Y

Is the activity a systematic
investigation designed to develop or

Chart 1: Is an Activity Research Involving Human Subjects
Covered by 45 CFR part 467
Start here.
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Activity is research. Does the
research involve obtaining

NO JActivity is ot research, 86 45
contribute to generalizable ) CFR part 46 doesnot apply.
knowledge? [45 CFR 46.102(d)]
I
YES
h 4

The researchis nolsesearch invalging

information about living HO=—) ngrhan Subéitét:.nanr:iflﬁlﬁFR g 40
individuals? [45 CFR 46.102(f)] PPYY:
I 2 *
YES NO
+ Is the information
Does the research involve individually identifiable
intervention or interaction with the L 2NO (i.e., the identity of the
individuals? subject is or may readily be NO
[45 CFR 48.102{f)(1}. (2]] ascertdined by the
| investigator or associated
YES with tha information)?
¥ [45 CFR 48.102(1)(2)]
Ali:,tivit'_-,r_ is rasearch YI; S BUT
involving human *
subjects. Isit
conducted.or Is thednformation private? (About
supported by HHS? YES behavior that occurs in a context in BUT
[45 CFR 46.100a){11] which an individual can reasonably
l | expect that no observation or recording
YES is taking place, or provided for specific
NO \ 4 purposes by an individual and which the
¢ Unless exempt individual can reasonably expect will not
s the under 45 GFR be made public.) (45 CFR 46.102(f)(2)]
research 46u101(b),
covered by 45 CFR part 46,
an subpart A
applicable —Y‘ESO‘ reguirements apply p—————— Goto L?hart 2
OHRP i}s the resegr?h. |
appropriate,
approved
assurance subpart _E. C, and AND
created D requirements ¢
under 45 also apply‘ Yyy
CER Other Federal, State and local laws and/or
461032 NO g

regulations may apply to the activity.
[45 CFR 46.101(f)]




Chart 2: Is the Research Involving Human Subjects Eligible

Fromchart 1| for Exemption Under 45 CFR 46.101(b)?

Yy 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)]

1
NE ** 1Only™ means thal no non-
Will the enfy** involvement of human subjects R exerrm:‘f;:;t:._rm?s;re lrlU?Lvaid.n d
be in one or more of the following categories? gScarc ipcudes exempt a
3 nonsexempt activities is not exempt.
Research conducted in established or ]
commonly accepted educational L VES CE;%TET{;}? 1
settings, involving normal education ma -a I :
practices? Y 2PPlY
|
ANDIOR
\ J
Research involvingdhe use of .
educational tests, survey |\ | E’fa"",‘f&'ﬁ’;;;g}%f“ | Goto
procedures, interview procedures, b) 3 - Chart 4
or observation of public behavior? (D)(3) may-apply.
1
AND/OR
YES L ¥ .
o existngta Bocuments, ochros | | Eemeionds | e
or patholagical or diagnaéstic ma -a I Chart 5
specimens? ¥ apply.
|
ANDIOR
\ 4
| Research studying, evaluating, or Exemption 45 Go to
examining public benefit or service —=YES4{ CFR 46.101(b)(5) }— Chart 6
programs? may apply.
|
AND/OR
\ 4
Fesearch involving taste and food Exemption 45 Go to
quality @valuation or consumer =YES+ CFR 46.101(b)(6) }—
, : Chart 7
acceptance studies? may apply.
|
MO
h 4 4
No exemptions to 45 CFR part 46 apply. o0
Provisions of 45 CFR subpart A apply, and subparts B, Cand D g
. . . Chart 8
also apply if subjects are from covered vulnerable populations.




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

From Chart 2

!

Is the research only
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.)

effectiveness of o
ison among instrugtio
iques, curricula,

arch is exempt under

R 46.101(b)(1) from all

45 CFR part 46
requirements.

September 24, 2004




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

Apply?
From Chart 2
Dai the Does the Is the information obtained recorded in such
research research involve a manner that hum:n subjects can be
. children to identified, directlyor thraugh identifiers linked
w:;.:ulve ﬂn;}r ="ES whom 45 CFR e [N ) i to theksubjects:
e use o part 46, subpart and
educational D applies? could any disclosure ofthe human subjects’
tests, survey responses outside the research re@sonably
P '.'ucem_"res’ I place the subjeets at risk of criminal apcivil
interview YES liability or be damaging to theisubjects'
pmci[:”ms' ‘ financial standing, emplayability, or
abservation Does the research [=MNO» reputation’?
of public involve survey J
behavior? procedures, interview YES
procedures, or A 4
observation af public Researchiis not
behaviorahere the =—YES=p exemptundepds
investigator CER'46.101(b)(2p
paicipates inthe T
activities being However, thed5 CFR 46.101(b)(3)
obiserved? exemptionmight apply. NO
[45GER 46401(b)] L 4
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.)
MNO
¥ Y
¥ Does any Federal statute Research is
. ) require without exception that exempt under
Feasearch is not exgimpt i - 45 CER
the confidentiality of parsanally
under 45 CR [ g—NO identifiable information will be | YES | 46.101(b)(z)
46.101(b)(2) or (B)S). L exemption
° maintained throughout the
research and thereafter? from 45 CFR
I part 46
YES requirements.
Go to ¥ k
Chart 8 Research is exempt under 45 CFR 46.101(b)(3)

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

¢

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 thedRBta
determine whether the research is exémpt.)

