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TO: 

FROM: 

MISSION HEALTH OMFFCES 

S&T/H/HSD, Rosalyn C. King P 
SUBJECT: Drug Infrastructure Development and U.S. Public Health Service 

The attached INVENI1RY, prepared by the International Affairs Staff Office 
of Health Affairs of the Food and Drug Administration, is a listing of 
applicable functions by office of agencies of the U.S. Public Health Service 
(USPHS). It is provided so that missions might consider tapping these 
technical resources for development assistance in the design, implementation
and evaluation of pharmaceutical components of health projects. 

Staff of offices listed herein may be available for short-term consultancies 
of up to three months. In selected cases, and with prior approval, long-term
consultancies may be arranged. As with the experience you may have had with 
CDC, travel and per diem costs are still the responsibility of the mission.
 
These services can be accessed using a mission-funded Participating Agency

Service Agreement (PASA) or Resources Support Service Agreement (RSSA).
 

The name, address, and telephone number of contact person of agencies listed
 
in this INVENTORY are: 

FOOD AND DRUG ADINSTRATION JFDA) 
Mr. John Lupien
 
International Affairs Staff
 
5600 Fishers Lane
 
Room 1147
 
Rockville, Maryland
 
(301) 443-4480
 

HEALTH RESOURCES AND SERVICES AlIM"iATION (HRSA) 
Mr. George Dines
 
International Health Affairs 
5600 Fishers Lane
 
Room 1418
 
Rockville, Maryland 
(301) 443-6151
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RSX. DISEASE CONCOL (CDC) 
Mr. Billy G. Griggs 
Assistan't Director for International Health 
Bldg 1, Room 2122
 
Atlanta, Georgia 30333 
(404) 329-3530 

NATICNAL INSTIMlES OF HEALTH (NIH) 
FOGARTY INTRNATIONAL CENTER 
Mr. Jack Schmidt 
Internatioaal Coordination and Liaison Branch 
Bldg 38A, Room 610 
Bethesda, Maryland 20205 
(301) 496-1415 

HOW TO USE THE INVENIORY 

It is suggested that you:
 

First, review the range of functions of the offices whose services might be 
needed and determine if the USPHS is the appropriate technical source. 

Second, decide what kind of assistance is required (eg., needs assessment 
for strengthening the pharmaceutical component of projects, design of quality
control laboratories, evaluation of essential drug policies.) 

Third prepare a scope of work. If there is a question as to the 
appropriateness of USPHS, preparing a preliminary scope of work would be in 
order. 

Fourth, send the scope of work (final or preliminary) to contact person at 
address listed. Be sure to include pertinent specifications such as proposed
starting date, the length of time required, language requirements, etc. This 
may be sent via pouch or cable with pass through request to the contact person 
listed.
 

Fifth, discuss with the contact person the USPHS staff identified and the
 
details of the arrangement. 

Sixth, provide, if requested, background materials, project doctments, etc. 
needed for the consultation. 

It is suggested that sufficient lead time be assumed so that USPHS does not 
feel required to give a rapid, unsound response. 

Attachment: IVENI M 

Clearances: 
FDA/IAS/OHA: JLupien :Date:1/28/85 
FDA/IAS/(A:GMoy :Date: 1728183 
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IWEMfl)RI C FUNM S OF 1.S. PUBLIC HEALTh SEWICE AGNCIES 
APPLICABLE TD DRUG INFRASTRUCTURE DEVEIXPMEN AND
 

ESSENTIAL DXM PROGRAMS
 

Name of Public Health Service Agency/Unit and Appllcation to Drug Infrastructure 
Description of Expkrtlse/Function Development and EssentLa) Drugs Programs 

I. FUO AND DPU ADMINISTRATION (FDA) 

A. Center for Drugs and Biologics (CDB) 

1. Office of the Director 

Coordinates, directs# develops and monitors CDB Overall assessment of current national pharmaceutical 
programs, policies and activities; plans, develops policies and programs; determination of immediate 
and irplenents consumer and professional education and Longer range rv-eds with regard to program 
and information activities; coordinates the development; deteimination of infrastructure needed 
international camu.nic3tions and assistance efforts for implementatior, of proposed legislatior&!policies; 
and Foreign Visitor Program; manages advisory providing information an education; development of 
committee and consultant assistance, an advisory capability. 

2. Office of Drug Research and Review 

Performs major funcions related to the new drug New drug development for those countries or regions 
aproval process that includes review of able t establihb research capabilityi new drug 
pre-clinical data results, clinical protocols, approval process to allow assessment of locally 
results of clinical ,studies, and proposed labeling; needed drugs developed outside the country; approval 
evaluates manufacturing and laboratory methods; process for assessment of locally needed drugs 
conducts medical evaluation of clinical experience approved elsewhere for the purpose of detecting 
following new drug approval. variations in safety and effectiveness due to 

nutritional, genetic end enviromental factors. 
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a.'Diviisi I of brug, Bii6gyW 

