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H H SgOV U.S. Department of Health & Human Services

Human Subject Regulations Decision Charts

Human Subject Regulations Decision Charts

September 24, 2004
h Office for Human Research rgiltlons OHRP prowdeb thef Ilowm rﬁ h|c ds ag a guide

rinstit tion Irevew oar% investigators, and ers c{ i nacuwét%ée
t d’c)fig onsa E?C r%lo 'bf—lﬁg

Eﬁsearg nvo w#]g n} Ea mu e rew §
epartmient ea uman errﬁ ‘Q—l
welcomes comment on these dems;on charts rts ess easmns on the wing:

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

Considerations

The charts En ended to assdst IRB mstttutl ns and nves ators | n their clﬁ) r&akm%
Bﬂrocfesﬁs t?% c, cb be used as substit qgsb %re uatio S, ?? ons that
utl tex applicable regulatory provis onss e cansidered in making lnal eclsions.

lizat ifj h f

Thestchartspee nesessarlacneraliations NduR et o el oual O GARIWSIey
ance by Topi invites inquir es or a ona nform

?—328& A RY A0S e e mendr il 2% B MIoReRe L P e SoPanGaLions Hegs the

governments.

Chart 1: Is an Activity Research Involving Human Subjects?

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

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

t4: D 5 CFR 46.101(b){2 b)(3) (for T ) I
ggﬁr i 1 %se'e\;:aetrlra SE%\%SY FR (b){(2) or (b)(3) (for Tests, Surveys, Interviews, Public

Specfmen ?eﬁp%i(e;nptlon 45 CFR 46.101({b){(4) (for Existing Data, Documents, Records and

Chart 6: Does Exemption 45 CFR 46.101(b)(5) (for Public Benefit or Service Programs) Apply?
Chart 7: Does Exemption 45 CFR 46.101{b){6) (for Food Taste and Acceptance Studies) Apply?
Chart 8: May the IRB Review Be Done by Expedited Procedures?
Chart 9: May the IRB Continuing Review Be Done by Expedited Procedures?

geﬁg(od:)l‘;day Informed Consent Be Waived or Consent Elements Be Altered under 45 CFR

Chart 11: May Documentation of Informed Consent Be Walived Under 45 CFR 46,117(c¢)?

hitp://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html 4/9/2014
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Chart 1: Is an Activity Research Involving Human Subjects

Covered by 45 CFR part 467

Stast here.

Is the aclivily a systematic

investigation designed to develep or
conlribute 0 generalizabla
knowledge? (45 CFit 46.102(d)

i
YES
h 4

Activity is rescarch. Does the

p————ee N e

Seplember 24, 2004

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

The research Is nof reseadch involving
heman subjecis, and 45 CFR part 46

research involve oblalning
information about living —NO—» ous ol aual
Individuals? (45 CFR 46.102(0)] - Appl.
{ o -~
YES o
ts the infermation
Does the research involve individually Identifiable
intervention or interaction vith the | NO - {i.e., the Identity of the
individuals? subject Is or may feadity be NO
{25 GFR 46.102(0(1). (23} ascartained by the
| Investipator or assoclated
YES with the information)?
¥ {45 CFR 46.102¢42)
Aclivity is research !
invalving human YES BT
subjects. Isit
conducted or YES Is the information private? (Abow
supporied by HHS? behavior thal occurs In @ context in BUT
(A6 CER 48. 105 (e} )] whith an individual can reasonably
l 1 expect that no shsarvation or recording
YES is taking place, or provided for spacific
NO Y . purposes by an individual and which the
l Unless exempt individuat can reasonably oxpect wilk not
s the u;:j;ggs{crﬂ be made public.} (45 CFR 48.102({2)
A01{b)
fosearch 45 GFR port 46,
an :.subpa;lA it . -
applicabte [~ YES #]requirements apply ——)I Gofo Char 2 I
OHRP ::\3 the resez}rcth. I
» s appropriate,
;&?};n@ci subpart 8, C, amt AND
created I requiremeants ‘
under 45 also apply. ¥
CFR s Other Federal, State and local laws andfor
£6.1032 NO » regulations may apply fo the activily.
. {45 CER 46.103{0)]

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html
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Chart 2: s the Research Involving Human Subjects Eligible
for Exemption Under 45 CFR 46,101(b)?

September 24, 2004
Has HHS prohiblted exemption of the human subjects research?
{All research involving prisoners, some research Involving childran.)
{Fottrote 1 10 45 CFR 46 1060). 45 CER 48 40 (b))
1
Nf  Only" means that no non-
" . t activities are involved.
Will the onfy** involvemant of human subjects X&) .
be In one or more of the foftowing categories? Research that '.“‘.a”das exempt and
¥ non-exempt activities is nof exempt
Research conducled In established or; i
commonly acceptet educalional | vesy C;:E;efgpgig;\(g; 1 .} Golo
sollings, Involving normal education 1 ‘a ; ! o Chart 3
practices? may apaly. —
1
ANDIOR
Y
Research involving the use of " prp
educational tosts, strvey L VES ] C?smﬁ;j&z;;)%?k . Gotlo
procedures, interview proceduras, - (b}{é) e a‘ ! Chart 4
or ebsarvetion of publie befavior? nay &pgy-.
1
ANDIOR
ves R cht involyi x il i
asearch involving collection or study
of existing dala, documents, records, L VESp Cséer;gp;g)ag)?d) .| Goto
or pathological or diagnostic na . aop! "1 Chart 6
specimens? nmay apply-
T
AND/OR
¥
Research studylng, evalualing, or Exemplion 45 Goto
examining prblle bonefit or service —-YES-$| CFR 46.10H{b){5) —» Chart 6
programs? may apply.
T
ANDIOR
¥
Resgarch involving {aste and food Exemption 45 .Go o
quality evaluation or consumer  f~YES9] CFR 46.101(b)(6) |—» Chan 7
accoplance studios? may apply.
]
NG
L 4 ¥
No exemptions to 45 CFR pad 46 apply. G010
Provisions of 45 CFR subpart A apply, and subparis B, Cand D | » Chart 8
also apply i subjects are from coverad vulnerable populations.

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts. html 4/9/2014
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Chart 3: Does Exemption 45 CFR 46.101(b}{1)
(for Educational Settings) Apply?

