Guidelines For Determining Whether An Activity Is Research Or Public Health Practice

In determining whether a project is research or public health practice, and whether IRB review is required, the
SAC may use the attached Checklist adapted from one developed by the Council of State and Territorial
Epidemiologists’, and the Decision Charts developed by the US Office of Human Research Protections (OHRP)?.

The Checklist and Decision Charts present models to help guide public health practitioners through a process
to determine whether an activity is public health practice (practice) or human subjects research (research)
consistent with the Common Rule and the HIPAA Privacy Rule. There are always difficult examples that do
not neatly fit into either category. However, these tools are designed to help resolve a majority of cases to
provide consistency in decision-making. The Checklist is more useful for distinguishing between research vs
public health practice, and the Decision Charts are more suited for deciding if an activity is research
involving human subjects that must be reviewed by an IRB—one or both may be used in different
situations. The SAC may consider and use additional information other than this document and these tools to
assist in the decision-making process.

To use the Checklist, answer the key Assumptions and Questions in Steps 1-4, proceeding in accordance with
your responses, to reach the Conclusions in Step 5. In some cases, this process will not require addressing
all of the steps; in other cases, each of the steps may contribute to clarifying the distinction.

To use the Decision Charts, begin with Chart 1, which will then point you to the need for any of the other
Charts in the set. Not all Charts will be applicable to every situation.

1. Council of State and Territorial Epidemiologists, Public Health Practice vs. Research, A Report for Public Health Practitioners
Including Cases and Guidance for Making Distinctions, May 24, 2004.
2. Office of Human Research Protections, Federal Register /Vol. 82, No. 12, Thursday, January 19, 2017.



Checklist adapted from Council of State and Territorial Epidemiologists, Public Health Practice vs. Research, A Report

for Public Health Practitioners Including Cases and Guidance for Making Distinctions, May 24, 2004.

Steps and Related Assumptions and Questions

Yes

No

Next Action

If Yes, then

If No, then

Step 1: Check Key Assumptions

Assumption 1. Does the activity involve the acquisition,
use, or disclosure of identifiable health data (i.e.,
individually-identifiable private information or
biospecimens?

Go to Step 2.

Stop. This
Checklist
doesnot

apply.

Step 2: Assess the Foundations of Public Health
Practice

Assumption 2. In general, does the activity involve the
collection and analysis of identifiable private information
for the purpose of protecting the health of a particular
community, where the benefits and risks are primarily
designed to accrue to the particinatine communitv?

GotoQ2.A.

Go to Step 3.

Question 2.A. Is there a specific legal authorization (via
statute, administrative regulation, or other law) and
corresponding governmental duty to use identifiable
health data for a public health purpose that underlie the

Stop. This
activityis
practice.

GotoQ2.B.

Question 2.B. Does the activity involve direct
performance or oversight by a public health authority (or
its authorized partner) and accountability to the public
for its performance?

GotoQ2.C.

Go to Step 3.

Question 2.C. Does the activity legitimately involve
persons who must participate in the activity or did
not specifically volunteer to participate (i.e., they did
not

provide informed consent absent a waiver under

Stop. This
activity is
practice.

Go to Step 3.

Step 3: Assess the Foundations of Human Subjects
Research

Assumption 3.A. In general, does the activity involve the
collection and analysis of identifiable private information

GotoQ3.A.

The activity is
likely practice.

for the purpose of generating knowledge that will Go to Step 4.

benefit those beyond the community of persons who

bear the risks of participation?

Question 3.A. Does the activity involve living Goto Q3.B. Stop. This s

individuals? nothuman
subjects
research

Question 3.B. Does the activity involve, in part, GotoQ3.C. Stop. This is

identifiable private information? nothuman
subjects
research.

Question 3.C. Does the activity involve persons who Go to Step 4. Stop. This

voluntarily participate via informed consent or the activity is

consent of their guardian, absent a waiver of informed practice.

consent under the Common Rule?

Step 4: Consider Enhanced Guidance

Question 4.A. General Legal Authority: Is there general The activity is Goto

legal authorization (via statute, administrative regulation, likely Q4.B.1-2

or other law) and a corresponding governmental duty practice. Go

supporting the use of identifiable private information for toQ4.B. 1-2

a legitimate public health burbose?