Laboratory facility provides pharmac6logy and New drug research and development.
toxicology information to the drug reviewing
units; devises biological methods for study andanalysis of drugs; plans and conducts research 
concerning optimum animal and biochemical systems
for drug assay; performs bioassays to 
determine drug potency (including insulin 
testing)l plans and conducts research to 
investigate the nature and properties of 
pharmacologically significant substances in 
biological systems drug metabolisme mechanisms and 
identity of adverse drug reactions, interactions 
between drugs end between drugs and environmental 
chemicals, neurccndocrine relationships, and effects 
of drugs on behavior. 

b. Division of Drug Chemistry 

Laboratory facility; provides information and New drug research and development; quality control 
advice on chemistry. of drugs and methods of through methods evaluation anid refirmment.
physiochemical Identification of drugs; proposes 
and establishes specifications to standardize drugs 
and reference substances; validates New Drug
Aplication analytical procedures; reviews field 
laboratory validation, data. 

c. Center for Dryg Analysis 

Highly automatedi labqratory; testsdrug samples Development of quality control through drug sample
obtained through, surveillance programs; devises new testing for those countries/regions able to consider 
automatic ,elthods for irapid analysis of drug dosage automated laboratory systems.
forms; devises new methods and develops new 
equipment for the examination of,i"ividual drugs
which prespnt, analytical ,problems;. participates in 
varicus ollaboratlve studies,, for; example, to test 
validity, of; propose4 .aalytIcal methods. 
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3.Office of Biologics Research and Review 

Similar to 2 above, but for biological products
 

a. Division of Biological Investigational New Drugs
 

Responsible for ensuring that Investigaticns of new New biological product development/approval process;
products are properly conducted; develops standards on-site inspections of clinical or other facilities
to assure safety, purity, potency, and efficacy of conductLng pre-clinical or clinical studies on
 new products have been established prior to biological products.

licensing.
 

b. Division of Product Certification
 

Reviews data for licensing biological products and New bJological product approval process.

their manufacturers; coordinates and assists in the
 
review of labeling of biological products. 

c. DivisiGn of Blood and Blood Products
 

Laboratory facility; reviews applications and data New .blood product development/approval process;
to approve the use of products-that have not 
 ensuring quality control through research and testingbeen licensed; reviews data for licensing such 
 under local conditions and manufacturer inspections.

products and their manufacturers; develops

standards for blood and blood products; plans and
conducts hepatitis research; plans and conducts 
research on the preparation, preservation, safety,
purity, potency and efficacy of such products for 
therapeutic use; plans and conducts research on the
 
immunological problemss tests diagnostic reagents

employed -in grouping and ityping ±!A.cd; participates 
in the inspection of manufacturers of such products.
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d. Division of Virology 

Laboratory facilityl reviews applications and data New viral product developent/aproval pross
to approve the use of viral and rickettsial ensuring quality control 
 thrugh researdc and
products, interferons and other immune stinulants; testing under local conditions and manufacturer
 
reviews data for licensing such products and their inspections.

manufacturers; plans and conducts vesearch on 
the biology and pathogenesis of the major human 
pathogenic viruses, the immune response to 
infection and vaccination, and the role of
interferon and its effects on inmmnue responses;
participates in the inspection of manufacturers of 
such products; serves as a tissue culture source
 
for the Office of Biologics. 1WH Collaborating 
Center on Yellow Fever. 

e. Division of Bacterial Products 

Laboratory facility; reviews applications and data New bacterial product development/approval process;to approve the use of products designed to prevent, ensuring quality control through research andtreat, or mitigate bacterial, fungal, and allergenic testing under local conditions and manufacturer
diseases in humans; reviews data for licensing such inspections.
products and their manufacturers; conducts research, 
on bacterial products; participates in the 
inspection of manufacturers of biological products.
HMW Collaborating Center for Research on Pertussis 
Vaccine. 



f. Division of Product Quality Control 

Laboratory facility; performs sterility, safety, Development of quality control of biologics 
pyrogen and potency tests; performs safety, through sample testing and related research. 
neurovirulence and potency tests utilizing nonhuman 
primates; conducts research to improve existing 
quality control tests and to develop appropriate 
assays for new productsl coordinates the protocol 
review and product testing program; establishes and 
provides official U.S. reference standard 
preparations for quality assurance tests required by 
EDA regulations. WHI Collaborating Center for 
Research and Refere-nc-Services for 1mmuno1 cal 
BiologicaTc ducts. 

g. Division of Biochemistry and Biophysics 

Laboratory facility; plans and conducts research on Biological product and technology research. 
the chemistry and biology of vaccines and other 
biological products 0 impurities and/or unsuspected 
conponents of new products, the pathogenesis of 
infectious diseases caused by bacteria, rickettsia, 
viruses, and parasites, and Immulogic processes which 
may lead to morphologic alteration; conducts 
interferon research projects and maintains 
state-of-the-art technology in amino acid analysis, 
carbohydrate Lanalysis 0 Nuclear Magnetic Resonance 
Spectroscopy Gas Chromatography, Mass 
Spectrometryp Cell Sorter and Electron' Microscopy; 
participates in the 'insbection of manufacturers of 
biological products. 
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4. Office of DrEu Standards 

a. Division of Ovet-theLCunter (Cc) Evaluation 

Coordinates development 'of monographs (deLine Development of lists of essential drugs and drugs

allowable ingredients, indications, dosages and to be 
 sold without prescription and distributed
labeling) for the marketing of OTC drugs; provides cummercially.