From Char 2

¥

Is the ressarch only
conducted in established or
commonly acceptet!

educational setlings?
; L Research Is not exempt
{including but nol limited to NO-»; under 46 CER 46.101(b(4).

schools and colleges, May

b4

Goto
Charl 8

include other sites where 4

educational activities
regularly occur.}

l NO
YES

|

Dooes tho research study Involve
only normal education
practices? (Such as research on
regular and special education
inslructional strategies, of
research on effectivengss of of the
comparison among insiructional
lechniques, curdeula, or
classroom managemenl methods. )]

YES

|

Rasearch Is exempt under
45 CFR 46.101{b)}{1) from all
45 CFR part 46
requirements,

September 24, 2004

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html
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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 Chard 2

Does the

{5 the information oblained recorded in such

5::22:22 research involve a mananer that human subjecls can be
. , chisdeen 0 Idenfifled, disecty or through identifiers linked
involve only FYESH o0 us orr [TNOH 1o the subjects;
the use of part 46, subpast and
educational 0 applies? could any disclosure of the human subjects’
fosts, survoy fesponses oulside the research reasonably
procadures, place the subjects at dsk of eriminal or chvil
Inferviow YES liability or bo damaging to ke subjects’
P "’"'?5_“( €% financial standing, employability, or
observation Does tharegaarch  |=NOM reputation?
of public Involve survey 1
behavior? procadures, interviaw YES
procadures, of ¥
abservation of public Research is not
pehavios where the F—YES-B]  exompt under 45
Invesiigator CFR 48.101(b}(2).
participates in the 1
activities being However, the 45 CFR 46.101(1)(3)
ohsaved? axemplion might apply. NO
(46 CFR 46 401} h 4
Are ihe human subjects efected or
NG appointed public officlals or
candidates for public offica?
tApplies to sentor officials, such as
mayor of schoot superintendenl, ralher
than a police officer or teacher.)
N*O A A
¥ Does any Federal statule e?gﬁf;‘g:;;
raquite without exception hat
Rese:nr;g:igo{;;éemm NO the confidentialty of parsanaliy f 1| | 64150?;)?( 2
46.10HBY2) o (B)(3) {dentifiable faformation wil be . "
0% X mafniained throughout the exemplion
rasaaich and thereafler? from 45 CFR
e , parl 40
¥ Yl-!E s fequitements.
Golo ¥ ¥
Chart 8 Research Is exemp! under 45 CFR 46.101(b)(3)

Seplember 24, 2004

from all 45 CFR part 46 requirements.

hitp://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html
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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 e coflection of
study of exlsiing data, documents, records,
palholegicat spacimens, or dlagnostic
specimens? *

{"Exlsling” means existing before the research Is
proposed 1o an institutionat offictal or the IRB lo
determing whelher the ressarchis exempl.)

YES
Are these sources
publicly available? YES—> Researchis
| axempt wnder
NO 45 CFR
NO 46.10H{b)Y4) from

l all 48 CFR part
he 46 raguirements.

Wil infermation be recerded

by the investigatorin such a

mannar that he subjecls e
canno! be identiffod, diceclly YES—
or through identifiers linked to
{he subjects?
| .
NG
¥ ¥
Raosearch Is nol exempt under 45 CFR Goto
48.101(b}{4) from 45 CFR part 46 b Chart a
reqdirenients. .

* Hote: See OHRP guidance on research use of slored data o tissuas and on stan cells at
hitp: i hhs goviohip/rolicyindex himitissues and #stam, end on coded dala of specimens al Heoded for hather

infpamation an thase lopics.
Seplember 24, 2004

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html 4/9/2014
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Chart 6: Does Exemption 45 CFR 46.101(b)(5)
(for Public Benefit or Service Programs) Apply?

From “Chan 2

Is 1he rasearch or demanstration projecl conducted or
approved by the Depasimenl or Agency Head?

|
YES

¥
Doas the research or demonstration project
invoive only the sludy, evatuation, or
examination of:

v

i
NO

¥
Procedures for oblaining benefits or sendces
under public benefit or service programs;
NO |
NQ
¥
Possible changoes in or alternatives to
public benedit or service programs or lo

Paublic benefit or sefvice programs, }-——YES —_—p

procedures {of oblaining banefits or services
under public benefit or sérvice programs;

T
NO
.
Possible changes in methods or lovels of

public benell or service pregrams?
1
NO
¥ _ ¥

payment for benefits o services under thoge f——-YLES —p

YES—p} Researchis
exempl under 45
CFR 48.10Hb)5)
from ail 45 CFR
part 46
requirements.”

YES epp

r Research is nol exempl usder 45.CFR 46, HH (B)(5).

| Goto
I ) Chart 8

* Hote: Sea OHRP guidarce on examplions al Hilp Awww Bl gowiotip’polisysnd s binddsrampt for hulthar description

of fequitoments for this examptien.

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

September 24, 2004

Page 7 of 12

4/9/2014




Human Subject Regulations Decision Charts | HHS.gov

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

From Charl 2

Y

Does the research involva only a tasfe and food
guality evaluation or a food consumer acceplance

study?

Y

|

YES
¥

Are wholasome foods vrithout

additives consumed?

NO

¥

I3 food consumed that contalns
a food Ingredient, agricultural
chemical, or environmentai
contaminant at or hefow the
fovel found to be safe by the
[Food and Drug Administration or
approved by the Environmantal
Protection Agency or the Food
Safely and Inspeclion Service of
the U.S. Department of
Agriculture?

|
NO

¥

YES —p-

YES——p

Research Is exempt
under 456 CFR
46,101{b)(6) from
all 46 CFR part 46
requlrements.

Raseaarch is not exempt uﬁdéf 45 CFR 46,101{b)(8).

¥

Golo
Chart 8

September 24 2004

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html
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Chart 8: May the IRB Review Be Done by Expedited
Procedures Under 45 CFR 46.1107*

* tote See orpedded (aview catagornies ang OHRP gudancs
on the use of expadied revew procedures at
BtpLvnva hbs gredohtpepoicysndex hirmitespiedeed for futher

| FromChart2,3,4, 5,6, 007 } infotiation ¢ eupatiad 1o e,

)

Has the rasearch boen
previously reviewed and  |—YES-p
appiovad by the IRB?

