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1 *Generalizable knowledge™ is information where the intended use of the research findings can be applied fo
populations or situations beyoend the studied unit.

2 Researchers must take caution since disclosure of private information may place the subjects at risk of criminal
or civil liability and/or damage their financial standing, employability, or reputation.

li. GUIDANCE ON RESEARCH INVOLVING CODED PRIVATE INFORMATION OR
BIOLOGICAL SPECIMENS

The Office for Human Research Protections ({OHRP) does not consider research involving only “coded™ private
information or specimens to involve human subjects as defined under 45 CFR 46.102(f) if the following conditions
are both met:

1. the private information or specimens were not collected specifically for the currently proposed research
project through an interaction or intervention with living individuals; and
2. the investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private
information or specimens pertain because, for example:
a. the key to decipher the code is destroyed before the research begins:
b. the investigators and the holder of the key enter into an agreement prohibiting the release of the
key to the investigators under any circumstances, until the individuals are deceased (note that the
HHS regulations do not require the IRB to review and approve this agreement);
¢. there are [RB-approved written policies and operating procedures for a repository or data
management center that prohibit the release of the key to the investigators under any
circumstances, until the individuals are deceased; or
d. there are other legal requirements prohibiting the release of the key to the investigators, until the
individuals are deceased.

This guidance applies to existing private information and specimens, as well as to private information and
specimens to be collected in the future for purposes other than the currently proposed research.

*Federal regulations define “coded” as:
tdentifiable information (such as name and/or address) that is replaced with a number, letter, symbol, or
combination thereof, that would enable the investigator to readily ascertain the identity of the individual.

If you wish to continue, specify a title for the project below then click the Continue button. Otherwise, click the Back
button.

* Specify a title for this project; Understanding verbal and nonverbal communication and expression of affect in
human interactions

I. Human Subjects Research Checklist
Human Subjects
1. * Does the study involve interaction or intervention with live human subjects?
zg?hsough interaction or intervention may have occurred previously, specimen{s)/datafinformation were collected

from live subjects. Cadavers, autopsy specimens or specimens/information from subjects now deceased is not
human subjects).

2. *ls the collected information/data/specimen(s) obtained about the subjects?
No

3. *ls the collected information/data/specimeny(s) private information? (Private is that which allows identity of
individual to be associated with the information/specimen/data)
No

Research

1.  *Is your study designed to produce generalizable knowledge?
Yes
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