technical assistance in iMplementing final drug

mnographs; maintains a listing uf all OTC active
 
ingredients used in the U.S. and their proposed

future marketing status.
 

b. Division of Drug Advertisitg and Labeling 

Monitors and evaluates prescription drug Regulation of drug prcmotion and labeling.
promotional materials, advertisements, practices
and related labelingi provides guidance and support
in formulation of policy, regulations and advisory
opinions in advertising and promotional labeling. 

c. Division of BiophLarmaceutics 

Evaluates bloavailability and phamacokinetic Evaluation of national lists of essential drugs and
protocols and data for new and generic drugs7 drug quality control procedures.
reviews factors that affect drug bioavailability;
maintain listings of drugs requiring biopharmaceutic
in vivo testing ,and dissolution testing. 

d. Division of Generic Drug Monographs 

Evaluates scientific data to determine approvability Use and labeling of generic drugs.
of generic drugs not requiring. safety and effica(y
data for 'approValt; serves as primary source of 
information on currentlabeling, methods validation 
and establ ishment inspection reports for most generic
drugs requiring ,approval; maintains a listing of drugs
which can be approved without clinical trials. 
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5. Office' of' Comliance 

a. Litigation and Recall Staff
 

Provides guidance and assistance with regard to legal Enforcement activities o ensure the safety and
actions (seizures, recalls, prosecutions, effectiveness of drugs.­
injunctions)l receives all requests for legal action
 
consideration and assigns to appropriate ompliance
unit for evluation; provides coordination and guidance 
and develops necessary additional support for all
 
regulatory actions of CDB that are contested,
 
including legal proceedings and administrative
 
hearings.
 

b. Division of Drug Labeling wompliance 

Provides regulatory advice on drug labeling
compliance; evaluates reports from field inspector,

including results from inspections, investigations,

and recommendations for crmpliance actions; 

notifies firms regarding the status of their drugs

under OTC and other drug monojraphs; directs FDA 
program that requires listing of drug products and 
manufacturers of drugs marketed in the U.S. 
WW
 
Certification Scheme on the Quality of
 
Pharmaceutical Prioie i 
i__nn InE--e-mational 
Commerce (di-ig approval status). 

c. Division of Drug Quality OQmpliance 

Develops, coordinatesd, reviews and revises Current 
Good Manufacturing Practices (QM2) regulations and 
other drug product 'quali.y regulations,from a 
manufacturing standpoint; develops. approves,
directs and :monitorsioomplIance programs with 
regard to standards for-drug manufacturing.
 

Development of an inventory of drug products and
 
manufacturers. Enforcement activities to ensure
 
compliance with labeling requirements.
 

Development of quality control through the
 
enforcement of WGMP's and other drug product quality

regulations concerning manufacturing.
 



d. Division of Drug Quality Evaluation 

Uses specially developed drug product data 

information system to monitor and evaluate 

nationwide drug product quality; coordinates drug

recalls related to drug product quality;

develops/directs drug quality evaluation programs,

inchding surveillance and mandatory and voluntary

drug certifiation.
 

e. 
Division of Scientific Investigation
 

Assign"i, directs, and coordinates inspections of 

sponsors and investigators of preclinical and 

clinical drug studies, institutional review boards 

and commercial clinical testing facilities in 

collaboration with FDA's field organization to assure
 
that scientifically valid and accurate data are
 
submitted in support of drug approvals; investigates

and monitors t±e conduct of clinical research with.
 
regard to htuman drugs.
 

f. Divisin of Biological Product Compliance
 

Plans, develops and directs the regulatory 

compliance programs to assure the safety, puritys, 
potency and,efficacy of biological products;
coordinates and conducts a nationwide inspection
and sampling program; develops facts required to 
support,legal actions concerning violative
 
products;' develops coupliance and surveillance 
programs and standards !(Including regulations)
covering the regulated biological industries.
 

Ensuring drug product quality through enforcement
 
of product specifications.
 

New drug approval process with regard to on-site
 
inspections of clinical or other facilities
 
conducting pre-clinical or clinical drug studies;
 
ensuring human subject protection.
 

Aministrative activities for enforcement of
 
quality control of biologics.
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g. 	 Division of Regulatory Affairs 

Interprets the scope, appl;.cability, ar-A intent of Development and monitoring program of various field 
laws enforced by FDA, and poposed and published activities to ensure compliance with regulations and 
regulations and policy statehmouss for the Center. policies. 
Initiates, develops, reviews, and/or approves all
 
new and revised regulations and Federal Register 
notices for the 02nter. Develops guidelines
 
setting forth admnnzistrative-legal procedures for
 
applying new or changed authority -gardirr. drugs 
and biologics and for rw or revised regulations or 
regulatory policy in the Center. 