Is the review a continuing review?
146 CFR4S 10531}

T 1
NO Nf'
Doan c!+ " Doas the raview volve .
oes the research present no more mingr ehanga in approved YES
than minimal risk 1o human subjecls? resaarch durng the lcne year
and or lass} pertod of approval?
doas the resaarch involve only [15 CFR 46. 102}
procedures Included In categories 1 E
through 7 on tha §ist of calegades of
rasearch thal may be reviewed thraegh NO Y
an expediled reviaw procedure? + Goto
{45 CFR 46 110b}{ 1)} No—» Ghad 9
]
YES
¥ .
is the research classiffed? v Rel;new
[Patageaph (D) of Calegories of [ YES iy bY g
Research That May Be Reviewed By “’E"‘;g?e
an IRB through nn Expedited Review Are y Sci
Procedura neasures requiret. | YES
i in place
NO
to make
—— fisks no [0
Could identification of subjects more
pul tham at risk of criminal of civil thass v
liablilty, of be sodialty or ~YES P nimal? Golo
atonomsically damaging Chart 10
[Paragraph (C) of Calegories.) ] a0

NtO YES
h 4 l' ¥

Resoearch is aligible for IRB review uaroﬁgh eipédlied procedures,

vse of the expedited review procedure, 45 CFRL6.110(2]

Agancy head may restrict, suspend, terinale of choose not (o authordze an Inglitulion’s of IRB's

Seplember 24, 2004

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

Page 9 of 12

4/9/2014




Human Subject Regulations Decision Charts | HHS.gov Page 10 of 12

Chart 9: Can Continuing Review be Done by Expedited
Procedures Under 45 CFR 46,1107

: * Note: Soe srpeciied fesisn tatugories DHRP (ivlance on
From Chari 8 the Ls0 of eupadited feaow prosadures ard cn cortrung revige
st hitgaway brs covichipipoiaydatex aindfoxpedted and

Erontioudng dar fudber informaton o aipediiod rovie
Has tha research baen
previously reviewed Have conditions ¢hanged such
and ap;proved bylhe [~YES yiaiihe resesrch s no longer
1RB us ng{;}xpe;ﬁted oligible foc expedited raviow |y ] Roviow by convenad
procetutes {e.q., protocol change. of : IRB is required.
I axparicnca shows resoarch lo be X r A
F“LO of greatar than minimat risk)?
Have conditlons ehanged lo l ¥
muake the research oligible | IGo to Ghar EBI
{or expedited rovicw under NO 'y
tho applicabllity criterfs l
and calegories 1 through 7 YES
on the list of categores that
may be reviawed by —YES ¥
oxpadiled procedures {e.g.,
rasaarch is within those
categories and experience NO
confins research to be of no
greater than minimal rsk}? Rasoarch is eligible for IRB Haveo any
{45 CFR 464 10{a)} raviaw through expedited additlonal
1 procedures. fisks baon
NO MO dentifled YES
4 sinco IRB
Calegory 8 YES . review at {;1
........ - convene
{a) For s site: mecting?
Is tho research permanently r
closed lo enrofiment of new
subjecis? YES
H it b?nd fated 1 1 [
avo ail subjects comple y
alt 'm[searctlyfelq?led dj?gf;,ﬁ;‘;iﬁfm
in erv:’? d:ons documegied ala
Ones the research at this vES YES ‘3?5;‘{?33 ,e“;e“’;’},’:??
slte remain aclive only for involves no greator
’OF‘Q‘IZL"QI%‘;"?"“P of Uran minimal risk?
! 1
NG NG
¥ - {c} Arls ;he I
remalning
(b} Have no sx:tf:‘}igcgﬁ;}?een enrolted at osearch Category
an -8B A o FNOM h conducted und
b . at this site 5 the research condu under
Ha“eid";%ﬁggg'gg;‘g‘mg?"een ted o an IND or 1DE7
ata
analysis? Seplember 24, 2004

http://www hhs.gov/ohrp/policy/checklists/decisioncharts.html 4/9/2014
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Chart 10: Can Informed Consent Be Waived or Consent
Elements Be Altered Under 45 CFR 46.116{c} or (d}?**

H{Note: i subjects include chikdren o whom 45 GFR part 46,

FromChael 8or 9

Wil \he rasearch or demonstration
project be conductod by or subjoct to
the approval of sfate or Jocai
govermment officials?

[45 CFR 46 116{C)(11}

subparnt D applies, an allernative provision for waiver of
pacental permission might apply. [See 55 CER 46 4080

Y £ 5 e

1
NO
A S

Wilt the research Involve greater than
minimal risk, as defined in Sectlon
AG.102{1)? [45 CFR 4. 116{di{4)}

Is the project designed to study, evalvate, or
othensise examine: {i) Public benafit of
service pragrams, (R) procedures for

obfaining benekis or services under those
programs; {§i} possible ehangos In or
alternatives lo lhose programs or
procedures: or {iv) possible changes in
methods or levels of payment for henelils

or sarvices under those programs?
145 CER 46 136t 1)}

1
NO
¥ NO YES
ts it practicable to YES
conduct the rescarch
without the walver ar
alteration? AR, | Y
HECFRA6 LIGENT) L YESwp]  No walver of 13 it practicable (o
T Informed consent contluel the research
NO aor alteration of [&YES— without the waiver of
¥ consent elements alleration?

Informed consent adverscly
affect iha subjects’ rights and
welfare?

{43 CFRAB,F18{d}2)]

i
NO
h 4

Will waiving or altering the  [=YES#

is allowed.” 115 CFR 40.14645)(2})

Wil pertinent information be provided

Hnformed
16 subjacls later, if appropriate? cansentis not
{46 CTR 46.118{uk4) walved onticely
i
YES
h 4 Y

Waiver of Informed consent o alleralion of consan! elements ks allowed if IRB
docwments {hose findings and approves walver or alteration,

* Note: Siee CHRI guidance on informed consent requitsments in emergoncy research at
hilpdaww. ths.gaviotrp/policyinde hirdifemeigency for further nformation on emergendy tescarch Infarmed eonsent

WANVEF

Seplember 24, 2004

http://'www.hhs.gov/ohrp/policy/checklists/decisioncharts.htm!
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Chart 11; Can Documantation of Informed Consent Be Waived
Under 45 CFR 46,117(c)?

From Chart 10

Would tha consent documen be the
only record linking ihe subject and the
research and would Lhe principal risk be
potential harm resulling lrom a breach
of confidentiafity?
145 CFR 46, 117K
1
MO
¥
Dees the research
present no more than

: minimal risk and IRB may NOT walve
nvalve no proc_edures » the requlrenient for &
YIS ccfe?:s::ti?: :g;::zl‘iy N 1 sigeed consant form
any sublects.
tequired outside the for any sutjec
research contexi?

