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Human subjects

+ 45 CFR 46.102(f)

“Human subject means a living individual about whom an
investigator .. obtains (1) data through intervention or
interaction with the individual. or (2) identifiable
private information. .. Private information must be

individually identifiable (i.c.. the identity of the subject

is or may be readily ascertained by the inves N

Human Subjects

* When are family members NOT readily
identifiable?
= Anonymous primary subject and no unique identifiers
on family members
» Family data is unlinked from identifiable source
= Family members ave identificd by family
refationship alone to an identifiable subjeet

The Issues

» When do family members or social contacts of
primary subjects become subjects themselves

« If family members are “secondary subjects™, is
informed consent necessary to retain their data?

= Relevant to all research in which data on family
members or social contacts is acquired

Human Subjects

* An individual is a “human subject” for the purposes
of federal regulations when:

= The individual is readily identifiable to investigators
AND
~ The acquired

private infi

Human Subjects

* When are family members readily identifiable?

> When unique identifiers are obtained such as full names
and addresses




Human Subjects

* Implications

« Detailed health information can be acquired on
Tamily members as long as the information is
not linked with unique identifiers

Human Subjects

= Implications
= Fa ; members are NOT human subjects if
identifiable but no private information
is retained
v members ARE human subjects it
unigue identificrs AND private information are
retained
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Waiver of Consent
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+ Minimal risk definition

“Minimal risk means that the probability and magnitude of
harm or discombost anticipated in the research are not
areater in an of themselves than those ordinarily
encountered in daily life or during the performance of
Toulin sical or psychological examinations or tests.”

Human Subjects

= What constitutes private information?
= Information over which individuls uwsully want and can
mirtain control
- Healeh infoemation
= Reprodective history
= Legal history
available 1o casual soci is nat private

- Age
- Emplayment
= Family structure
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*+ Permitted under 45 CFR 46 if all criteria are met:

1) research involves no more than minimal risk

2) waiver would not ndversely affect rights and welfare of the
subject

3) research coubd ned be practicably carried out without
waiver

4) when appropriate, subjects can be provided with pertinent
infarmation after participation
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= Does the recording of health information on
secondary subjects pose more than minimal risk?

= Factors in the anawittod: of harm from a privacy breach
sisting health i B Vi w healih i i

Waiver of Consent

= Highly sensitive information versus sensitive information
~ Memal health coaditions (some but not necessarily all)
~ Sevual oriemation
— Crassinal eeconds
- Subaance sbuse
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+ Does the recording of information on secondary
subjects pose more than minimal risk?
= Factors in the profability of a breach in privacy
= Qality of data management protocols
= Teaining and integrity of interviewers and data

management personnel
+ Data security measures

Waiver of Consent
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» Practicability of research without waiver
= MOT; “Can rhis research project be carried out
without a waiver?"
= Bul ‘ould ary project pursuing the same
research goals be conducted without a waiver?”
= Investigators and funding agencies need to

plan for appropriate support for consent when
necessary
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Conclusions

1L If family members are human subjects, can
consent be waived?
= Fexilt
= Minimal risk
~ Mo bighly scsitive data
Surang data security

= Rights and welfare not threatened
= Mot procticality withaut waiver
= Infarmation after study

Waiver of Consent

* Recording of existing health information on
family members poses minimal risk ift
» Health information is not highly sensitive
= Careful protocols and strong data security
measures are in place

Conclusions

I. Are family members human subjects?
= Yes il
e identifiers are association with
individual data
AND

= Information consists of health status, health
history, etc.
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Clarification FFE_E

= Analysis would require consent only
from selected family members

= Analysis is not relevant to taking a
family history in clinical medicine

= Some family history data is extremely
sensitive, e.g., a history of child sexual
abuse. Issues of consent from alleged
perpetrators raise special concerns,
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il Additional Ethical Issues
= Temporary retention of private information
on subjects before consent is obtained
+ When genetic status of family members can » Can we ask family members to assume
be ascert i om tes : guarding the privacy
family members i of family members?

+ Deletion of data when subjects d
participation
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