6. 	 Office of Epidemoloy and Biostatistics 

a. 	 Division of Drug and Biological Products 
Experience 

Monitoring adverse drig and biological products
Receives, evaluates, and disseminates information on reactions; development of adverse drug reaction 
adverse drug and biologicail products reactions; reportifig system; evaluation and dissemination of 
publishes adverse drug reaction alerts (AMR information on drug use and experience. 
Highlights) am] sumries of drug use ar-experience 
in the ;IA Bulletin. WHO Collaboratinct Center 
for kdver-se i _u. laction ?ifti 

b. 	Division of 3ionetrics
 

Provides staeitical and ccmrdutational ar!Iysis to Risk assessment of drug utilization. 
risk assessent ad 'efficacy evaluations of drugs. 
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7. Office of Management 

a. Division of Drug Information Systems Design 

Designs, implements and monitors management and Development of information syctems compatible with 
scientific/technical information systems for CDB; (scientific, medical, etc.) automated systems or 
maintains FDA Chemical Structure File and designs establishment of automated systems for those 
systems for searches; establishes and monitors countries with required resources. 
Implementation of policies regarding all CDB 
automated data processing activities, such as 
planning, contracts, equipment, and procurement. 

b. Medical Library 

Acquires, catalogues, and disseminates Establishment or improvement of edical/sclintific
pharmaco-medical and scientific information for use library or information center. 
by FDA scientists and administrators; serves as 
liaison with drug and other outside information 
centers, such as the National Library of Medicinel 
provides manual and automated services in support of 
compiling and disseminating medical/scientiflc
 
information. 
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B. Office of Reulatory Affairs/Executive Director of Regional Operations 

I. Medical product-Qtality Assurance Staff
 

Develops tand maintains liaison withlother government Administrative activities for ensuring quality of
agencies:procuring medical supplies under 
 currently approved safe and effective drugs and
the Government-Wide Quality Assurance Program (GW)medical supplies.

in which FDA assumes responsibility for quality
 
assurance for drugs and mLidical devices; provides
final approval authority for the acceptability of 
drug products and firms for procurement by purchasing
agencies; manages FDA's firm profile system that 
provides current approval status of firms to market 
drugs and medical devices. WW Certification Scheme on
 
the Quality of Pharmaceutical-Products Mving in 
Internatlo QCrommerce (OW status). 

2. Field/District Offices - Investigations Branches
 

Inspects establishments subject to liws and 

enforced by FDA; collects sanples for analysf';
performs field analysesl performs special

investigations. including those required under the 
GQAP; investigates reports of adverse experienr.;
performs premarket clearance investigations ot 'rugs
and devices; monitors recalls and performs follow-up

activities; 'inthe event of alleged non-compliance,

determines appropriate action in liaison with U.S.
 
attorneys ard performs follow-up activities with
 
U.S. Marshals.
 

3. Field/District OffiCes l-Laboratory Branches
 

Perform' laboratory analysis of drug 'samples to 
assess compliance with laws aid regulations and to 
identify potential problems or,trends;I 'ptovides 
expert advice and training with regard't6 laboratory
techniques and, technological developments 
to other Federal, State,' and local'ca-ncies, foreign

counterpart agencies,' and industry. 

Development of quality control programs through

regulations manufacturer Inspections, product

sampling and laboratory analysis and subsequent

enforcenent action where necessary.
 

Development of quality control programs through
 
product sample testing.
 



C. Office of Health Affairs 

1. Health Assessment Policy Staff 

Provides guidance In establishing procedures for 
protection of human subjects involved in clinical 
testing and research; serves as locus for activities 
related to international drug scheduling conventions. 

2. International Affairs Staff 

Provides liaison and coordination of FA 
international activities with other govermental 
and bilateral health organization. Develops, 
coordinates, and inplements technical and regulatory 
assistance programs uinder bilateral and multilateral 
auspices. 

Development of procedures for assuring protection 
of human subjects in clinical trallsl development 
of procedures for evaluating and scheduli,-q drugs 
with abuse potential. 

Coordination with foreign and multilateral health 
and pharmaceutical related programs. Development of 
training courses, consultancy services, Lad 
specialized training in a broad range of areas 
related to essential drugs. 
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II. HEALH RESOURCES AND: SERVICES ADMINISTRATION (HRSA) 

A. 'Offic-e of OperaLions and Management/Division of Grants and Procurement Manageim:t 

Materiel Management Braiic/PerrfY Point Service and Supply Center 

The HW-A Supply Service Center (SSC) at Perry Prlnt 
Maryland is the Department of Health and Human 

services (DHHS) hedical Supply Depot Waich provides

supply support to all M)WHactivities a.-. other 
federal agencies to include Job Corps, Peace Corps, 
diplomatic personnel and other authorized fedrally 
funded programs. 

The SSC buys, stores controls and ships medical 
supplies to include drugs to these facilities. The 
SSC provides unit-of-use, patient-ready 
pre-packaqed drugs in the customary prescribed

quantities to enable health care providers to
 
better serve the needs of their patient population
 

Development of the drug supply system including 
depot system of procurements, inventory management, 
storage and distribution. 