{45 CFR 48.917(c)(2)}

YES

i investigator will ask
} each subjectif he or
IRB may vaiva the requirement for a ".:E 3::.,‘0{::3 she wants

Seplembaer 24, 2004

slgned f.vonseis'lltJ ;?;r;: sfor sgmao of ali - ocumentation Unde {—-Dv d&wmc;]nlallion‘llltlﬁti;igg
- 45 CFR 46, 117{c)(H) & subject vilh th
research.
I 145 CFR 48, 117(c )1} |
AND |
\
|
, . |
IRB nvay requlre investigalor fo Subject’s wishes will :
provida subjects with & wiiltens govem whethor
stalemenl regarding the + AND Informed consent is
research. doturnented.
146 CFR 48.117(c)] [45 CIR 4513 e 1)

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html 4/9/2014
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H H SgOV U.S. Department of Health & Human Services

Human Subject Regulations Decision Charts

Human Subject Regulations Decision Charts
September 24, 2004

he Offc for Human esearc rgt |ons OHRP% provid the f Ilogv hIC ids as a guide
or inst lé)n(\)fg J rr]ev ! oard atnyrﬁ? aéorrewa ers ? ec n acw}rétryg
artmgent n}ewealll e% Qxﬁ ons a ra Ib?!ﬁf’
comes comment on these deczsmn c arts rt ecisions on t oliowing:

+ whether an aclivity is research that must be reviewed by an IRB
» whether the review may be performed by expedited procedures, and

« whether informed consent or its documentation may be waived.

Considerations

The chartsga %fn anded tg assdst IRB%stht‘;tUtl ns and Ilé?ves %a;ors I!Qtltc?esi,r ?}( " %Iﬁm?h ;

E’hrgcr%ﬁftex appqlc:ﬁ)le reugsu at%?‘y:s lEn‘ovs onss qgsbe consi erg um making final eusio?\s .

! @g%&#?r tﬁfe ”egasa”' gge%%éﬁ ‘éaatégnsaflgg 5‘%0”‘*8'3 Closal for pagticular
u ance by Opl invi es inquiries for a |ona nform

B e 0 RG AT ES g U e mentr fhalday B ppse S b e otanadians suges the
governments.

Chart 1: Is an Activity Research Involving Human Subjects?

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

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

Qgrt ﬂ)r% %sé%aetri}gﬁsfon 4|5 CFR 46.101(b)(2) or {(b)(3) (for Tests, Surveys, Interviews, Public

hart 5: D?es Exe;nptlon 45 CFR 46.101(b)(4) (for Existing Data, Documents, Records and
pecimens

Chart 6: Does Exemption 45 CFR 46.101(b}(5) (for Public Benefit or Service Programs) Apply?
Chart 7: Does Exemption 45 CFR 46.101(b)(6) (for Food Taste and Acceptance Studies) Apply?
Chart 8: May the IRB Review Be Done by Expedited Procedures?

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

ggir{bl(({)j:)yay Inforimed Consent Be Waived or Consent Elements Be Altered under 45 CFR

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

hitp://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html 4/9/2014
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Chart 1: Is an Activity Research Involving Human Subjects
Covered by 45 CFR part 467

Is the aclivity a systemalic
invesligation designed to develop of
caontribute to generalizable
knowledge? (45 GFR 46.102(d))

T
YES
h 4

Activity is research. Does the

informatlon about living
Individuals? {45 CTR 1610241

!
YES

4

Does the research Involve
Interventiaon or interaction with the
individuals?

research involve oblalning e NO—3]  human subdjects, and 45 CFR part 46

—NO-»

{45 GER 45.302(){1). {2)]

September 24, 2004

Activily i5 not research, s0 45
NG ) CFR part 46 does noi apply.

The research is not research involving

doas not apply.

A A
NO
i

Is the information
Individually idenlifiable
{i.e., he identity of the
subject is or may readily be NO
ascertaingd by the
invastigaior or assoclated

YES with the information)?
¥ 46 CFR 48.102(1)(2}]
Activity is research !
invalving human YES BuT
subjects. Is it * -
conducted or YES Is the infosaation privale? {(About
supportod by HHS? behavior thal occurs In a context in - | BUT
{46 CFR 46 101 (s} )i which an individual can reasonably
I ] expaci that no observation or recording
YES is taking place, or provided for spacific
NO + purposes by an individual and which the
Unless exemnpl Individual can reasonahly expect will not
Is the vrder 45 CFR be made public.) (45 CFR 48.10242)
research 46.101(),
covered by 45 CFR part 48,
an subpart & =
applicable [—YES |requirements apply —---~—-—--»-)| Qoto Charl 2 I
OHRP E: the reseqrih.
anprovad $ appropriale,
aspa}:.!rance subparl B, C, and AND
erealed [ requirements l
undar 45 also apply. ¥ ¥
CFR Olher Federal, State and local laws andlar
46,1032 NO : requiations may apply to the aclivity.
: {45 CFR 45,3011}

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html]
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Chart 2: s the Research Involving Human Subjects Eligible

Fronm Chaat 1

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

Has BHS prohibited exemplion of the human subjects resaearch?
(All rescarch involving prisoners, sone research invelving children )

{Foutnota 110 45 CFR £6.101140). 45 CTR 48 A0 1)

]
NO
¥

Will the only** Involvement of human subjects
be in ang or mora of the following categories?

* “Only” maans thal no non-
exempl activities are fnvolved,

Research thal inchrdes axempt and
non-exampt aclivitles is aot exempt.

h
Ressarch conducied In established or o
commonly accepled educalional L VES ) cggi’g";gﬂg}? 1y L) Goto
seltings, involving normal education m 'a ) “FChart 3
practices? Y 3PPy
1
ANDIGR
h 4
Research involving the use of " o —
educational fests, strvey | vEs Cz%mféﬁnb ;;)%’;R |, Gole
procedures, interview procedures, (b}(ﬂ) o ool Chart 4
or obsorvation of publle behavior? Y appry.
I
ANDIOR
ves invelv N il
Research involving collaction or study
of existing data, documents, records. | e | CE&%{;":E‘(S}F{"‘) .| Goto
or patiwlogical or diagnostic wa ‘a h T Chat b
specimens? ¥ apeiy.
1
ANDIOR
h 4
Research studying, evaluating, or Exarmplion 45 Goto
axamining public benefit or service [—YES#] CFR 46.101{b}5) [—» Chart 6
programs? may apply.
1
ANDIOR
h 4
Resesarch Invalving taste and food Exemption 45 Goio
Gualily evaluation or eansumer  |—YES»] CFR 46.101{b}{6) |—» Chan 7
acceplance sludfes? may apply.
|
NO
h ¥
No exersptions lo 45 CFR parl 46 apply. Goto
Provisions of 45 CFR subpar! A apply, and subpants B, Cand D » Chart 8
also apply if subjects are from covered vulnerable populations,

http:/fwww . hhs,gov/ohrp/policy/checklists/decisioncharts.html
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Chart 3: Does Exemption 45 CFR 46.101({b){1)
{for Educational Settings) Apply?

