1 -
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5. The QAS representative will notify the appropriate supervisor
and study director that the inspection is in progress.

6, Quality assurance reports and records other than audit logs
and the master schedule will not be available to the
investigators.

7. All raw data and specimens are to be examined on the premises

under the supervision of the QAS representative.

8. The investigators will report to the QAS representative at the
start of each day. .

9. During the inspection the Qas representative should record
guestions and answers that are discussed between the
investigator and CFSAN personnel.

Exit Interview

1. The exit interview will be attended by the Director of the
Center or a designated member of this staff, a Qas
Representative, appropriate study director(s) and théir
supervisors and other individuals that management would
request to be in attendance.

2. All deviations addressed by the investigators should be
answered verbally during this interview and confirmed in
writing within ten (10) days of the exit interview.
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OVERVIEW LABORATORY STUDIES

EXTRAMURAL PROJECTS ASSOCIATED
WITH NON-CLINTCAI LABORATORY STUDIES

1. Purpose

2. Policy

3. Definitions

4. References -

5. Procedures

6. Responsibilities
Attachment A Tiscal Year Descriiptlon Form
Attachment B - Purchase Requisition Form HHS-

393

Attachment C Independent Government Cost

Estimate (ICGE)

Special Program Clearance and
Approval Checklist

Signature Page

Attachment D

Attachment E

1. PURPQSE The purpose of this guide is teo describe the pro-—
cedures and policies within the Center for Food Safety and
Applied Nutrition (CFSAN) for the preparation and clearance of
the Memorandum of Need (MON) for extramural projects asso-
ciated with noneclinical laboratory studies.

2. POLICY The procedures in this guide shall be used when
preparing MONs for extramural projects used to obtain non-
clinical laboratory =astidies.

3. DEFINITIONS The following definitions are for terms asso-
ciated and/or used when preparing MONs. Other definitions

associated with activities and responeibilities in the FDA
Office of Contracts and Grants Management (OCGM) can be found
under the various Reference documents.

A. Contracts

The legal, binding, mutually agreed-upon document between
the Food and Drug Administration and ancther party to
perform specific requirements.

B. Cooperative Agreements

A financial assistance mechanism to be used in licu of a
g?ant when substantial Federal pProgrammatic involvement
Wlth the recipient during performance is anticipated.

TRANSMITTAL NO.  95-1  (10/95) CPAGE 1
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3003.03

C. Cooperative angd Research Development Agreements {CRADAs)

An agreement between one or more Federal laboratories and
one or more non-Federal partiee under which the Govern-
ment, through its laboratories, provides personnel, ser-
vices, facilities, equipment, or other resources with or
without reimbursement (but not funds to non-Federal part-
ies) and the non-Federal parties provides funds, person-—
nel, services, facilities, equipment, or other resources
toward the conduct of specified research or development
efforts which are consistent with the missions of the
laboratory.

D. Extramural Projects

Extramural Projects are ocutside formal activities with
private and/or international entities or other government
agencies which conduct studies, investigations, surveys,
tests, or analyses of a scientific, technical or medical
nature. The activities can be in the farm of a contract,
grant (including cooperative agreements), or interagency

agreement (IAG). Extramural Projects are funded under
either the extramural or appropriate operational allot-
ment.

E. Grants

A financial assistance mechanisnm whereby funds and/or
direct assistance is provided to carry out approved act-
ivities. A grant (as opposed to a cooperative agreement)
is to be used whenever the FDA awarding office antici-
pates no substantial programmatic inveivement with tho
recipient during performance of the financially assisted
activities.

F. Interagency Agreement (IAG)

Any formal agreement between FDA and another Federal
agency which involves FDA providing or receiving a trans-
fer of funds, provision of services, loan of staff, use
of property, facilities or equipment, or exchange of
information,

G. Memorandum of Need {MON)

Document initiated by CFSAN program staff and sets forth
the requirements for contracts and IAGs.
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H. Memorandum of Understanding (MOU)

A formal agreement between FDA and another government
agency (Federal, State, or local) or an information
agreement with foreign governments or other foreign
institutions. A MOU may not be used when involving
personnel, or a transfer of personnel, transfer of funds,
or real property.

I. Mini-Memorandum of Negd (Mini-MON)

Document which reflects only the changes that are. needed
To an original contract or IAG. e.g. Change in periocd of
performance and/or funding amount and accounting data for
a new fiscal year.