B. Indian Health Service/Office of Professional Standards and Evaluations/ivislon of Resource Coordination 

Pharmacy Service of a Service Unit (Hospital, Clinic, etc.) 

Provides all necessary pharmacy services including 

distribution of drugs to nursing 'stations and 

clinics, maintenance of drug stocks at proper

levels, proper storage and labeling of drug stocks 

throughout the Service Unit and insuring that the 

drugs being used havinot 'deteriorated nor in any 
manner become unfit for use; provides services and 
druqs to other facilities as necessary; consults 
with 'medical; nursing and otier staff on 
improvementS'needed ,to prcride a more efficient 
patient care,deliveey system; 'provides to patients
primary care services for acute and chronic diseases 
using protocols approved by medical staffl 

Selection of essential drugs; improvement of the
 
drug supply system; ensuring the proper use of
 
essential drugs by prcviding information and
 
training to health care workers and patients;
 
provides clinical training for pharmacists.
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accomplishes patient consultation and drug therapy;
apprises tribal patient donsultation and drug therapy; 
apprises tribal representatives of current pharmacy
practices and services available; provides members for 
appropriate committees including the Sevice Unit
 
Pharmacy and Therapehtics Omnittee whichis cumposed
 
of physicians, pharamcists and other health
 
professionals ard which recommends rnliqy on matters 
relating to the therapeutic use of drugs.
 

C. Office of the Administrator
 

Office of International Health Affairs
 

Serves as the HRSA focal point for policy guidance 
and program coordination relating to international 
health; provides staff advice to the Administrator on 
international health policies, programs and 
activities; maintains liaison with international 
institutions and organizations and other departments 
agencies on International health matters; arranges 
for international technical assistance in 
the health field at the request of other HRSA 
compenents; serves as the focal point in HISA for
 
relationships with international organizations,
 
especially the World Health Organization (WHO) and
 
the Pan American Health Organization (PAHO), and 
provides technical co sultation to HRSA Offices and 
Bureaus; directs rei-bursable participant training 
programs for the Unlted Nat onS and WHO; provides
HRSA coi4ponents with information and reports as 
needed ani Intdrnation I program 'and activities, 
Includirg ulateral, bilateral, '&dmultilateral 
research in support of national health goals;
establishes procedur-es for screening ard approval of 
proposed international travel by HRSA personnel. 

In countries with ongoing HRSA coordinated project
 
- ensuring coordinated multisectorial action
 
(health, education, plarning, etc.). 
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III. CENTERS FOR DISEASE OJNTI)L (CDC) 

A. Office of the Director 

Manages and directs the activities of GDC; provides
liaison with other governmental agencies, 
Interr.ational organizations, learning institutions,
and other outside groupsy coordinates, in 
collaboratioi with the PHS Office of International 
Health, International health activities relating to 
disease prevention a& control. 

B. Epidemiology Program Office 

Serves as the focal point for the collection, 
analysis, and communicption of basic surveillance 

information and consultation in epidemiology ard 
surveillance within the Offices of the CDC, other 
Federal agencies, State and local health departments,
international organizations and other nations;
provides epidemiologists on request to other r.Ations. 
Develops new and improved methods of cummunicatlons 
using couiputers. 

C. International Health Programs Office
 

1.Office of the Director
 

Provides liaison and coordination of CDC 
international health activities with other 
government agencies, international agencies, and 
bilateral health agencies; develops an implements
on-site training for foreign nationals in technical 

and mafiagemn.t aspects of health care delivery. 

Coordination of activities related to epidemiiljy of 
drug use in disease prevention and control. 

Collection of epidemlological information; 
design of computerized cauunications systems.
 

Coordination with otler health and tharmaceutical
 
related programs. Development of orientation for 
travelers to developing countries; development of 
training courses integrated wth primary health 
care delivery. 
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2. Division of Evaluation and iesearch 

Develops anditests surveillance methodologies and Experience working with the WIO Expanded Program

operations research tGo identify and quantify of Immunization (EPI) and Diarrheal Disease
 
health status and disease problems and to 3.lve Programs, and AID Qmbating Childhood Commnicable
identified medical,and epidemiological problem in Diseases (CCCD) Program using immunization, malariadevelcping ountries. 
 control, and oral rehydration salts inAfrica.
 

3. Division of Program Services 

Implements prcgrams to provide technical Experience with EPI and CCCD.
 
assistance to developing countries to reduce
 
morbidity and mortality and to improve dild 
health, including imunization and diarrheal
 
disease control. 

D. Laboratory Program Office
 

Develops an- maintains a national data base and Development and operation of health laboratory

determines baseline information concerning health facilities and programs.
 
laboratory practicel promotes efficient and
 
effective laboratory practice; identifies health
 
laboratory problems ard needs; administers a
 
proficiency testing program, a national laboratory
 
management, training and consultation program for 
States and'other client groups; provides liaison
 
between national and international health
 
laboratory coxmmAity and approprlate CDC 
programs. 