From Charl 2

y

Is the research only
conducted in established or
commonly accopted

educational settings? "
; vy Research is nol exempl Golo
é::{:lc;g?;nagng‘goi;gg'elz?lel“:?;% O under 45 CFR 46.101{b)(1). Chart 8
Include other sites where £
sducational aclivities
regularly accur.)

| NO
YES

)

Doas the research study involve
only normaf education
practices? (Such as research on
regular and special education
Inslruclional stralagios, or
research on effoctiveness of or the
comparison among Instructional
lachniques, curricuta, of
classroom managemenl methods.)

Y

YES

1

Research is exampt under
45 CFR 48.101(b}1) from all
45 CFR parl 46
tequirements,

September 24, 2004

http:/fwww.hhs.gov/ohrp/policy/checklists/decisioncharts.html 4/9/2014
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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?
Doss the Does _!t‘.e {s the information oblaingd recorded i such
research rese;x‘rkcth m\:o!ve » a!n;ar;ne!r L’nal: hun:ian su:a]gc!sl rc:._‘a‘n l;ek ‘
. K chiktran o | entified. directly or irough identifiers tinked
"t‘l“"g;:’:: Og?' YESPY vom 45 CFR [0 to the subjects;
aduca !g:na f pan 46, s'ubparl and
tosts, Survey D applias? could any dfsc!c_)sure of the human subjects’
' dures l tesponses oulside the resaarch reasonably
procetiures, place the subjects at risk of criminal or civil
inferview YES Tiability o be damaging to the subjects’
proccic:’ures, # financial standing. employabilily, or
observation Daes the research —NO W I’GDU[BHOH?
of public involve survey T
hehavler? proceduras, infarview YES
Jures, of h 4
observation of public Research is not
behavlos where e f—=YES-® oxempt under 45
Invesligator CFR 46.104(b){2}.
participates in the ¥
activities baing tHowever, the 45 CFR 46.101(B)(3)
observed? axemption might apply. NO
|46 CFR 46401} ¥

Are the human subjects efected or
NO appointed public officlals of
candidates for public office?
{Applies to senlor oificials, such as
mayor of schiool supedntendent, rather
than a polica officer of teacher.}

N;(? ‘L
k Does any Federal stalute ﬁﬁ:ii;’ﬁ::;zt
requice without exception that
(— | Reselarg!; :54 gocl; g;e‘“i" NO the confidentialily of personally 45 CFR
— 45 g‘t " e tdantifiable Informaation wit be YES | 48.100b)2)
6.101(0X2) or (B)(3). maintalned troughout the axemplion
from 45 CFR

research and thereafter?
- part 48

i 4
2 YES requiratngnts.
Golo ¥ L4
Charl 8 Research is exempl under 45 CFR 46.101(B)(H

from all 45 CFR part 46 requirements.

Saptembaer 24, 2004

et b seviohra/molicv/checklists/decisioncharts.html 4/9/2014
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Chart 5: Does Exemption 45 CFR 46.101(b)(4)
{for Existing Data Documents and Specimens) Apply?

From Charl 2

¥

Docs the research involve only the collection or
study of existing data, documents, racords,
pathological spacimens, of diagnostic
spucimens? *

{"Existing” means existing hefore the research is
proposed o an Institutionat official or the IRB lo
determine whelner lhe ressarch is exempl.}

|

YES

l

Are these sources VES »

publicly available? Research is
| exempl undef
NO 45 CFR
NO 46.101{b){4) from
l all 45 CFR part
46 erqulrements.

Will information be racorded
by the investigatorin such a
manner that the subjocts
cannol be Identifiad, directly | YES—
or through identiflers linked to
the subjetts?
1
NO
. ¥
Rosaearch is nol axempt undor 456 CFR Goto
46, 104(b){4) from 45 CFR pan 48 Chan 8
requirements, -

h

* jiole: See OHRP guidance on research usa of slored data or tissuas and on stem calis al
Fligriawew. hihg. govietiop/policyAndex himiEsissues and Estem, and 00 Gogad tata or spacimens al #ecded for Jurlber

Information on those fopics.
September 24, 2004

Loren T eomamas hhe onv/ohrn/nolicv/checklists/decisioncharts. hitmi 41972014
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Chart 6: Does Exemption 45 CFR 46.101(b)}(5)
(for Public Benefit or Service Programs) Apply?

|

Is he research ar demonslration project conducted of
approved by he Department of Agency Head?

1
YES

Doas the research or demanslralion project
involve only the study, evaluation, or
examination of.

v

1
NO
¥
Procedures fof oblalning banafits or servicas
under public bonafit or service programs;
NO 1
NO
¥
Possible ehanges in or alternatives {0
public benefit o service programs or to
procadures for oblaining henefits or seivices
under pubfic benefit or service programs;

T
NO
¥
Possitle changes in methads or fovels of

public hanefil or service pragrams?
i
NO
. ¥

(_.._ l " Research is no! exerpt under 45 CFR46.101{I))(5). J——-——b C?l?:rl;)B

r Public beneafit or service prograns, l———VES—+

L YES—p] Researchis

e Y ES e

paymient for bengfits or services under those p——YES—

exempt under 45
CFR 45, 101{bHS)
from alt 45 CFR
past A8
raquiremants

* Note: See OHRP guilance on gxamplicns al hilp Phearee s grecimppelisyindss htnstersmpt for futbhet descriptitn

ol yeruikaments for [nis exgmplion.

September 24, 2004

L oo bho saviohrp/policy/checklists/decisioncharts.html
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Chart 7: Does Exemption 45 CFR 46.101(b)(6}
(for Food Taste and Acceptance Studies) Apply?

From Chart 2

Y

Does the research involve only a (asle and food
quality evaluation or a food consumer acceplance
sludy?

I
YES

¥

Are wholesome foads withoul
additives consumad?

YES snmmm e

NIO Research 5 exempt
+ under 456 CFR
. A e 46.101(b)(6) from
ts food consumed that contalns ali45 CFR part 46
: a food ngredisnt, agricultural requlrements.
NOQ chemical, or environmental
contaminant at or below the
tevel found o be safe by the
Food and Drug Administration or p— YES——p]
approved by the Environmental
Protection Agency or the Food
Safety and Inspeclion Service of
the U.S, Department of
Agricifture?

[
NO

¥ ¥

Ressarch ls'hot éxempt under 45 CFR 46'.'1('ﬁ{b)(6}‘

k 4
Golo
Charl 8

September 24 2004

Tt time Hararar hhe anviahranimnlicvichecklicta/deciciancharie himl 4/9/2014
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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 [he research involva only a taste and food

quality evaluation or a food consumer ageeplance
study?

|
YES
¥

Are wholesome foods withoul
additives consumed?

