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Does the research involve 
human subjects, per regulatory 

definition?

Is CalHHS engaged in the 
research, per regulatory 

definition?

Does the research qualify for a 
regulatory exemption?

CalHHS CPHS has 
purview under the 

Common Rule

CalHHS CPHS has 
purview under the 

California IPA

Question 1

Does CalHHS CPHS have purview 
under the Common Rule?

Question 2

Does CalHHS CPHS have purview 
under California Information Practices 

Act (IPA)

If you answered "Yes" to Question 1 and "No" to Question 2, then CalHHS CPHS will only apply the Common Rule in its review.

If you answered "No" to Question 1 and "Yes" to Question 2, then CalHHS CPHS will only apply the California IPA in its review.

If you answered "Yes" to both Question 1 and Question 2, then CalHHS CPHS will apply both the Common Rule and the California IPA in its review.

If you answered "No" to both questions, then CalHHS CPHS has no purview.
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CalHHS CPHS does not have purview 
under the California IPA
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Is the researcher requesting the disclosure of 
personally identifying information for the purposes of 

conducting scientific research?
No
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No

CalHHS CPHS does not have purview 
under the Common Rule

Is this a research study, per 
regulatory definition?

Under the IPA, state data is defined as personal information 
held by any state agency or department, which is subject to 
specific privacy and security protections (Cal. Civ. Code § 1798 
et seq.). Personal information qualifies as state data if it is 
identifiable to an individual and held within state-managed 
databases, such as those operated by CalHHS. 

The IPA places limits on the collection, management, and 
disclosure of this data, requiring approval from the CPHS for 
any disclosure for research purposes. CPHS must ensure that 
data requests meet privacy and security standards, including 
the necessity of the data for research and the imposition of 
appropriate safeguards to protect against misuse (Cal. Civ. 
Code § 1798.24(t)).

Reference

Research is considered to be "a systematic investigation, including research 
development, testing, and evaluation, designed to develop or contribute to 
generalizable knowledge" under 45 CFR 46.102(l).

Criteria set out in the 2018 Requirements for determining whether an activity 
constitutes a public health surveillance activity deemed not to be research:

- The activity must be a public health surveillance activity (45 CFR 46.102(l)(2));
- The activity must be conducted, supported, requested, ordered, required, or 

authorized by a public health authority (45 CFR 46.102(k) and 46.102(l)(2)); and
- The activity must be limited to that necessary to allow a public health authority to 

identify, monitor, assess, or investigate potential public health signals, onsets of 
disease outbreaks, or conditions of public health importance (including trends, 
signals, risk factors, patterns in diseases, or increases in injuries from using 
consumer products) (45 CFR 46.102(l)(2)).

Reference

The federal regulation 45 CFR 46.102(e)(1) defines "human subject" as "A living 
individual about whom a researcher (whether professional or student) 
conducting research":

a. Obtains information or bio-specimens through intervention or interaction 
with the individual, and uses, studies, or analyzes the information or 
bio-specimens; or

b. Obtains, uses, studies, analyzes, or generates identifiable private 
information or identifiable bio-specimens.

Reference

Yes

OHRP issued guidance in 2008 clarifing an institution is considered engaged
in human subjects research when its employees or agents for the purposes of
the research project obtain:
(1) data about the subjects of the research through intervention or
interaction with them;
(2) identifiable private information about the subjects of the research; or
(3) the informed consent of human subjects for the research.

If an institution is solely releasing information that falls under the ?human subjects? 
definition, rather than engaging in that research, the releasing institution is not 
required to review and approve the research under the Common Rule.

Reference

45 CFR 46.104:
1. Normal Educational Practices ? Research in standard educational settings.
2. Tests, Surveys, Interviews, or Public Behavior ? Unless sensitive or 

identifiable data risks subject's reputation or privacy.
3. Benign Behavioral Interventions ? Brief, harmless interventions with adult 

subjects who provide consent.
4. Secondary Research for Which Consent is Not Required ? Use of identifiable 

private information under specific conditions.
5. Public Benefit or Service Programs ? Government projects studying public 

programs or procedures.
6. Taste and Food Quality Studies ? Testing wholesome food without additives 

or approved safe levels.
7. Storage/Maintenance of Identifiable Information ? For future research with 

broad consent.
8. Secondary Use of Identifiable Information ? For future research based on 

broad consent already obtained.
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