Checklist adapted from Council of State and Territorial Epidemiologists, Public Health Practice vs. Research, A Report
for Public Health Practitioners Including Cases and Guidance for Making Distinctions, May 24, 2004.

Steps and Related Assumptions and Questions Yes No Next Action

If Yes, then If No, then
Question 4.B.1. Specific Intent: |s there any intent The activity is Goto
underlying the activity to test a hypothesis and seek to likely Q4.B.2.
generalize the findings or acquired knowledge beyond research. Go
the activitv’s particinants? toQ4.C
Question 4.B.2. Specific Intent: |s the primary intent The activityis | Go to Q4.C.
underlying the activity to assure the conditions in which likely
people can be healthy through public health efforts that practice. Go
are toQ4.C.
primarily aimed at preventing known or suspected injuries,
diseases.or aother conditions. or nromatine the health of a
Question 4.C. Responsibility: 1s responsibility for the The activity is Goto
health, safety, or welfare of the participants vested or likely Q4.D.1.
assigned to an identified person, like a principal research. Go
investigator? toQ4.D1-2
Question 4.D.1. Participant Benefits: |s the activity The activity is GotoQ
designed to provide some benefit to the participants or likely 4.D.2.
their populationasa whole? practice. Go

to Q4.E.
Question 4.D.2. Participant Benefits: Does the activity The activityis | Goto Q4.E.
involve additional risks imposed on participants in order to likely
make the results generalizable beyond the participants research. Go
themselves? to Q4.E.
Question 4.E. Experimentation: |s the activity designed The activityis | Go to Q4.F.
to introduce non-standard or experimental elements or likely
methods to the research subjects or the analysis of their research. Go
identifiable health data? toQA4.F.
Question 4.F. Subject Selection: Are the participantsin Stop.The Stop.The
the activity selected randomly so that the results of the activity is activity is
activity can be generalized to a larger population? likely likely
research practice

Step 5: Conclusions
Conclusion 5.A. Public Health Practice: If your responses affirm that your activity (or some part thereof) is or is likely
public health practice, the activity is not subject to the Common Rule. However, it must still be conducted consistent with
principles of law and ethics designed to protect individuals and their privacy while furthering the public’s health. In
addition, while the HIPAA Privacy Act allows sharing of identifiable health data without written authorization for public
health purposes, note that the Rule does not require data sharing. Authorizations for disclosures from covered entities

under the Rule derive from other nublic health laws or nalicies
Conclusion 5.B. Human Subject Research: If your responses affirm that your activity (or some part thereof) is or is

likely human subjects research, the Common Rule may apply, subject to an exemption. In addition, the activity may be
entitled to expedited review under the Common Rule.
Proceed to Decision Charts as needed.




Human Subject Regulations Decision Charts
(as provided by the Office of Human Research Protection)

February 16, 2016

The Office for Human Research Protections (OHRP) provides the following graphic aids as a guide for institutional review
boards (IRBs), investigators, and others who decide if an activity is research involving human subjects that must be
reviewed by an IRB under the requirements of the U.S. Department of Health and Human Services (HHS) regulations at
45 CFR part 46. OHRP welcomes comment on these decision charts. The charts address decisions on the following:

o whether an activity is research that must be reviewed by an IRB
o whether the review may be performed by expedited procedures, and
e whether informed consent or its documentation may be waived.

Considerations

The charts are intended to assist IRBs, institutions, and investigators in their decision-making process and should not be
used as substitutes for consulting the regulations. OHRP cautions that the full text of applicable regulatory provisions
should be considered in making final decisions.

These charts are necessarily generalizations and may not be specific enough for particular situations. Other guidance
documents are available related to specific topics, at OHRP Policy Guidance by Topic. OHRP invites inquiries for
additional information.

The charts do not address requirements that may be imposed by other organizations, such as the Food and Drug
Administration, National Institutes of Health, other sponsors, or state or local governments.

e Chart 1: Is an Activity Research Involving Human Subjects?

e Chart 2: Is the Human Subjects Research Eligible for Exemption?

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

e Chart 4: Does exemption 45 CFR 46.101(b)(2) or (b)(3) (for Tests, Surveys, Interviews, Public Behavior
Observation) Apply?

e Chart 5: Does Exemption 45 CFR 46.101(b)(4) (for Existing Data, Documents, Records and Specimens) Apply?