J. Nonclinical Laboratory Studies

Any in vivo or in vitro experiment in which (1) a test
article is studied prospectively in a test system under
laburatory conditions to determine its safety; (2) the
test article is an FDA-requlated product; {(3) the data
from the study may be used in a regulatory decision or
may be cited in a court case; and (4) the test system is
any animal, plant, microorganism, or subparts thereof to
which the test or control article is administered or
added for study.

K. Project Officer

The CFSAN employee who is technically responsible for
writing the MON, monitoring, coordinating and evaluating
the work done under a contract, 1AG, Or grant. Must
satisfactorily complete the DHHS Basic Project Officers
course.

L Project Advisory Group (PAG)

A group of three or more persons who serve as an advisory
and review body on technical matters during the contract-
ing process. Members of the PAG must have a Procurement
Integrity Certification on file with OCGM.

M. Service Projects

Service Projects are activities which can also be in the
form of a contract or interagency agreement but are
mainly related to administrative and support type ser-
vices. Bervice Projects are funded under specific
operational allotments and are being included in the
extramural review.

THANSMIl AL NO. 252 (1U/95) PAGE 3
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N. Small Purchases

Procurements for supplies and services and the total cost
is under $25,000.

4. REFERENCES

A, FDA Project Officer Guide Series Volume T - Guidelines

for Obtaining Special Contract Clearances/Approvals,
Volume II - Statements of Work (SowW’s).

B. OCGM Interagency Agreement Internal Operations and
June 29, 1990

Procedures Manual
C. FDA Staff Mapual Guide - FDA 2113.1 "FDA Scientifie

Review and Development Projects". (DATE)

D. FDA Staff Manual Guide - FDA 2610.1 "Acquisitions of
£u4a . otali Manual Guide - FDA 2610.1

Medical or Scientific Requirements andg Supporting
Services Under Negotiated Contracts® {DATE)

E. FDA__ Staff Manual Guide - 2810.1 "Interagency
Agreements" (DATE)

F. Nonelinical Laboratory Studies ~ Good Laboratory
Practices (Federal Register)

G. FDA Organization for Operation of the Federal
Technology Transfer Act (FTTA) of 1986

S PRUCEDURKS 3

Extramural Reviews

Each year, a call goes out for the submission of a Contract
Description Form (Attachment A) for each extramural project
(contracts, IAGs, grants, and cooperative agreements). After
ensuring that the form has all the necessary approvals, the
Office Directors priorities the various projects and forward
them to the Extramural Resource staff.

The Extramural Resource Staff puts together the CFSAN Fiscal
Year Extramural Project Plan. Copies of the Fiscal Year
Extramural Project Plan are distributed to the Extramural
Review Committee (ERC) (Center Director, Deputy Directors and
Strategic Managers) and the Office Directors.

. PAGE
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bepending on the availability of the Center Director and De-
puty Directors, Extramural Review Meetings are scheduled for
2-3 hours over a 2-3 day period. An invitation is also ex-
tended to the cContracting Officer, Contracts Operations
Branch, OCGM.

Office Directors give oral presentations on the wvarious
projects and then the floor is open for questions, discuss;ons
and/or comments on the projects. The ERC makes recommendations
on each of the projects and proposed level of funding.

The Extramural Staff prepares and distributes a final report
vi Lhe outcome or the ERCs. The Projects Officers are not-

ified as to when the MON for their approved project should be
submitted to the Extramural Staff.

G. RESPONSIBILITIES

A. Extramural Staff

The ExlLramural Staff, Financial Management Office, Divi-
sion of Planning and Financial Management, Office of Man-
agement Systems, is responsible for all aspects included
in the coordination and administration of contracts,
grants, cooperative agreements, IAGs, CRADAs, and pro-
curements. Within their responsibilities, they ensure
that MON packages are complete, funds are available to
support the project, get the appropriate CFSAN approvals,
and forward the package to the appropriate staff in OCGM.
A complete MON package contains the MON, approved funding
certification (HHS-393) (Attachment B), Independent
Government Cost Estimate (IGCE)} (Attachment C), Special
Program Clearanve and Approval Checklist (Attachment D)
and completely signed Signature Page (Attachment E}.