1. Office of the'Director
 

Provides leadership and guidance on policy, Overall coordination and management of health
 
program planning, program management, and laboratory programs.

operations of the Laboratory Program Office;
 
interacts with public, private, acidamic and 
voluntary .sectdrs-6f, he health 'czonmunity to 
identify the problems and needs of the health 
at-ratora-inunizty end provides . ns'ultation en 
assistance In the formulation of solutions.
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2. Division of Laboratory Training and consultation
 

Administers a national laboratory training program 
 Resourse for information, training, and consultancydirected toward disseminatia current laboratory services in public health laboratory practices.technologies the laboratory cximunty; provides
scientific consultation and on-site scientific
 
and safety review services to local, State, and
Federal health laboratories; collaborates with 
international health agencies and governments by

providing laboratory training and training
materials for use in international health 
laboratory omniunity; provides consultation in
specialty areas such as tuberculosis, laboratory
safety, radiation safety, educational methodology,
and manpowr development. 

a. Consultation and Educational Resources Brand 
Conducts technical reviews and consults with State Resource for information, training, and consultancyand other health laboratories and agencies in services in public health laboratory practices inspecialty areas of laboratory safety, radiation specialty areas of laboratory and radiation safety,safety mycobacteriologya,and educational and educational mettidology.methodology to determine needs and render
technical assistance directly or by referral; 
serves as a national resource in collecting and
 
disseminating information on laboratory training
and training, materLals; assists State and other 
health laboratories, international health 
organizations, universities, and professional

associations with jointly planning and presenting
field workshops, seminars and lectures in the sane 
specialty areas. 
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b. Laboratory Training Branch 

Develops, organizes and presents laboratory Resource for training and training materials for

training courses, lectures, seminars, workshops public health laboratory methodology in specialty

and' bench training; assists State and other public areas of bacteriology, diagnostic immunology,
health laboratories, international health mycology, parasitology, venereal disease, and 
organizations, universities, and professional virology.
associations with jointly planning and presenting
field workshops, seminars and lectures in 
specialized areas including bacteriology,
diagnostic immunology, mycology, parasitology, 
venereal disease, and virology. 

3. Division of Technology Evaluation and Assistance 

Plans and conducts a national laboratory Resource for performance evaluation of public health
evaluation program; develops proficiency testing laboratories and for assistance based the results of 
methodology and administers a proficiency testing performance evaluation activities. 
program for licensed clinical laboratories, 
Federal, State, and local public health 
laboratories, and selected study groups. 

a. Performance Evaluation Branch 

Administers a performance evaluation program for Resource for performance evaluation of public health 
licensed clinical laboratories Federal, State, laboratories. 
and local health laboratories, iM and PAHO 
laboratories, and selected groups in areas such as 
cytology, diagnostic imuiology, hematology and 
microbiology. 

b. Technical 'Assistance- Branch 

Develops :ani axducts laboratory assistance Resource for assistance based on performance
prograno based on results of performance evaluation of public health laboratories; resource 
evaluation actlvitles; consults with State public for information on nst recent advances in good
health laboratory 'directors ard other members of laboratory practices. 
the health laboratory community on changing 
technologies and means of evaluating laboratory 
perforance; serves as the focal, point for 
distribution of new and updated information on the 
state of technology with respedt'to quality 
catrol. ardgoqd laboratory pract&Aces. 
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E. Center for Prevention Services 

1. Division of Immunization 

Administers research and operational for in andprograms Experience use epidemiology of live virus

the prevention and control of various preventable vaccine programs in the United States.
 
diseases. 

Maintains Monitoring System for Illness following .'dverse reaction monitoring system for public sector
Immunization (MSIFi), and Biologics Surveillance administered vaccines; computerized system of

Program. 
 reporting data from manufacturers on total dose sold 

and storing of liunization assesm-snts and 
reminders for revaccination. 

2. Division of Veneral Disease Control 

Administers research and operational programs for Technical assistance in drug distribution 
prevention and control of syphilis, gonorrhea, and programs for control and treatment of these 
other sexually transmitted diseases, diseases. 

F. Center for Environmental Health/Clinical Chemistry Division 

Conducts and coordinates national and Te-chnical assistance in laborr.ory analysisinternational programs to improve aid standardize programs and reagent evaluation. 
biochenmical and Iruunochemical diagnostic 
procedures for' the prevention and control of 
diseases. 

C. Center for Health Promotion and Education/Division of Reproductive Health 

Provides technical assistance to international, Resource for use of family planning 
governmenta, ani non-governmental organizations pharmaceuticals. 
on bilateral aid multilateral research and
 
demonstration projects, including surveys and 
assessments. 
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H. 	Center for Infectious Diseases (CID) 

1. Office of the Director
 

Coordinates the: activities of the CID; provides 
 Resource for activities on infectious diseaseliaison with other governmental agencies and control, including prevention and treatment.
international organizations including the World 
Health Organization.
 

2. Biological k'roducts Program
 

Produces, evaluates, and distributes reference Resource for diagnostic reagents 
and laboratorybiological reagentsl provides technical assistance tests in disease control.
 
t public health laboratories aid research
 
organizations.
 

3. 	 Sexually Trarnitted Diseases
 
Laboratory Program
 

Performs research and development on sexually Resource for diagnosis of sexually transmitted
diseases; prevides reference diagnostic transmitted diseases.
 
services for national and international health

organizations, collaborates in development of 
immunizing agents. 

