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NIH Requirements for
Human Subjects Research

® Research involving human subjects
requires additional oversight

@ In application, must include:

B Research plan (not protocol) and
concept

# Data and safety monitoring plan, if
proposing clinical trial

@ Targeted enrollment — projected
demographics information

@ Discussion of risk to participants




NIAID Clinical Terms of Award

® Before beginning enroliment of
subjects In study/trial:

@ Clinical protocol and consent forms,
approved by NIAID

@ DMID procedures for review of all
International clinical protocols

@ Assistance with protocol development
available from DMID and FHI - ISCCS

# Final data and safety monitoring plan,
developed with and approved by NIAID

@ |RB/EC approval from all relevant
groups




NIAID Clinical Terms of Award

® Before beginning enroliment of
subjects in study/trial (con't):

@ |f study Is under IND, decision about who
will hold the IND

@ Approval Recombinant DNA Advisory
Committee (RAC) approval, if relevant

# Documentation of training in human
subjects protections for all key personnel

@ NIAID restricts funds until all
requirements have been met




NIAID Clinical Terms of Award

® During conduct of study:
Annual IRB review and approval

Any other IRB actions or changes in
protocol status

Protocol amendments (with IRB approval)
Data and Safety Monitoring reports

Safety reports — unexpected AEs and
SAEsS

Annual inclusion enrollment
demographics reports




NIAID Clinical Terms of Award

@ Additional requirements for
# Clinical trials conducted under IND

@ Clinical trials using recombinant DNA



NIAID Clinical Terms of Award

® Award Is NOT approval to start huma
subject research

® NIAID review and approval
Concept
Clinical protocol
® Review for scientific content, design,

safety, feasiblility, statistical, and
regulatory compliance




Monitoring

@ Monitoring of clinical studies:
commensurate with the degree of
potential risk to study subjects
and complexity of the study.



NIAID Clinical Terms of Awarc

¥ Resources:
@ NIAID Clinical Terms of Award

®m Guidance for Terms of Award

@ How to write a human subjects
application

W Education for protection of human



NIAID Clinical Protocols

Grant Application # Clinical
Protocol




NIAID Clinical Protocols

DMID Protocol Template — designed
to assist investigators and NIAID

@ All necessary sections (ICH)
Standardized format

@  Assistance from NIAID Program staff
and the International Clinical Studies
Support Center

http://www.niaid.nih.gov/dmid/clinresearch/protocol
template.doc




NIAID Clinical Protocols

® Need HELP?

@ Contact your NIAID Program Officer

@ Contact the International Clinical
Studies Support Center (ICSSC)



ICSSC - FAQs

How can | access the ISCCS resources?

@ Call your program officer

@ International Clinical Studies Support Center

@ Contact me —
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IRIDA
International Research on

Infectious Diseases including AIDS

@ International investigators in resource-
constrained countries (low, middle income);
US, other high economy countries not eligible

& Pl on other NIH funded grants not eligible

& All infectious diseases, including HIV/AIDS

® RO1; 4 yrs; $100,000 direct costs (+8%
Indirect)

# ELECTRONIC SUBMISSION via Grant.gov

@ http:/Igrants.nih.gov/grants/quide/pa-
files/PAR-08-130.html




BE| Research Resources
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NIAID Research Resources for
Influenza : Reagents

& BEI/ATCC Repository (currently)

® Influenza viruses

® Recombinant proteins - HA and/or NA
— H5, H6, H7, H9, H15, N2, N4, N9,

® Polyclonal antibodies
— Goats, sheep, rabbit

® Monoclonal antibodies
— H5, H9 & and epidemic strains (various proteins)

® Influenza peptide arrays

— NS1, NS2, NP, M1, M2, PB1, PA
@ Human vaccinee sera (H5N1 trials)
@ Inactivated H5N1 vaccine (sanofi)
@ Seasonal influenza vaccine

350-400 reagents shipped/year ($ shipping)

NEW: Antisera Panel
H1-H11 & N1-N8




Genomics and Sequencing
Resources

Microbial Genome Sequencing Centers (MSCs) : provide high-
guality genome sequences of NIAID Category A-C priority
pathogens, related organisms, clinical isolates, closely related
species, and invertebrate vectors of infectious diseases and
microorganisms

Data and Analytic Tools

http://www3.niaid.nih.gov/LabsAndResources/resources/dmid/



NIAID Influenza Genome Sequencing
Project

Goals

» To sequence, assemble and annotate the
complete genomes of influenza viruses; make
them rapidly available without restriction to the
scientific community through ® and a

» To increase the genome knowledge base of
Influenza and help researchers understand how flu
viruses evolve, spread, and cause disease and
provide researchers

» Conducted by the NIAID Microbial Sequencing
Center at the




Influenza Genome Sequencing:
NIAID’s International COIIabworators
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NIAID BioHealthBase
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provides a comprehensive genomic and proteomic
data repository for five pathogenic organism groups
that pose a threat to public health.

also provides an analysis platform and appropriate
tools to facilitate genomic and proteomic study of
these pathogens.

goal Is to provide a resource to the scientific
research community

Organisms:

B [nfluenza

@ M tuberculosis

® Francisella tularensis
@ Microsporidia

¥ Ricin
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