YES
Y
Are these sources ,
. ; YES P
vl
publicly a_va.'.fabia : Research is
| exempt under
45 CFR
NO NO 46.101(b)}4) from
l all 45 CFR part
46 requirements.
Will information be recorded
by the investigater in such a
manner that the subjects R
cannot be identified, directly YES

or throtighpidentifiers linked to
the'subjects?

I
NO

. ¥

Research is not exempt under 45 CFR Go 1o
46 401(b)(4) from 45 CFR part 46 SNBSS
) Chart 8
requirements.

* Note: See OHRP guidance on research use of stored data or tissues and on stem cells at
http:iwwew, hihs, goviohrpdpolicyindex himigissues and #stem, and on coded data or specimens at #coded for further
information on those topics
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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

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

Does the research or demonstration project
involve only the study, evaluation, or
examination of:

v

Public benefit or service programs; s Y £ 15

|
NO
A 4
Procedures fDr obtaining ben.efits or services YES Resedlch is
under public benefit or service programs. exempt under 45

NO | CFR 46.101(b)(5)
NO from all 45 CFR
¥ part 46
Possible changes in or alternatives fo requirements.”
public benefit ofservice programs or to
procedures for gblaining benefits or services )
under public.benefit or service programs:

1
NO
h
Fassible changes in methods or levels of
payment for benefits of sefvices under those p———"YES =——i»
public benefit gr service programs?

I
NG
4 k4

Goto

Research is nabexempt under 45 CFR 46.101(b)(5). —"| chars

* Note: See OHRP guidance on exemplions at hittp: fwww hhs goviohrp/policylindes himi#exempt for further description
of requirements for this exemption.
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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 wfthuutl
additives consumed? |
N!O Research is exempt
* under 45 CFR
46.101(b){6) from
Is food constimeddhat sentains all 45 CFR part 46
a food ingredient, agricultural requirements.
NO chemical, or environmental
contaminant at or below the
levehfound to be safe bythe
Foodand Drug Administration'er YES >

YES >

approved by the Envifonmenial
Pratestion Agency or the'kood
Safety and Inspection Service of
the U.S. Department of
Agriculture?

|
NO

L 4 ¥

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

|

Go to
Chart 8
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Chart 8: May the IRB Review Be Done by Expedited
Procedures Under 45 CFR 46.110?7*

* Mote: See expedited review categories and OHRP gulgance
an the use of expedited review procedures at

hitp:!hwww. hhs.goviohrp/policyindex htmi#expéditgdfar further
rom Chart 2, 3, 4,5 6. 0r 7 information on expadiled raview,

i

Has the research been
previously reviewed and |p—YES=»
approved by the IRB?

-

Is the review a continuing review?
[45 CFR46. 109}

I ]
N
NO v
oes the reéview involve a
¥ Does th iew invoal
Does the research present no more minor change in approved YES
than minimal risk to human subjects? research dufing the (one yéar
and or lessjperiod of approval?
does the research involve only [45 CFR 46.110(b)(2]]
procedures included in categories 1 [
through 7 on the list of categories of
research that may be reviewed through NO h J
an expedited review procedure? * Goto
[45 CFR 4F::.11D:b]|[1}] NO > Chart 9
YES
¥ _
Is the research classified? RE; iew
[Paragraph (D) of Categories of YES > Y
Research That May Be Reviewed By CC:WE',.'Ed
an IRB throughsan Expeditath Review Ao reRuEigrsd
Procedure. | Iheasutes 9 | YES
! in glace
NO
¥ o make Lnow
Couldiidentification of subjects more
puttherm ak risk of criminal@r civil than
liability, or be Eomathf or =VESM inimal? e
econamically damaging Chart 10
[Paragraph (C) of Categaries.] I o
N-'E-.‘J YES
v v 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 IRE's
use of the expediled review procedure, [45 CFR 46,110(d)]
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Chart 9: Can Continuing Review be Done by Expedited

From Chart 8
v

Has the research been
previously reviewed

Procedures Under 45 CFR 46.1107

* Note: See expadited review calegories, OHRP guidancafon
thie use of expedited review proceduras and on continuing Feview

at http:fwww hhs.goviohrpipolicyfindex.html#expedited and
#eontinuing for further information on expedited review,