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

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

e Chart 8: May the IRB Review Be Done by Expedited Procedures?

e Chart 9: May the IRB Continuing Review Be Done by Expedited Procedures?

e Chart 10: May Informed Consent Be Waived or Consent Elements Be Altered under 45 CFR 46.116(d)?

e Chart 11: May Documentation of Informed Consent Be Waived Under 45 CFR 46.117(c)?



Chart 1: Is an Activity Research Involving Human Subjects
Covered by 45 CFR part 467

Start here.

ﬁ

Is it research? I

February 16, 2016

Is the activity a systematic investigation designed to develop
or contribute to generalizable knowledge? [45 CFR 46.102(d)]

N O

YES

Activity Is not research,
so 45 CFR part 46
does not apply.

Activity is research. Does the research involve human subjects?

y

Does the research involve obtaining

The research is not research invalving

regulations.

[45 CFR 46.101(f]]

information about living individuals? (45 p=NO#1 human subjects, and 45 CFR part 46
CFR 46.102(f)] does not apply.
I y Y 7 Y
NO
YES Is the information
l individually identifiable
Does the research involve intervention o sulgnl'-:é?t tizeg'rdﬁ;r;t't‘feg dtill-l ebe
interaction with the individuals? Ol S e the ND
[45 CFR 46.102(f)(1), (2)] _ ascertalned Dy the
1 investigator or associated
YES with the information)?
h J [45 CFR 46.102(f)(2)]
Activity is research involving human YIIES BUT
subjects. Is it covered by the regulations? 3
¥
) Is the information private? (About
Is it conducted argupp_aned by HHS? «YES4 behavior that occurs in a context in BUT
[45 CFR 46.101(a)(1)] : o
. which an individual can reasonably
NO expect that no observation or recording
. J YES is taking place, or provided for specific
Does the * purposes by an individual and which the
institution Th m individual can reasonably expect will not
hold an € researc be made public.) [45 CFR 46.102(f)(2)]
FWA under involving
which it Ll
applies 45 ' YESM subjects is Unless exempt under 45 CFR 46.101(b),
CFR 46 to covered by B 45 CFR part 46, subpart A applies to the research,
all of its the and as appropriate subparts B, C, and D also apply.
human regulations.
subjects l
research Go to L AND Yy
TEQE;T'?]'E‘SS The research involving Chart 2 Other Federal, State and
of the human subjects is NOT] > local laws and/or regulations
source of NO#» covered by the BUT may apply to the activity.
support?




Chart 2: Is the Research Involving Human Subjects Eligible

Ime Chart 1 I for Exemption Under 45 CFR 46.101(b)?

L 2

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)]

Yy

I
NO
\ 4

Will the enly** involvement of human subjects
be in one or maore of the following categories?

Yy

Fesearch conducted in established o
commonly accepted educational
settings, involving normal education
practices?

'y £ S

|
If not exempt under (b)({1)
y

Research involving the use of
educational tests, survey
procedures, interview procedures,
or observation of public behavior?

' = S

If not exempt um;er (b)(2) or (b)(3)
Y

Research involving collection or study
of existing data, documents, records,
or pathological or diagnostic

' £ S

specimens?

|
If not exempt under (b)(4)
h J

February 16, 2016

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

Exemption 45 CFR
46.101(b)(1) may
apply.

_l__‘

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

Go to
Chart 3

Exemption 45 CFR
46.101(b)(2) or

(b)(3) may apply.

Exemption 45 CFR
46.101(b)(4) may
apply.

Go to
Chart 4

Research studying, evaluating, or
examining public benefit or service
programs?

' £ S}

Exemption 45 CFR
46.101(b)(5) may
apply.

Go to
Chart 5

Go to
Chart 6

|
If not exempt under (b){(5)
h 4

Research involving taste and food
quality evaluation or consumer
acceptance studies?

—"E S

Exemption 45 CFR
46.101(b)(6) may
apply.

|
If not exempt under (b)(6)
Y

Mo exemptions to 45 CFR part 46 apply.
Pravisions of 45 CFR subpart A apply, and subparts B, Cand D
also apply if subjects are from covered vulnerable populations.