4. Division of Bacterial Diseases 

Conducts research on diagnosis, treatment, aid Resource for prevention and control of bacterial
control of badterilg diseases, technical diseases. 
assistance, and epidemic aid to national and 
international 'health organizations. 

5. Division df Mycotic Diseases 

Conducts research aid surveillance related to Resource for diagnosis, prevention, treatment andprevention, diagnosis, and control of actincmycotic control of mycotic diseases.

and fungal diseases. WHO Collaborating Center for
 
Mycotic Diseases.
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L. Division of Parasitic Diseases 

and other antimalarialConducts surveillance investigations and studies of Testing for blood chloroqulne 

parasitic diseases; provides reference and drugs. testirg for drug resistance to malaria; resource for
 
diagnostic services; conducts laboratory studies of diagnosis, prevention, and control of parasitic
 
chemotherapy and immunology to develop effective diseases.
 
methods for diagnosis, prevention, and control of
 
parasitic diseases. WM Collaborting Center for
 
Host and Parasite Studies on Malaria.
 

7. Division of Vector-Borne Viral Diseases 

Conducts surveillance, investigations, and studies Resource for drug and vaccine control of 
of vector-borne viral diseases and plague to vector-borne viral diseases. 
develop strategies for diagnosis, prevention, and 
control. WED Collaborating Center for Arbovirus 
Reference ati. arch, HM Collarit-ing Center 
for ResearZFcna Basic Princiles of Insecticide 
Frmulato Cm--al and Physica Methods. 

B. Division of Viral Diseases 

Conucts surveillance, investigations, and studies Resource for diagnostic testing of sera, for 
of viral and rickettsial diseases, research on characterizing of field isolates in vaccination 
control strategies, reference/diagnostic services. programs, and for strategies in the control of viral 
MD Collaborating Center for Reference and Research diseases. 
on Influenza, on Rabies, for RickettsiaT iLerence 
and Research, or l,---A othF r -PmVirus 
Infections, for Reference and-ResearcrF 
(Enteroviruses , for Reference and Research 
(Respiratory Virus--Diseases other than Influenza). 

9. Division of [.-[patitis and Viral Enteritis 

Conducts surveillance, investigations, and studies Resource for control of virally caused hepatitis and
 

of viral hepatitis and gastroenteric diseases. WHO enteritis.
 
Collaborating Center for Reference and Research on
 
Viral Hepatitis.
 



IV. NATIONAL INSTITUTES CF HEALTH (NIH) 

A. Office of the Director 

Provides leadership and direction to the programs Development of policies relevant to specializedand activities of the National Institutes of N!.i canponents regardir a total drug development
Health. program. 

1. Office of Medical Applications and Research 

Provides technical and scientific information to Development of consensus statements on drugthe PHS's assessment program of biomedical Issues, Including reciiumended drug regimens fortechnology; plans and conducts NIH Consensus specific health problems and contraindications forDevelopent conferences which inclu&-drug drug use. 
assessments. 

2. Office for Protection from Research Risks 

Establishes procedures governing, the protection Development of procedures for assuring that humanof human ani animal subjects involved in NIH subjects in drug research are informed ofresearch; provides guidelines and policy on use potential adverse risk involving drug use.
of human and animal subjects involved in 
experimental and clinical trials of drugs, and

the development of animal models for the testing
of experimental drugs. 
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B. National Cancer Institute (NCI) 

Plans, conducts and coordinates a national program Development ot policy guidance to programs in thichinvolving: (a) research an the detection, chemotherapy is a component in clinical care;diagnosis, cause, prevention, treatment and collection and dissemination of information onpalliation of cancers and on rehabilitation of the cancer control. 
cancer patientl and (b)demonstration of the
 
effectiveness of cancer control methods and 
techn iquws. 

1. Division of Resources, Centers and Ccwmunity Activities 

Plans and conducts resear&' evaluation, Support for professional and paraprofessionaldemonstration, technology cansfer, education and clinical education, research training, and
liiformnition dissemination programs to expedite the continuing education.
 
use of new information relevant to the prevention, 
detection, and diagnosls of cancer, and the 
pretreatment evaluation, treatment, 
rehabilitation, and the continuing of cancercare 
patients in the community and in cancer centers. 

2. Division of Cancer Treatment 

Plans, directs, and coordinates an integrated Administration of a total drug development programprogram of intramural, extramural and clinical encompassing all phases from dru acquisition up tocancer treatment research as well as research and including clinical trials; distribution ofconducted in cooperation with other Federal information and data on experimental and clinicalagencies with the objective of curing or studies relaLed to cancer treatment to appropriatecontrolling' cancer In man' by-utilizing treatment scientists am] physicians.
raodaliLies singly or'in combination. 
3. ji:vlon of Cancer Cause and PreVention 

Plans 'and directs a national prograh of Evaluation of mechanism of cancer caused bylaboratory, field and demographic research on the chemical, viral and environmental agents.
nature, history, cause and prevention of cancer. 
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C. National Heart, Lungr and Blood Institute (NHLBI) 

Plans and provides leadership for a national Developmuent and evaluation of drugs and devices 
program in diseases of the heart, blood vessels, relating to the prevention, treatment, and
blood' and Iigs. Plans, condtts, fosters, and rehabilitation of heart, lung, and blood dii:ases;
supports an integrated and crordinated program of collection and dessemination of educational 
research, investigations, clinical trials, and materials on appropriate drug use, with era:hasis on 
demonstrations related to the causes, prevention, disease prevention.
methods of diagnosis, and treatment (including 
emergency medical treatment) of the heart, blood 
vessels, lungs, and blood diseases through
research performed in its own laboratories, and 
through contracts and research grants to 
scientific institutions and to individuals. 