Have conditions changed such
and approved by the [ =YES9 y . the research is no fonger
IRB using expedited eligible for expedited review | .. o} Review by convened
procedures? (e.g., protocol change, or | (5> P IRBAE required.
! experience shows research to be Y r S
I:J;J of greater than minimal risk)?
Have conditions changed to
make the research eligible
for expedited review under NO
the applicability criteria |
and categories 1 through 7 ¥ES
on the list of categories that
may be reviewed by —'YES
expedited procedures (e.g.,
research is within those
categories and experience NO
confirms research to be of no
greater than minimal risk)? Researclyis eligible fordRE Have any
[45 CFR 46.110(a)] review through expedited additional
1 procedures. risks been
Y oo St || ves
review ata
ﬂaﬁ?_{r 8 —YES 4 convened
{a) For thissite: meeting?
Is the research permanently 7y
closed to enrallment of new
Subjocts? YES
H Il bq;}:ts leted 1 I
ave albsu complete
all _resaérch—relz;te% clt:t'g rsmﬁeeiiﬂaad
mterv:x#ons. documented at a
Does the research at this VES YES cﬁ,gﬁ?: ?E?:‘:rt::mg
site remain active only for involves no greater
t‘}“g'teshrgjgg‘,‘:'“p of than minimal risk?
| KN +
NO NO
¥ (c) Are the |
{b) Have no SL;Ejizc;istel::?een enrolled at r&@g{;ﬁg‘# Category 9
and —NO», aﬁﬂysn?tse ~NO®\< the research conducted under
syt : I | Ll u
Have no additional fisks ‘been limited to an IND or IDE?
identified anywhere? data
analysis? September 24, 2004




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

**(Note: If subjects include children to whom 45 GER part 46,
subpart D applies, an alternative provision for waiver of

From Chart 8or 9

v

=

Will the research or demonstration
roject be conducted by or subject to
the approval of sfate or local

government officials?
[45 CFR 46.116(c)(1)]

1
NO
h 4

e Y £ S e

Will the research involve greater than
minimal risk, as defined in Section
A6, 102(1Y7 [45 CFR 46.116{d){1)]

parental permission might apply. [See 45 CFREE408(c)])

Is the project designed to study, evaluate, or
otherwise examing: (i) Public benefit of
service programs; (i) procedures for

obtaining benefits or services under those
programs; (i) possible changes in or

alternatives to those programs or
proceduresyor (iv) possible chan@es in
méthods or levels of paymentfor benefits
or serviges under those programs?
[46 CFR 46.116(e)f1)]

NO
¥ NO YES

|s it practicable to YES
conduct the research
without the waiver@r

alteration? h 4 *— Yy
[45 CFR 46.116(C)8)] e YES —mp] Mo wigiver of Is it practicable to
infarmed cansent conduct the research

ar alteration of

without the waiver or
alteration?
[45 CFR 46.116(c){2)]

+'ES—

MO
A J consent elements
Will waiving,or 8ltefing the [ YES#], isallowed *
infafmed consent adversely Y
affect the subjects’ rights and l
welfare?
[45 CFR 46.116(d)(2)] no  |GOto Chart 11
|
NO
' .
If informed

[45 CFR4&.116{d)4)]

Will pertinenbinformationde provided
to stibjects later, if appropriate?

|
YES
¥

I

consent is not
waived entirely

Y

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

* Mote: See OHRP guidance on informed consent requirements in emergency research at
hittp:/fwww.hhs . govichrp/policyfindex. htmi#emergency for further informafion on emergency research informed consent

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

From Chart 10

y

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]]
|
NO
¥
Does the research
present no more than

rinimal risk and IRB may NOT waive

linvolve no procedures .
) ; the reguirement for a
for which written Ny =

YES consent is normally signed consent form
for@ny subjects.
required outside the pry sl
research context?
[45 CFR 46.1174)(2)]
YES
¢ Investigator will ask
y Nuze alfovs each subject if he or
IRE may waivetherequirement for a Walver of she wants

signed consent fomn for some or all = boectimentation Und er_.' documentation linking

subjects. 45 CFR 46.117(c)(1) the subject with the

research.
[45 CFR 46.117(c)1)]
AND
A J
IRB may require investigator to Subject's wishes will
provide subjects with a written govern whether
statement regarding the R AND informed consent is
research. documented.
[45 CFR 46.117(c)] [45 CFR 46.117(c)1)]
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V. RELEVANT FORMS/LINKS

e Protecting Human Research Participants Online Training

VI. QUESTIONS/RESPONSIBLE OFFICE 4
The responsible office for this Policy is the Provost/Vice President for Acade Affairs. For

questions about this Policy, contact the current Institutional Review Board Director.

VII. POLICY ADOPTION AND AMENDMENT DATES
Date Approved: December 5, 1994 V
Amended: January 28, 2005; November 29, 2007; May ecember 1, 2016
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https://phrptraining.com/
https://www.suu.edu/provost/index.html
https://www.suu.edu/irb/index.html
https://www.suu.edu/policies/old/06/p620-2005-01-28.pdf
https://www.suu.edu/policies/old/06/p620-2007-11-29.pdf
https://www.suu.edu/policies/old/06/p620-2013-05-03.pdf