00 E O

Go to
Chart 7

Go to
Chart 8




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

I From Chart 2

X

Is the research enly**
conducted in established or
commonly accepted
educational settings?
(Including but not limited to
schools and colleges. May
include other sites where
educational activities
regularly occur.)

YES

!

Does the research study involve
only nermal 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

y

Research is eligible for
45 CFR 46.101(b)(1)
exemption from 45 CFR]
part 46 requirements.

** “Qnly” means that no non-
exempt activities are involved.
Research that includes exempt and

NO

non-exempt activities is pot exempt.

Research is not eligible
for 45 CFR 46.101(b)(1)
exemption.

NO

Mext

Return to Chart 2 and
consider whether 45
CFR 46.101(b)(2)
exemption applies.

February 16, 20126



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

Apply?
From iha” 2 I February 16, 2016
Does the I|S the information obtained recorded in such al
research involve Does the manner that human subjects can be
only** the use of research identified, directly or through identifiers linked
educational involve to the subjects;
tests, survey children to and
procedures, P=YESH whom 45 CER —NCOp could any disclosure of the human subjects’
interview part 46 responses outside the research reasonably
procedures, or subpart D place the subjects at risk of criminal or civil
observation of applies? liability or be damaging to the subjects’
public Ppies: financial standing, employability, or
behavior? | / reputation?
YES YES YES
* “Only” i / y
means that Research is not eligible
no non- Only research for exemption under 45
exempt involving only** CFR 46.101(b)(2).
activities educational tests or I
are observation of public However, the 45 CFR 46.101(b)(3)
involved. behavior without exemption might apply.
Research participation by the k 4 NO
that NO Investigator in the Are the human subjects elected or
includes activites being appointed public officials or
exempt observed is exempt candidates for public office?
and non- under 45 CFR (Applies to senior officials, such as
exe_mpt . 46.101(b)(2). mayor or school superintendent, rather
activities 1s than a police officer or teacher.)
hot Y
exempt. NO NO
 J Yy
Y L Does any Federal statute Research is
Research is not eligible require without exception that eligible for
for exemption under 45 the confidentiality of personally exemption
CFR 46.101(b)(2) or NO identifiable information will be VES under 45 CFR
(b)(3). maintained throughout the 46.101(b)(2)
3 research and thereafter? from 45 CFR
r part 46
Return to Chart 2 YES requirements.
and consider X Y

whether 45 CFR
46.101(b)(4)
exemption applies.

Research is eligible for exemption under 45
CFR 46.101(b)(3) from 45 CFR part 46
requirements.




Chart 5: Does Exemption 45 CFR 46.101(b)(4)
(for Existing Data Documents and Specimens) Apply?

I From Chart 2

y

Does the research involve only™ the collection or ** “Only” means that no
study of existing data, documents, records, non-exempt activities are
pathological specimens, or diagnostic invalved. Research that
specimens? * includes exempt and non-
("Existing” means existing before the research is exempt activities is not
proposed to an institutional official or the IRB to exempt.
determine whether the research is exempt.)

YES
Are ’Fhese scr_urces I YES > _
publicly available? | Research is
eligible for
| exemption under
NO 45 CFR
NO l 46.101(b)(4) from
45 CFR part 46
Will information be recorded requirements.
by the investigatorin such a
manner that the subjects
cannot be identified directly YES

or through identifiers linked to
the subjects?

NO

\ 4 4

Research is not eligible for exemption
under 45 CFR 46.101(b)(4) from 45 CFR
part 46 requirements.

Return to Chart 2 and
consider whether 45
CFR 46.101(b)(5)
exemption applies

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

httpffwww_hhs goviohrp/regulations-and-policy/guidance/guidance-on-research-involving-stem-cells/index_html, and
on coded data or specimens at hitp/fwww hhs_ govohrpfregulations-and-policy/guidance/research-involving-coded-
private-informationfindex_html for further information on those topics. Februaryr 15' 2016



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

From Chart 2

v

Is the research or demonstration project conducted or
approved by the Department or Agency Head?

