Human Subject Decision Charts September 24

Chart 2: Is the Research Involving Human Subjects Eligible

From Chart 1

Y

for Exemption Under 45 CFR 46.101(b)?
September 24, 2004

Has HHS prohibited exemption of the human subjects research?
(All research involving prisoners, some research involving children.)
[Footnote 1 to 45 CFR 46.101(i), 45 CFR 46.401(b)]

l
NO
h 4

be

Will the only™ involvement of human subjects

in ane or more of the following categories?

Y

** “Only” means that no non-
exempt activities are invalved.

|Research conducted in established or

Exemption 45

Research that includes exempt and
non-exempt activities is pot exempt.

commonly accepted educational Go to
settings, involving normal education YES® CFi:E';ml{bH” Chart 3
practices? y apply.
|
AND/OR
h 4
Research involving the use of .
; Exemption 45 CFR
educatm_nar te_sfs, survey L vESH| 46.101(b)(2) or Go to
procedures, interview procedures, (b)(3) may appl Chart 4
or observation of public behavior? y apply.
1
AND/OR
YES 4
Research invaolving collection or study .
of existing data, documents, records, _VYES CE;EJETET {;}? 4) Go to
or pathological or diagnostic ma -a I Chart 5
specimens? Y apply.
|
AND/CR
h 4
Research studying, evaluating, or Exemption 45 Co 1o
examining public benefit or service —=YES${CFR 46.101(b)(5) }— Chart 6
programs? may apply.
|
AMNDIOR
h 4
Research involving taste and food Exemption 45 Co to
quality evaluation or consumer p=YES${CFR 46.101(b)(6) |— Chart 7
acceptance sfudies? may apply.
|
MO
Y ¥
No exemptions to 45 CFR part 46 apply. Golo
Provisions of 45 CFR subpart A apply, and subparts B, Cand D Chart 8

also apply if subjects are from covered vulnerable populations.

http://www.hhs.gov/ohrp/humansubj ects/gui dance/decisioncharts.htm

Page 3 of 12

11/9/2004



Human Subject Decision Charts September 24 Page 4 of 12

Chart 3: Does Exemption 45 CFR 46.101(b)(1)
(for Educational Settings) Apply?

From Chart 2

X

Is the research only
conducted in established or
commonly accepted

) D
(Inzgﬁslzz?lnsjtltiﬂ?fe;j to =NO- Research is not exempt Goto
under 45 CFR 46.101(b)(1). Chart 8
schools and colleges. May
include other sites where 4
educational activities
regularly occur.)

| NO
YES

}

Does the research study involve
only normal education
practices? (Such as research on
regular and special education
instructional strategies, or
research on effectiveness of or the
comparison among instructional
technigues, curricula, or
classroom management methods.)

YES

A 4
Research is exempt under
45 CFR 46.101(b)(1) from all
45 CFR part 46
requirements.

September 24, 2004
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Chart 4: Does Exemption 45 CFR 46.101(b)(2) or (b)(3)
(for Tests, Surveys, Interviews, Public Behavior Observation)

Apply?
From Chart 2
Does th Does the Is the information obtained recorded in such
rec.:.sarcﬁ research involve a manner that human subjects can be
. children o identified, direclly or through identiliers linked
”:;‘;GWE’ D"f?’" YES®l vhom 45 cFR [O P to the subjects;
de "'sr‘.e © . part 46, subpart and
!: :"‘73 rona D applies? could any disclosure of the human subjects’
SIS, :“;”WEF responses outside the research reasonably
P r:n;:e ures, I place the subjects at risk of criminal or civil
n ar;.-ew YES liability or be damaging to the subjects’
pmm:.rures, * financial standing, employability, or
obsearvation DDES thE research -NOF reputatlﬂn?
of public involve survey I
behavior? procedures, interview YES
procedures, or y
observation of public Research is not
behavior where the p=YES=p| exemptunder45
investigator CFR 46.101(b)(2).
participates in the T
activities being However, the 45 CFR 46.101(b)(3)
observed? exemption might apply. NO
[45 CFR 46.401 (b)) h J
Are the human subjects elected or
NO appointed public officials or
candidates for public office?
(Applies to senior officials, such as
mayor or school superintendent, rather
than a police officer or teacher.)
MO
4 Y
v Does any Federal statute Research is
; thout tion that exempt under
Research is not exempt the confidentily of personally 45 CFR
a5 1‘6"%; é? ;F[E]{m N0 identifiable information will be | YES | 46.101 {';33'(23
: - : maintained throughout the exemption
research and thereafter? from 45 CFR
part 46
'I o
YES requirements.
Goto ¥ h
Chart 8 Research is exempt under 45 CFR 46.101(b)(3)