B. Project Officer

Project Officers will be responsible for coordinating MON
activities with the Extramural Staff and preparing the
MON and Mini-MONs. Complete MON Packages are forwarded
to the Extramural staff. The Project officer schedules
and presides at meetings of the PAG to review proposals,
and as needed, meets with Contracting Officers staff and
participates in the negotiations. After award of a con-
tract or grant, and/or the execution of an IAG, the pro-
ject officer is responsible for monitoring the various
activities and work through its completion,

IRANSMITTAL No, 2~ T TI07935] SAGE
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3003.03 7

C. Quality Assurance staff

The Quality Assurance Staff will be responsible for the
review of any planned extramural project that falls
within the definition of a nonclinical laboratory study.
The review will ascertain if the planned project(s) is in
accordance with the Good Laboratory Practice Regulations
(GLP). A representative of the Quality Assurance Staff
will be available to serve on the Project Advisory Group
for all projects invelving nonclinical laboratory
studies. '
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3003.03 _|ATTACHMENT A
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Contract-Numbaer;

1995 Contract Description Form

1. Contract Title:

2, Program &/ onal: 3. Pariod of Parformancea: 4. Contract Status " Qne):
1. Chemical Safety of Fooda
Start Date: Renewal
2. Microbiolopical Safaty of Foods
3. Nutrient Quality & Food Labsling N E
4. Cosmatics Salety & Labaling 4 End Date:
. Infrastructurs & Crosscutting
Activities
5. Project Officor's Namw: 6. Mall Cods: 7. Tel. Number:
B. Estimatad Costs
Fy 1994: FY 15895: FY 1996:

9. Project Daacrgtion iObjeciives, Mission Ralsvance, Dascription of Work):

T Approval
Branch Chlef: Date:
Division Director: - Date:
Oitice Director: ’ Date:
Other (SMs or Collaborating Centers): Date:
Strategic Mansger for Rozearch I appropriats): Data:

Seplamber 31, 1594

PAGE
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ATTACHMENT B

- OEPARTMENT DF
- HEALTH AND HUMAN SERVICES
PURCHAIESERVICE/STOCK REQUISITION REGUISITION HUMBER
: - , B 00654
BPA and Call No. CF FICE CODE/S ¥ aB0r
TO REQUEST FOR
O rumcrase [Clseavice Clsrocxmsue O AENTALALASE
ALGUESTING DREANIIAT ION CUSTOGIAL AREA DATE Im CLALS
BOR REFTAENCE CALL EXTEMS10M APPROPRIATION
SELVER T5 - AN
- H .
DATE SEQUIRED
+
. oosT
— DESCRIFYION QuanTTy [ LT
(MCLUOE $TOCH MUMBER, MOGEL MART MO, ETCY acquimen | S0 T ToTAL
1 omrridy 1Ay Bl ey Sty ettt | T M OF AV AL ASLE rF e e s AT umy L
hwlmﬂﬂmlﬁmlm YOTAL
SRCIE OF DTSN hammly * .
REQUESTED B [Sipnesure Title/* DaTE AECEIVING OF FICIAL - £ canity dhat the Quartities indicaiwd in the ~Dantiey
Frtprirtd™ cotumn shove have besn Sceivet in 101M Or 31 SRR e
MECOMMEND AFPROY AL [Sgnarare!Tiile)* DaTE RECEIWING DFFICIAL {Sitmarure/Tirke) O TE
APPRDVED 8Y (Signaiwre/ Tirle)* CAYTE CROLR MO, RO, 0O, FLOSTRIZ, E£TC.4 QRDEA DATE
SROMRTY MANADEMENT OFFICER {Swptwre) " [ DM TE - WOUCHER pG. YOUCHER DATE
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- l - INDEPENDENT GOVERNMENT C(’JST E’ST‘IMATE WORKSHEET MON.
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cout aueny wiiome | "Ba | Ml | e
b LABOA CATECORIEWTITLAS ’
[ i
"
: . I
. ,
- o8 .
.
v
. .. -
.- —— ———— e —— -
BTOTAL N
T SOUPMENT = luamisan QUANTITY JUNIT COST
) - — —
- L —
» :
= o -
. S -
WBTOTAL |
3 TRAVEL = luwuiss peenile W . IR
PEA DM | S x g #o4 Dayl [ 8
4. MATERIALY AND BUPPLIES U wmiss by such camporiod aa "l
Fous. pamwmirs. 8ius sipalioy, 0%} ‘ ot
[ ’uukmwlmmg_u.n ) ) .
[ ication/ ’
[ &
. . =
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ha S
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. COST ELEMENT
. TOTAL
FORWARDED #A0W 510K 1 F 3
COST ELEMENT ‘ GNTY hiid T Y
6 CONSULTANT § EEiS) .
. e sereuiuenn XN Dovi %3 - - .o ~
© per Doyl ' ] ’
& STHEN DIRECT COST
a » - e rach Ld —_—
5 O i T i T ]
L3 ° . ]
SUBTOTAL |8
7. SUBCONTRALTS
[iamize cost on sparate theet and identily by MON MNo)
: )
5. OTHER COST ITEMS NOT INCLUDED ABOVE
= L
|
.
€ 1) N
SUBTOTAL| 8
DIRECT COSTS
SUBTOTAL
OF ITEMS 1 THROUGH B | s
9. OVERMELAD
{ %of TOECof § 1} s
10. GENERAL ADMINISTRATIVE EXPENSE
{GandAat_%x3 } .
DIRECT AND INDIRECT
COST TOTAL .
11. FEE/PRIEIT \ -
[ % of wuat through item 10) s
-
TOTAL ESTIMATED COST
|}
CONTRACT SFECIALIST (Trpe m prine cmees NONATURE | GATE
PROJIECT OFFICER  (Trps of péanl maww) SIGNATURE . DATE
COMMENTE
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3003.03 ATTACHMENT

