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RESEARCH DETERMINATION



Research Determination
Determination of whether the activity involves Research
s it clinical care?

It quality improvement?

Y 8




Research is defined as ...

tematic investigation, including
nent, testing and




Living individual about whom an investigator
conducting research obtains:

> 1rough intervention or







IRB

Initial review
No ongoing oversight

>d Research




Educational Strategies, Curricula or Classroom
Management in Educational Settings

O Tests, Surveys, Interviews, Public Behavior Observation

Tests, Surveys, Interviews, Public Behavior Observation of
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EXPEDITE REVIEW



IRB
Initial review
Ongoing oversight with annual review




Clinical studies of drugs and medical devices only when (a)
(b) is met.

Research on drugs for which an investigational new drug
application (821 CFR Part 312) is not required.




(2) Collection of blood samples by finger stick, heel stick, ear
stick, or venipuncture as follows:

Healthy, nonpregnant adults (wt 2110 pounds)

(@) ’ 8 week period and

(b)




(3) Prospective collection of biological specimens for research
purposes by noninvasive means.

Examples - urine specimen, buccal swab

(4) Collection of data through noninvasive procedures routinely
* al practice

-
a) sedation or general anesthesia
b)

C)



(5) Research involving data, documents, records, or specimens
that have been collected, or will be collected solely for non-
research purposes (such as medical treatment or diagnosis)

(6) Collection of data from voice, video, digital, or immage
recordings made for research purposes

0 characteristics or behavior



CONVENED REVIEW



Greater than minimal risk

- Minimal risk but does not qualify under
or expedited







Administrative review

RB Authorization Agreement (IAA)







Risks to subjects are minimized

Risks to subjects are reasonable in relation to anticipated
benefits, if any, to subjects, and the importance of the
knowledge that may reasonably be expected to result.

- Selection of subjects is equitable

4)

S)

APPROVAL CRITERIA




Adequate provision for monitoring the data collected to
ensure the safety of subjects

Adeqguate provisions to protect the privacy of subjects
and to maintain the confidentiality of data

ADDITIONAL CRITERIA (WHEN APPLICABLE)




Purpose Provisions to maintain confidentiality

Background g

. Inclusion/exclusion criteria
Setting

: Procedures
Resources available

Provisions to monitor data to ensure

Recruitment the safety of subjects

Risks to subjects

Consent process

penefits to subjects Process to document consent

Additional protections for vulnerable

INFORMATION TO REVIEW



IRB Submission ... Minimize reguirements
Protocol

>

GROUP EXERCISE



