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Chart 1: Is an Activity Research Involving Human Subjects
Covered by 45 CFR part 467
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Chart 2: Is the Research Involving Human Subjects Eligibie
for Exemption Under 45 CFR 46,101 (b)?
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Chart 3: Does Exemption 45 CFR 46.101(b){1)
(for Educational Settings) Apply?

fFrom Chast 2

!

Is the research only
conducted in establishied or
commonly accepted
educalional setings?
{Including but not fimited to =N~
schools and colleges. May
inciude other sites where
aducational aclivities
reqularly occur.)

| NO
YES

!

Does the research study involve
onky normal education
practices? {Such as research on
regular and spocial educalion
instructional strategies, of
research on effectivenass of or the
comparisen armong instructional
lechniques, curricula, or
classroom management methods.)

Research is nol exempl i Gotlo -
under 45 CFR 46.101(b}(1). Chart 8

F 3

A

YES

l

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

September 24, 2004

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html 10/28/2013



Human Subject Regulations Decision Charts | HHS.gov Page 5 of 12

Chart 4: Does Exemption 45 CFR 46.101(b)(2) or (b)(3)
(for Tests, Surveys, Interviews, Public Behavior Observation}
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Chart 5. Does Exemption 45 CFR 46.101(h)(4)
{for Existing Data Documents and Specimens) Apply?

From Chart 2
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Chart 6: Does Exemption 45 CFR 46.101(b)(5)
{for Public Benefit or Service Programs) Apply?
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Chart 7: Does Exemption 45 CFR 46.101(b)}(6)
(for Food Taste and Acceptance Studies) Apply?

From Chart 2
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Chart 8: May the IRB Review Be Done by Expedited
Procedures Under 45 CFR 46,1107*

? Note: See expediled reviaw categosies end OHRP guidance
an the use of expedited reviev procedures at
hltp:tiveww bl goviohrpipotlcyindex htmi#expedited for furgher

From Charl 2, 3,4, 5, 8. or 7 I information en oxpoditod revicw.
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Chart 9;: Can Continuing Review be Done by Expedited
Procedures Under 45 CFR 46.110?

* Note: See expedhod review calegostes, ORRP guidance on
1he use of axpoditad roview precedures and on conlinuing review
al hilp:Mwavr bhs goviohmp/policyfindex.htmlfexpodited and
#eontinuing far fudber nformation an expadited review.

From Chart 8
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calegories and experience NO
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Is the research parmanently ¥
closed to errollment of new
subjects? YES
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Does the research at lhis YES YES Conyene ?e"gggﬂ;‘;?
sita rewnain aclive only for involvos no greater
Iong-lirurglg)gllg\g-up of than minimal risk?
T t
NO NO
h 4 {c) Arle the I
y : remaining
{b) Have no snigjizcstﬁé)‘;sen enralied at sosoarch Category 9
and LNO B aclivities | 1o | —
Have no addilional risks been alt !hisdsite Is the research CO'EJUEC%GCI under
- imited lo an IND or 7
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analysis? September 24, 2004
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Chart 10: Can Informed Consent Be Waived or Consent
Elements Be Altered Under 45 CFR 46.116{(c) or (d)?**

*(Nole: f subjecls include children lo whom 45 CFR parl 48,
subpar D applies, an alternative provision for waiver of

From Chart 8 or 9 parental permission might apply. [Soe 45 CFR 45.408(c})
Is the project designed to study, evaluate, or

Wil the research or demonsiration otherwise examine: (i) Public benefit of
project be cenductod by or subject fo senvice programs, (i) procedures lor
the approval of state or focal ebtaining benefils or servicas under those
government officials? e VESwup]  PrOgrams; (iil) possible changes in or
[45 CER 46.116(c){ 1)} afternatives lo those programs or
I pracedures; or {lv) possible changes In
NO mathods or levels of payment for benefits
¥ ] or services under those programs?
Will the research involve greater than uhcrR "h'”ﬁ(cw),l
minimal fisk, as defined in Seclion
46.102(i)7 (45 CFR 46.116{¢)(1)]
1
NQ
A 4 NOC YES
I it practicable to YES
conduct Ihe research l
without the waiver or
alteration?
45 CFRAG1T6(N3) | YES wweip] N0 waiver of Is it practicable fo
T informed consent conduct the research
WO or alteration of [YES=—{ without the waiver or
h 4 consent elements altaralion?
Will waiving ar altering the  §—YES-# s aliowed.* 45 CFR 46.116(c)(2)}
informed consenl adversely
affact the subjects' rights and T
welfare? p
(45 CFR 46.118{d)2)] No |0 te Chart 19
I
NO
h 4 NO
Will pertinent information be provided It informad
to subjects fater, if apprapriate? consent is not
[45 CFR 46, 115{d)a ) waived entirely
T
YES
h 4 . Y

Waiver of informed consent or alleralion of consent elements is allowed if IRB
documents these findings and approves waiver or alleration.

* Nolo: See OHRP guidance on informed consant requiremants in emergency research at
hitp:fivaww. bhs.goviohipfpaticylindex himdi#emorgency for furlhor information on omergency resoarch infornsad consonl

waivar. September 24, 2004
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Chart 11: Can Documentation of Informed Consent Be Waived
Under 45 CFR 46.117(c)?

From Chart 10

Would the consent document be the
only record linking the subject and the
research and would the principal risk be

potential harm resulting from a breach

of confidentiality?
[45 CFR 46,117 {c)1)]

i
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¥
Does the research
present no nore 1Bkan
minimak risk and

A IRB may NOT waive
{involve no pfogedures - | the requirement for &
Iy for which written NG ™ signed consenl form
consent is normally for any subjects.
required outside the
research contexd?

[45 CFR 6.1 17(c)(2)}

YES
{ ¢ Investigator will ask
- - i IRB Allows each subjec_t if he or
IRB may waive the regtirement for a Waiver of she wanis
signed cor:segitf:':;rgsfor some orall [==p . mentation Undor ™| dgcumeﬁr‘\teeg‘lor\.lléra:;}egg
Jects. 45 CFR 46, 117{c)(1) e S‘I’B’é ear;‘;
[45 CFR 46.117{){1)]
AND
l . Y —
IRB may require investigator to Subject’s wishes will
provide subjects with a writlen govern whether
slatement regarding the  ————————AND ] nformed consent is
research. documented.
[46 CFR 48.117(g)] {45 CFR 48.117(0)(1)
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Chart 12: Determining if and Adverse Event is Reportable

The flow chart below provides an algorithm for determining whether an adverse event represents an
unanticipated problem that needs to be reported under HHS regulations at 45 CFR part 46.

[ An adverse evest ocerrs ]

Ll 64ie oF osre subpects,

¥

1. Is the adverse avent anexpected i N0
HAMEF, SOVERLY, oF feegbeiicy?

l\'ES

2. Is the adverse event related or possibly NO
related fo parficipation i the resaarch?

1‘&'}13

1. Boes the adverse oveni suggest that the
YES eesoarch places sebjects or othiers ata N0
grealer risk of physical or psychelagical
barm than was previsusly knowe or
recopnized? NOTE: If the adverse event is

serions. the awswer is alwavs OVES.C

' =
Report the adverse The adverse event is
ovent 35 an mat ak Bnasticipated
unanticipaied problem problem and peed not
wader 45 CFK pary 46 be reparted unider

43 CFR part 46