D. National Library of Medicine (N[2) 

Plans and administers a national on-line Cr- ection, dissemination, and exchange of
biomedical information and retrieval system information important to the progress of medicine 
(MEDLINE). Plans, develops, and operates a and health. 
national toxicology information system (IOXLINE).
Develops and administers a program to organize
and analyze published information -ai the effects 
of drugs and chemicals on man, and prepares
special bibliographies and reports on that 
subject (CHE4LINE). 

E. National Institutelof Arthritisr Diabetes, and Digestigve and Kidney Diseases (NIADWK)
 

Provides leadership for a national program in the Development and evaluation of research in the four
four major disease categories of airthritis, disease categories including clinical trials and 
musculoskeletalp &d skin diseases; 4iabetes, their relat .-n to prevention and treatment;
endocrinology and metabolic diseases; kidney, collection ad dissemination of education 
urologic and hemdtologic diseases; and materials for health professionals anA the lay
nutrition, public, with emphasis on disease prevention, 

Including appropriate drug use. 
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F. National Institute of Allergy and Infectious Diseases (NIAID) 

Conducts, fosters, and supports research ad Development and evaluation of specific disease
research training programs directed at finding 
 control measures and solutions to infectious and
the causes of and Improved methods for immunological disease problems, Including vaccinediagnosing, treating, and preventing immunologic and drug development.
and infectious diseases. 

G. National Institute of Dental Research (NIDRM)
 

Conducts, fosters, and supports Yesearch training Laboratory, clinical and field research aimed at
in the causes, diagnosis, prevention, and cure of specific dental problems; celection of essential 
oral diseases and disorders, drugs for oral diseases and disorders. 

H. National Institute of Child Health and Human Development (NICHD)
 

Conducts, fosters, and supports bilinedical -and 
behavioral research through research grants, 
research contracts, and research performed in its 
own laboratories on child health, maternal 
health, problems of human development with 
special reference to mental retardation, and on 
family structure, the dynamics of huan 
population, and the reproductive process. 

I. National Insitute of General Medical Sciences 

Supports research for a Pharmacological Sciences 
Program, including research on the chemistry of 
natural products; 

Basic research on fertility and infertility
interventions, and on vaccine and drug efficacy 
for preventing and treating major diseases in 
mothers aid children. 

(NIGMS) 

Development of information on biological and 
chemical processes involved in the actions of 
therapeutic drugs ard on the effects of synthesis 
of new drugs.
 



-26-


J. National Institute of Neurological and Communicative Disorders and Stroke NINCV) 

Conducts, fosters * d supports research and 
research training on cause- prevention, diagnosis 
and treatment of neurological, sensory, 
cummunicative, and muscle disorders. 

K. National Eye Institute (NI) 

Cooperates and collaborates with professional, 
omanrcial, voluntary, aid ihylanthropic 

organizations concerned with vision research and 
training, disease prevention and health 
promotion, and the special health problems of the 
visually inpaired disable and blind. 

L. National Institute on Aging N) 

Conducts, fosters, and supports bianedical and 
behavioral research and training pertaining to 
the aging process and related health fields. 

M. Division of Research Services (DRS) 

Plans and promotes research on laboratory animal 
models; development id use of uniform 
international standards for research animals and 
information exchange on laboratory animal 
science. 

Inter and extra-iral field research on neurologicd 
and cotmunicative disorders and stroke. 

Cooperation and collaboration with international 
organizations in basic and applied research 
including clinical trials related to natural 
history, cause, prevention, diagnosis and treatment 
of disorders of the eye and visual systems. 

Epidemiological and behavioral studies on drug use 
in the elderly.. 

Provides guidance on use of animals for drug 
research. 

Administers biomedical engineering and Provides guX%'Ince and training on laboratory 
Insirumentation 'eeLrvices. instrument usE', maintenance and repair. 
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N. Clinical Center 

Conducts clinical care research, including drug Establishment of patient facilities and services,evaluation, other than physician care, for subjects under 
clinical im er,tigation %hich includes administration 
of experimental chemotherapy. 

0. Fogarty International Center (FIC) 

Provides leadership to facilitate biciedical Provides international collaboration for NIHand behavioral rescard1 at the international ccponents and liaison with PHS agencies andlevel. International organizations on current and emerging
international health issues; provides fellowships
and administers visiting scientist programl develops
and conducts international conferences on disease 
prevention and control. 
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