1
YES
kL 4

Does the research or demonstration project
invalve only** the study, evaluation, or

“* “Only” means that no non-
exempt activities are involved.
Research that includes exempt
and non-exempt activities is not

Possible ehanges in or alternatives to
public benefit or service programs or to

YES

procedures for obtaining benefits or services
under public benefit or service programs;

1
NO

h 4
Fossible changes in methods or levels of

YES

payment for benefits or services under those
public benefit or service programs?

1
NO

A 4

Research is not eligible for exemption under 45 CFR
46.101(b)(5).

examination of: exempt.
I Public benefit or service programs; YES o
I
NO
¥
|Procedures for obtaining benefits or services YES ! Research is
under public benefit or service programs; - eligible for
NO | exemption under
NO 45 CFR
¥ 46.101(b)(5) from

45 CFR part 46
requirements.*

Return to Chart 2
and consider
whether 45 CFR
46.101(b)(6)
exemption applies.

* Note: See OHRP guidance on exemptions at hitp:/fwww hhs.govichrp/regulations-and-policy/guidance/

exemptions-for-public-benefit-and-service-programs/index.himl for further description of requirements for this

exempdtion.

February 16, 2016




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
guality evaluation or a food consumer acceptance

study?

YES

¥

Are wholesome foods withaurl

YES

** “Only"” means that no non-
exempt activities are involved.
Research that includes exempt
and non-exempt activities is not
exempt.

additives consumed? |

NO

4

Food and Drug Administration or

I|S food consumed that contains :l

food ingredient, agricultural
chemical, or environmental
contaminant at or below the
level found to be safe by the

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

I
NO

¥

-

Research is not elligible for exemption under 45

CFR 46.101(b)(6).

|

Go to
Chart 8

Y E S [45 CFR 46.101(f)]

Research is eligible
for exemption under
45 CFR 46.101(b)(6)
[from 45 CFR part 46
requirements.

Other Federal, State]
and local laws and/
or regulations may
apply to the activity.

February 16, 2016



Chart 8: May the IRB Review Be Done by Expedited
Procedures Under 45 CFR 46.1107*

From Chart 2, or ¥ I

y

Has the research been
previously reviewed and
approved by the IRB?

|
NO

A 4

Y £ S

Does the research present no more
than minimal risk to human subjects?
and
does the research involve only
procedures included in categories 1

* Note: See expedited review categories and OHRP
guidance on the use of expedited review procedures at
http/fwww_hhs goviohrp/regulations-and-policyl
guidance/categories-of-research-expedited-review-

procedure-1998/index_html for further information on
expedited review.

Is the review a continuing review?
[45 CFR46.109(d)]

|
NO

¥

Does the review involve a
minor change in approved
research during the (one year

or less) penod of approval?
[45 CFR 46.110(b)(2)]

through 7 on the list of categories of I
research that may be reviewed through NO
an expedited review procedure? Go to
[45 CFR 4z:.11n{|:}[1}] NO > J
YES
¥
Is the research classified? Review by
[Faragraph (D) of Categories of YES > convened
Research That May Be Reviewed By IRB is
an IRB through an Expedited Review required.
Procedure.] Are YES
1 measures
NO in place to
h 4 mMake risksge=MhOfe
Could identification of subjects no maore
put them at nisk of cniminal or civil than v
liability, or be socially or Y ESp minimal? Goto
economically damaging Chart 10
[Paragraph (C) of Categories.] |
| YES
NO l
¥ v

Research is eligible for IRB review through expedited procedures.
Agency head may restrict, suspend, terminate or choose not to authorize an
institution’s or IRB’s use of the expedited review procedure. [45 CFR 46.110(d}]

February 16, 2016




Chart 9: Can Continuing Review be Done by Expedited
Procedures Under 45 CFR 46.1107?