Specral Program Clearances b Approvel Lhiweiin:

Introduction:

HOM Mo,

The following chechlist must be Attached Lo each Mewmorandum
of Weed submitted to the (ontracting Officer. The applica-
bility of these clearsnces i5 discussed in the Project Officers
Guide Series Yolume 1. The Project Cfficer must indicate which
of the clesrances pply, 47 any.

Mot
Applicable Applicable

SECTION A - SPECTAL CLEARANCES/APPROYALS REQUIRED PRIOR
YAL H N

1.
2.

$.
10.
1.

12.
13.
.
15.
16.
17.
18,
1.
20.
21.

DATA PROCESSING SYSTEMS APPROVAL -

COMMERCTAL OR INDUSTRIAL- PRODUCTS QA SERVICES CLEARAMCE
(A CONTRACT ws. IN-MOUSE PERFDRMANCE REVIEW AND DETER-
NINATION PURSUANT TD OME CIRCULAR A-TE)

FAID ADYERTISING APFROVAL
PRINTING SERVICES CLEAMARCE

APPROVAL OF STUDIES OK FRAUD, ABUSE, AND WASTE TN

FDj PROGAAMS

SURVEY, MECOROKEEPING AXD REPORTING BURDEMS CLEARANCE

SAFETY AND MEALTH APPROVAL FOR CUMTRALTS [MYOLYING .
HAZARDOUS SUBSTANCES

APPROVAL OF COWTRACTS WITH PRESENT OR FORMER FEDERAL

EMPLOYEES .

CLASSIFIED CONTRACTS CLEARANCE '

PUBLICATIONS APPROYAL

AUDTOYISUAL (YIDEOTAPE, TELEVISION AND MOTION PICTURE)

PRODUCT ION APPROYAL

PRIVACY ACT {P.L. 93-579) SYSYEMS OF RECORDS DETERMINATION .
APPRGYAL FOR PAOVIDING COVERMENT PROPERTY ’
ENV]ROMMENTAL IMPACT DETEMMINATION

ADYISORY COMMITYEE APMAOYAL

MICROGRAPHICS APPROVAL

APPROVAL OF CONTRACTS WITH STATE GOVERNMENTS

TRAIWING CONTRACTS CLEARANCE

CLEARANCE FOR RELEASE OF PRIVILEGED INFORMATION TO CONTRACTORS

€000 LABORATORY PRACYICES

£ONSLL TANT SERVICES

SECTION B - CLEAMANCES/APPROVALS REQUIRED PRIOR T0

1.
z.

4.

APPROVAL FOR PROJECTS [WVOLYING KUWAN SUMJECTS
ANIMAL WELFARE APPROVAL .

FOREIGN RESEARCH CONTRACT EL[MCE

EEO {OYER §].000.,000)

The above indicated clearances apply ta this procurement
and the appropriste clesrinte documents are atfached or
action has been inftiated w obtain them.

CONTRACT COORDINATOR

TTeROSECY ofrTCe: .

TRANSMITTAL NO. 95-1
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ATTACHMENT E

SIGNATURE PAGE
Project Title:
Identification Number:

Funding Data: See Attached HHS5-393
{Requisition Number

Project Officer

APPROVED:

Director, Division_(APPROPRIATE) _ Date

Directeor, Office = {APPROPRIATE) - Date

Acting Financial Management Officer Date

Director, Division of Planning and Date
Financial Management

Director, Office of Management Date
Systenms

Director, Center for Food Safety and Date
Applied Nutrition

Director, Office of Financial Date

Management
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