YES ]

NtO Research is exempt
+ under 45 CFR
" e 458.101{b){6) from
all 45 CFR par 46
requlrements.

Is food cansumed thaf contains
a food ingredlent, agricultural
NO chemical, or environmental
contaminant at or below the
lavel found (o be safe by the
Foud and Dug Administration or - YES ———p
approved by the Environmental
Proteclion Agency or the Food
Safely and Inspection Sarvicae of
(he U.S, Depadment of
Agricullure?

|
NO

' v _

Resea'rch is not exempt ueder 456 GFR 46,101{b){6}

Golo
Chart 8

September 24 2004

DU 7 P I rmv/nhrn/nn]icv/check}iStS/dﬁCiSiOilChartS.html 4/9/2014
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Chart 8: May the IRB Review Be Done hy Expedited
Procedures Under 45 CFR 46.1107*

* neter S0 ORROTRED raview talsjerss and OHRP qudante

anihe use of expadded review procedures at
Nitgedamne hbs GO o POt syindex Hmdies perfited far further

I Erom Chart 2, 3, 4.5, 6, 0f TJ irdnnmation ¢n expad tad toviev.
Has the research been o
previously reviewed and  [—YES-» 'a the rew;:; E‘F%iﬁ%ﬂﬁg reviow?
approvad by the (RB? r o
] NG
NG ¥
¥ [~ Doas the reeiey SONE 8
Dogs tha research present no mare wilner change in approved YES
than minimal risk to hurean sublects? research duning the {one year
an or tess) period of approval?
does 1he research Involve only [45 CFR 26.$10(0% 2}
procedures Included in eategories 1 ‘ T
through 7 on the list of calagories of
rasearch that may ba reviewsd through NO LY
an expedited revlaw procedura? ¥ Goto
{45 CFR M; [ROICY RN NG ) Chad 9
YES
¥ »
5 the research classified? - RE’;‘B“"
[Patagraph {D} of Categorlesof [T —YEG 3: d
Research That May Be Reviewed By convg?e
an IRB through an Expedited Review Are r;;{u.": 4
. i
Procedure.] measures YES
| in place
NO
: omike Lnor
Coutd identifisation of subjecis mare
ot them at risk of criminat o civil than R
flabilly, or be soclatty o FYESH yinimat? Golo
economically damaglng Ghat 10
{Paragraph (G} of Calegories.} l A
NIO ) YES
} ]

¥

Research Is eligible far IRB review through expedited pmcedures.‘
Agency head may resticl, suspend, lenminate of choose not 1o authorlze an nstitution's or IRB's
use of the expadited review procedure, 145 CFR 46, 110{0}}

Saplember 24, 2004

I g 1 aeleliste/decisioncharts. hitmb

Page 9 of 12
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Chart 9: Can Continui
Procedures

Erom Charl 8

ng Review be Done by Expedited
Under 45 CFR 46.

1107

* poter Sae expilited reviey valegedles. DHRP gaidance cn
1o us2 of onpaditad rDiaw prosecures acd of eonirung raview
zt hrip:-'.'-.v.v.v.hhs.go‘mhrg'r.‘rolscs'dndaxhur.-l.'v‘e):pedmd and
Egantnuing f fulner iformaton o o spagiad foview.

Has the research been
previously reviewed Have conditions changed such
and approved "E;I“‘Z [~YESH atihe research Is no longer ,
IRE "5’“%‘”“”’? e eligible for expedited reviow | yeay ] Roviow by convened
pracedures {e.g., piotocol change, ot IRB is required,
T oxparience shows research to be U Y
N‘S) of greater thav mintmat risk)?
Have condilions changed lo l Y,
make the research eliglble ‘Go 1o Gharl 'ml
Tor expodiled raview under NO Y
the appilcability criteria l
and cufggon’es H th:pugh 7 - vES
on the Bt of categories that
may be reviewed by —YES 3
expadiled procedures (e g.,
research Is within those
categoiles and experience NO
confiems research fo he of no
greqter than minknat dsky? Research is eligible for iIRB Have any
[45 GFR 46.410(a)] review lhrough expediled additonsi
NtO procedures. r}{sﬁks El]:iéao(;‘
onlifie e
Y +NO—| cince IRB YES
Category 8 roview &t a
...... ?l Y ES convened
{a) For this sile: meeting?
ts the resoarch permanently yy
closed to enrollient of pow s
subjecls? YES
f b?nd lat l L E
Have all subjects complated
all ressarcirrelated d;:g:,ﬁ:‘%ﬁ?m
'“‘3“:;“'0“5? documented al a
Dues the research at this YES YES °3,’;}‘?{‘§?§;§§Eg§?
site reenain active only for mvolvas no grealer
fcncrttmjgﬁgg-vp of than misimal risk?
¢3
T t
NO NO
X {c) Ace the
remalnin I
{b) Have no subjects been enrofled at feseﬂrtlzl? Catagory D
this sge? NO aclvifies NO W
an —NO® 4t this site [N ™15 Lk veseareh condusted und
Have no additional (8ks _beon a s S0 s Lhe research condugied Urdsr
Identified anywhere? ""’(}ﬁg to an IND or IDE?
analysis? Saplamber 24, 2004

S T e 1 s lehaekd ofe/decisioncharts. himl
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Chart 10: Can Informed Consent Be Waived or Consent
Eiements Be Altered Under 45 CFR 46.116(c) or (d)?**

#+{Note: If suljecls include chitdren lo
subpart D applies, an allamalive provision for walver of
From Charl 8 o¢ 9 paranital permission might apply. (Sav 45 CER 46458}

Is the projest designed 1o siudy, evaluate, or
olherwise examine: (i) Public benafit of
service programs; (B) procedures for

obtalning benefits or services under thase

| ES— programs:; (i) possible changes inor

Will the resaarch or demonstralion
project be conductad by or subjocl o
{he approval of stafe or locat
government officlals?