From Chart 8 I
L 2

* Mote: See OHRP guidance on the use of expedited review
procedures in continuing review at hitp/fwww_hhs.goviohrp/
regulations-and-policyfguidance/guidance-on- continuing-review-

Has the research been
previously reviewed

Have conditions changed such

2010/index_html for further information on continuing review.

and approved by the |=YES# that the research is no longer
IRB using expedited eligible for expedited review yESplREview by convened
procedures? (e.g., protocol change, or B > IRB is required.
| experience shows research to be F Y y 3 y Y
PLD of greater than minimal risk)?
Have conditions changed to I
make the research eligible Go to Chart 10
for expedited review under NO
the applicability criteria an l T
categories 1 through 7 on YES
the list of categories that may
be reviewed by expedited [e=YES4»
procedures (e.g., research is
within those categornes and
experience confirms research NO
to be of no greater than
minimal risk)? Research is eligible for IRB Have any
[45 CFR 46.110(a]] review through expedited additional
1 procedures. risks been
NO €N O= identified YES
v since IRB
Category 8 —VESH "convened
(a) Far this site: meeting?
Is the research permanently +
closed to enroliment of new YES
subjects? |
and
Have all subjects completed Has the IRB
all research-related determined and
interventions? documented at a
and o VES YES convened meeting
oes the research at this sitg _that the research
remain active only for long- involves no greater
rterm follow-up of subjects? than minimal risk?
- ¥
N'O (c) Are the NID
(b) Have no subjects been enrolled at r?en;éig}::nﬁg Category 9
this site? activities L v\ rid == 020——
¥ and =NO® 5+ this site ["NO™is the research conducted under
ave no additional risks been limited to an IND or IDE?
identified anywhere? data
analysis?
February 16, 2016



Chart 10: Can Informed Consent Be Waived or Consent
Elements Be Altered Under 45 CFR 46.116(c) or (d)?**

I From Chart 8 or 9

**(Note: If subjects include children to whom 45 CFR part 46,
subpart D applies, an alternative provision for waiver of
parental permission might apply. [See 45 CFR 46.408(c]])

|

state or local government officials?
[45 CFR 46.116{c)(1)]

Will the research or demonstration project be
conducted by or subject to the approval of

Is the project designed to study,
evaluate, or otherwise examine: (1)
L_YES Fublic benefit of service
programs; (ii) procedures for
obtaining benefits or services

NO

i

under those programs; (iii)
possible changes in or
alternatives to those programs or

Will the research involve greater than minimal risk, pr:::cedures; or (iv) possible
as defined in Section 46.102(i)? «NO—] changes in methods or levels of
[45 CFR 46.116(d)(1]] payment for benefits or services
| under those programs?
NO [45 CFR 46.116(c)(1)]
t |
Is it practicable to YES YES
conduct the research
without the waiver or l
alteration? B J - ,
[45 CFR 46.116(0)3)] fmYES—pp] No waiver of Is it practicable to
1 informed consent ':D"dll:':t the
NO or alteration of JeYES=— reslz::ar:: without
h 4 consent elements t a?t:rgl’::r: ;}r
Will waiving or altering the [™=YES=®] is allowed.” [45 CFR 46.116(c)(2)]
informed consent adversely F Y
affect the subjects’ rights and l
welfare?
[45 CFR 46.116(d)(2)] no [|GotoChart11
|
NO
h 4 NO

to subjects later, if appropriate?

Will pertinent information be provided
[45 CFR 46.116(d}(4)]

If informed
consent is not
waived entirely

|
YES

A 4

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

* Note: See OHRP guidance on informed consent requirements in emergency research at
hitp-/fwww hhs gowohrpfregulations-and-policy/guidance/emergency-research-informed-consent-requirements/index_himl
for further information on emergency research informed consent waiver.

February 16, 2018



Chart 11: May Documentation of Informed Consent
Be Waived Under 45 CFR 46.117(c)?

I From Chart 10 I
L 2

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)]

1
NO
h 4
Does the research
present no more than
minimal risk and
involve no procedures

consent is normally

required outside the
research context?
[45 CFR 46.117(c)(2)]

YES
T * If IRB All
: : ows
IRB may waive the requirement Waiver of

for a signed consent form for
some or all subjects.

Documentation Under+

45 CFR 46.117(c)(1)

for which written N >

IEB may NOT waive

the requirement for a

signed consent form
for any subjects.

AND

Investigator will ask
each subject if he or
she wants
documentation linking
the subject with the

research.
[45 CFR 46.117(c){1)]

Y

IRB may require investigator to
provide subjects with a written
statement regarding the * AND

;

research.
[45 CFR 46.117(c)]

| END |

Subject’s wishes will
govern whether
informed consent is
documented.

[45 CFR 46 117(ci1)]
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