September 24, 2004

from all 45 CFR part 46 requirements,
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Chart 5: Does Exemption 45 CFR 46.101(b)(4)
(for Existing Data Documents and Specimens) Apply?

From Chart 2

v

Does the research involve only the collection or
study of existing data, documents, records,
pathological specimens, or diagnostic
specimens? *

(“Existing” means existing before the research is
proposed to an institutional official or the IRB to
determine whether the research is exempt.)

YES
Y
Are these sources
. , YES >
?
publicly available® Research is
| exempt under
NO 45 CFR
NO 46.101(b)(4) from
l all 45 CFR part
46 requirements.
Will information be recorded
by the investigator in such a
manner that the subjects .
cannot be identified, directly YES

or through identifiers linked to
the subjects?

NO
. 4 ¥
Research is not exempt under 45 CFR Go 1o
46.101(b)(4) frpm 45 CFR part 46 E— Chart 8
requirements.

* Note: See OHRP quidance on research use of stored data or tissues and on stem cells at

http/iwwew . hihs goviohrpdpolicylind ex_himi#Fissues and #stem, and on coded data or specimens at #coded for further
information on those topics.

September 24, 2004
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Chart 6: Does Exemption 45 CFR 46.101(b)(5)
(for Public Benefit or Service Programs) Apply?

From Chart 2

v

ls the research or demonstration project conducted or
approved by the Department or Agency Head?
|
YES
4
Does the research or demonstration project
involve only the study, evaluation, or
examination of:

v

Public benefit or service programs; ———YES —

|
NO
A 4
Procedures for obtaining benefits or services
under public benefit or service programs;

b YES——p] FResearchis
exempt under 45

NO | CFR 46.101(b)}(5)
NO from all 45 CFR
¥ part 46
Possible changes in or alternatives to requirements.*

public benefit or service programs or to
procedures for oblaining benefits or services
under public benefit or service programs;
1
NO
A 4
Possible changes in methods or levels of
payment for benefits or services under those p——"ES =——p
public benefit or service programs?

e L == R

NO
Y ¥
Research is not exempt under 45 CFR 46.101(b)(5). i C?.::JB

* Mote: See OHRP guidance on exemplions at httphwww.hhs goviohrp/policylindes htmi#exempt for further description
of requirements for this exemption.

September 24, 2004
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Chart 7: Does Exemption 45 CFR 46.101(b)(6)
(for Food Taste and Acceptance Studies) Apply?

From Chart 2

'

Does the research involve only a taste and food
quality evaluation or a food consumer acceptance
study?

YES
4

Are wholesome foods without YES

additives consumed?

NO
4

Is food consumed that contains
a food ingredient, agricultural
NO chemical, or environmental
contaminant at or below the
level found to be safe by the

Research is exempt
under 45 CFR
46,101(b)(6) from
all 45 CFR part 46
requirements.

approved by the Environmental
Protection Agency or the Food
Safety and Inspection Service of
the U.S. Department of
Agriculture?

I
NO

L 4 4

Research is not exempt under 45 CFR 46.101(b)(8).

h 4

Go to
Chart 8

Food and Drug Administration or YES

September 24 2004
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