{5 CFR 46.116{}{111 alternalives to those programs o
T procedures; of (v} possible changes in
NO methods or levels of payment for benefils
b, A o or sandeas wnder those programs?
Wil the research invalve grealer than e WSCRRAD PR
minlmal fisk, as defined in Section
46.102(1)7 (15 CFR 461161}
T .
NG
¥ l NO YES
ls it practicable to YES
sondhset the research l
withou! the walver or
alteration? ¥ Y NIV, AN
145 CFR 4G, 1681 b YES e Mo walver of ts It practicabie o
] T " informed consent cenduc! the research
NO or alteration of 14 YES—] without the walver of
h 4 copsenl elaments alleration?
Will walving or allering the  {=<YES# 18 allowed.* [45 GFR 46.116{63(2)
informed consenl adversely
affect tha subjects’ rights and ‘I
welfare?
145 CFR"I'I;J 1ady NO @ lo Chart 11
i
NO
¥ NG
Will pertingnt Inforntation be provided If informed
1o subjects fater, if appropriate? cansent [s not
[45 CER 45, 09} walved antirely
T
YES
h ¥
Waiver of informed consenlof 8

lteration of consent alements ks allowed if IRB
documents thess findings and approves walver or alteration,

" Nole: See OHRP quidarce on informed conseal reatirements kn emergency resedrch 4
htlp:’.’.t.f\w.f.ths.gc-v:‘ot':p.fpn?:cy.“mdex.hur.lh‘-:murgmcy To¢ furthor infarmadion on eniefgancy rosgarch Informed consant
wavel

Seplember 24, 2004

g L ateldepicionchatts. himl

whom 45 CFR part 46,

Page 11 of 12
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Chart 11: Can Documentation of Informed Consent Be Walved
Under 45 CFR 46.117(c)?

From Chart 10

Would the consont document be the
anty record Fnking the subject and the
research and would the principal risk be
potantial harm resulling from a breach
of confidentiality?

(45 CFR AG.117(cK1)]

{
NO
¥
Does the research
present no more than
' mii\nimal fisk agd IRB may NOT walve
involve no pracedyres lhe reauirement
: Nyt quirement for a
VES for which writlen Y signed consant form
consent is normaily for any subjecla
required oulside the '
research context?
{45 CFR 46.517(03(2])
YES
] ‘L Invastigator will ask
T each subjectifhe or
IRB may walve ha requirement for a Hisgjztog? sha wanis
slgned consent form for some oF afl  acumantation Under documentation inking
subjects. 45 CFR £6.117(CHD) the S\r::ls:;ir:;lh the
l [45 CFR 48,147}

AND

» e - N, S —
IRB may require investigalor o Sublert’s wishes will
provide subjacts with & writlen govern whether
statement regarding the l¢————AND informed consent is
research, documented.
{45 GFR 46.117(2)] {45 CPR 48.137(cH 1)}

Seplambar 24, 2004

P TR TP 7 DAL DR My S M By |

Page 12 of 12
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H H S gOV U.S. Department of Health & Human Services

Human Subject Regulations Decision Charts

Human Subject Regulations Decision Charts

September 24, 2004
g e R R [RHE Iy
(e puoMng, e s ETER e

ct h § g
and, Human Seryices (H
welcomes comment on these deglsmn charts. [i'\fle chatts z} ecisions on t owing:

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

Considerations

intended to assist IRBs, institutions and investigators in their decision-maki
t\ dqas su st?,tutes a thg a2k &SP cn Lm%,n'g%hat

Tpgcghargag?rs%ou nqt be us ¢ onsulting the regulations
Phe flﬁFtex 0 appqlcé)ble regeﬁatory provislons éimﬂﬁ e cogns:c?ere in making finai decisions.
These charts are necessarily genera izations apd, ma t be specific epough for particular

i Other. gu] ea/ocu nts ar vﬂ l"'ep%eg% ? ' tSR Poli
%:‘:Ellilggr?gesby oepig. OﬁB\% invi’ce:?fll?aquir‘?e(se oraaggfgona?in orom%pt%:r!w.‘c Popl 5 8 ﬁ E) ey

do ddress ujrements th be imposed t t]

The charts do not address requifement? fRaiIRe of Jropesed by, other organizalions: G the
governments.
Chart 1: Is an Activity Research Involving Human Subjects?
Chart 2: Is the Human Subjects Research Eligible for Exemption?
Chart 3: Does Exemption 45 CFR 46.101(b)(1) (for Educational Settings) Apply?

%gﬁrt 4. %%es exemRSion 45 ?CFR 46.101(b)(2) or (b)(3) (for Tests, Surveys, Interviews, Public

avior Observatioh) Apply?

(S“Bg(r:ll;rgén% egp%)fye{nption 45 CFR 46.101(b){4) (for Existing Data, Documents, Records and

Chart 6: Does Exemption 45 CFR 46,101(b)(5) (for Public Benefit or Service Programs) Apply?
Chart 7: Does Exemption 45 CFR 46,101(b)(6) (for Food Taste and Acceptance Studies) Apply?
Chart 8: May the IRB Review Be Done by Expedited Procedures?

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

ggaﬁg&)gflay Informed Consent Be Waived or Consent Elements Be Altered under 45 CFR

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

S g T el lieteldecicioncharts. himl 4/9/2014
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Chart 1: 1s an Activity Research Involving Human Subjects

Covered by 45 CFR part 467

Is the aclivily a sysiematic

investigation designed to develop of

conlribute 1o ganeraiizable
knowledge? (45 CFR 46.102(d)}

1
YES
h 4

Acthity is reseaech, Does the
research Invelve obtaining
information about living

Individuals? (45 CER 46.502i0)

MO

Seplember 24, 2004

Aclivity is not research, so 45
CFR part 46 does not apply.

—— N O]

The research is nol research ivolving

i
YES

Does the research involve
intervention or interaction with the

{45 CFR 46,1020)1). (21

- (i.e., the idanlity of the
individuals? NO-»-

human subjects, and 45 CFR pant 46
doas nol apply.
*. h
NO
§
1s the informatioa

individually identifiable

subject Is or may readily be

BUT

ascerained by the NO
T invastigator of assotiated
YES with the informatlon)?
¥ [45 CFR 46.102(1}{2)]
Activity is ressarch '
involving human YiS
subjects. 1sft
conducied or —YES ts the nfornation private? {About
supported by HHS? behavior that octurs in a context in
(45 CFR 451010 1 which an individual can reasonably
l [ expadt lhal no obhservation or tecording
YES is taking place, or provided for specific
NO ¥ purposes by an individyal and which the
Unless exompt Individuat ean reasonubly expact will not
o the under 45 CFR be mtade public.) (45 CFRA8.102IHAN
rosearch 48.101{l).
sovered by 45 OFR part 48,
an subparl A - _
applicable L.yES #]requirements apply —————br Goto Chart 2 J
OHRP {o the rescz‘trch.
approvad As appropriale, l
assurance subparl B, C, and AND
created [ requirernents ;
undar 45 atso apply. Y Y
CFR RO N 4
46.1037 - » regulatlons may apply fo he activity.

