N/ 59th Medical Wing

59 MDW Research Fundamentals Workshop

“Human Research — Curves In the Road”
(6 Oct 2021)

O
S 4
CPN‘_ Rocky D. Calcote, PhD
USAF, Col (Ret)

Clinical Research Administrator
Office: (210) 292-5203
[rocky.d.calcote.civ@mail.mil]



%\‘

Agenda N

% &
ﬁliyﬂ,{)i

o0 (0 O
Fgno \\;‘l‘ﬁ\‘
i

N

Mg r),ct\\'\\i

Warrior Medics — Mission Ready — Patient Focused

PURPOSE: To introduce unique “Curves in the Road” and how to navigate
them successfully in human subject research

4 N

1. Unique “Curves in the Road”
2. Navigating for Success

\\The views expressed are those of the presenter and do not reflect the official views or policy of the Department of Defense or its Componeny
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Study must receive CLAR approval, following IRB approval, before it
IS implemented...expect 2-3 months delay

Expect 2-4 weeks delay in final survey approval

Institutional authorization can occur before or after IRB approval
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« Expect 1-2 months delay in FDA approval

« llegal use of drugs, alcohol abuse, violence, sexual misconduct
 Health issues

will not
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 Until the study is approved, recommend removing these folks from
the study until they receive their assurance coverage. Then add
them to the study with a protocol amendment

3-6 months

« Research cannot begin until official approval is received
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- More training modules than current CITI and very time-consuming

- This process could take 1-2 weeks or more




Navigating for Success!!!
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Seek advice from faculty mentors, advisors early in the concept phase for
protocol development

Seek clinical research consultation through the 59 MDW Office of Clinical
Research Support and support staff

Use pre-existing templates and forms to develop the protocol

Plan ahead for all required outside reviews and approval processes that
may be required for the study (FDA, DHA, IMCO, Contracting, etc.)




\4’ Navigating for Success!!!
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All research proposals due 4" Monday of the month to the 59 MDW Office

of Clinical Research Support for IRB processing to meet the following
month’s IRB meeting

« Scheduled convened IRB meeting - 4" Tuesday of the month

Keep the 59 MDW Office of Clinical Research Support informed of your

contact info at all times (esp. during medical rotations & deployments)
 IRB-directed changes to a research protocol; missing documentation;
upcoming continuing reviews/progress reports, etc.

* NOTE: failure to keep in contact may result in your protocol expiring
or being withdrawn with no further action
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» Rachel Montez [Branch Chief] — (210) 292-4683

 Dr. Rocky Calcote — (210) 292-5203
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