Other Federal, State and locat laws and!o;l

[4% CFRA48.301{N)

R T T T e |

Page 2 of 12
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Chart 2: 1s the Research involving Human Subjects Eligible

for Exemption Under 46 CFR 46.101(b)7
Y Sepltomber 24, 2004

Has HHS prohibiled exemplion of the human subjecls resaarch?
(Al research involving prisoners, some aseafch lnvolving chitdren.)
{Fosmete 11045 CFRAG.101(). 45 CFR A6 A1)

i
N$ oy means that no A0N-
* il the only** invoivement of human subjects Re?;‘:::%ﬁgmgi:éf :::::;";d:;n ¢
be In one ar more of (he fotiowing ca eqofies? nonexempt actvilas is ot exempt

*
Research conducted In established or] : e
commenlty acceprededucaliunal YES 4 ngeﬁpggag% 1 Goto
sotlings, Invoiing poratal education A -a ) H"{chart 3
praclices? y apply- * .
T
ANDIOR
Research ivolving the use of Exerrgtion 45 CFR
educalionat tests, survey | vesyl 46105 or Gole
procedures, Interview procedures, > (b}{é) iy a0ty Chart 4
or observailon of public behavior? }nay PPy
ANDIOR
ves R ch lavolv N Heoti o
esearch Involving collestion or study =
Exemption 45
of existing dala, documents, records. | T AR 1 Goto
or palholog‘ecalordiagnostic YES (”Fﬁ‘:?';m;}’m) Chart 5
specimens? ¥ apply. S
]
ANDIOR
b 4
Research studying, evatuating, or Exemption 45 Go to
exanining pubiic benefit or service |—YES GER 46 1071{L3(3) ¥ char 6
programs? may apply.
¥
ANDIOR
h 4
Resgasch fnvalving {aste and food Examplion 45 Golta
guality evaluation of consumer | YES ] GFR 46 101{0D38) =" chart 7
acceplance studios? wray apply. L___.
i
MO
L 4 ¥
No exempllons to 46 CFR port 46 apply. “EE;TJT
Provisions of 45 CFR subpart A apply, and subparts g, CandD | - Chart 8
also apply if subjecls are from covered vulnerable popuialions. !

ey tar gt akarte him] 41942014
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Chart 3: Does Exemption 45 CFR 46.101(b){1)
(for Educational Settings) Apply?

From Chart 2

it

15 the research only
conducted in established or
commonly accepled

educational seitings? Research Is nol exempl
{ncluding but not limited to N =J undet 45 CFR 46104 (b)(1).

v

Goto
Charl 8

schools and colleges. May
includs plher sites whare
educational activilies
requiary ocour.}

i NO

[

YES

|

Does the research study involve
enly normal education
practices? (Suchas research on
reqular and special educallon
Instructionyl strategles, of
resaarch on effectiveness of or the
comparison among Insteuclional
technigues, curricuta, or
classroom management methods.)

YES

|

Research is exarmpt undar
45 CFR 46.104{b)}{1} from all
435 CFR part 46
raquirements,

Septemher 24, 2004

L - N TC T TE B PV 2 DHURL UL R S, A SOUY |
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Human Subject Regulations Decision Charts | HHS.gov

Chart 4: Does Exem
{for Tests, Surveys, intervi

ption 45 CFR 46.101(b)(2) or {b}(3}
ews, Public Behavior Observation)

Apply?
From Chart 4
Does Ihg 15 the information oblatnad recorded in such
{rje(;éez:lc\a resaialrﬁh ln\:ctve y atf;';ar;ner lha[: hun:lan su::jzctsl ?an ?ek o
ciilidren to entified. ditectly ot hrough idenlifiess liake
involeo only FYESH ynom 45 CFR O o the sub]egcts;
the use o: part 48, subparl and
educational b applies? could any disclosure of the human subjects’
tosts, survey responses oulside the sesearch reasonably
e rocedlvtres, place the subjecls at risk of crimingl or civil
nterview YES llablity or be dambging o e subjects”
pmc'::i"ms‘ financiat standing, amployability, or
obsarvation Does the research  -NO¥, reputation?
of public {nwoive survey T
behavlor? procediras, interview YES
procadutes, 6f h 4
abservallon of public Reseacch Is not
behavior whare the  F—YES-3 axsmpt under 45
invastigator CFR 48.101(b}(2).
participates in tha T
aclivities belng Howevwer, le 45 CFR 46,101 (b}3)
ohsarved? pxemption mighl appiy. NG
48 CFR 48 ABBY h 4
Are the human subjacls elected o¢
NG appolmted public officials ot

mayor or sehoot superintendent, raler

sandidates for public office?
{Applies to senlor officials, such as

than a police officer ar teather.)

N&) ‘L
X Deas any Federal stalute ﬁg:i:’&::c:;
require wilhout exception that ’
Resear;h Ijg%ﬁéemm NO the confidentiality of personally |, 45CFR
_ naer w1 Identifiabla information vt be | 7 ES | 46.101(b)2)
46.101(b)(2) or (B)(3)- maintained throughout the axampllan
research end thareafter? from 45 CFR
) . part 46
¥ YéS raqulrements,
Golo ¥ P
Chart 8 Resoaroh Is exempt under 45 CFR 48.104b){3)
from all 45 CFR pant 48 requirernents.
September 24, 2004
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Human Subject Regulations Decision Charts | HHS.gov

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

From Chal 2

specimens? *

Dooes the research involve only ke colleclion or
study of existing data, documents, secords,
pathological specimens, or dlagnostic

{"Exlsting” means exlsting before lke research is
proposed to an institullonal official or the IRBte
determine whether Ihe research is exempl}

YES

|

Are these s5ources
publicly avaffable?

NO

NO l

YEG e—r—ip]
Researchis
exempt undet
45 CFR
46.104({b){4} from
all 45 CFR part

Wik information be recorded
hy the investigatorin such a
mannet that tha subjects
cannol be identified, ditectly
ar through identifiers linked to
ha subjects?

46 requirements,

——YES—F

i
NO
¥ ¥

requiraments.

Research ks not axempt under 45 CFR
48,10:4{b)(4) from 45 CFR part 48

" Gote
Chart 8

2

* {ole; Sac OHRP guldance on tesearch use of stored data of fizkuss and on stem ceils al
Rl e ibs. povinhrplgofieyindex himiffssues end #stem, and vn codst data oF speciens al ecded i halhar

I{ormalion on thase lopics,

Seplember 24, 2004
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Human Subject Regulations Decision Charts | HHS.gov

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

approved by the Departmsnt o7 Agency Head?

is the research or demonstlration project carducted of

L

i
YES

Does the research of demanstration project
rwalve anly the study, evaluation, or
axamination of;

!

i Public benefit or sarvice programs, J———-YES-—-»-

|
NO
+
Procedures lor obialning bensfils or sarvices
undar public benafil o7 service rograme,
|
NO
¥
Possible changes In or alternatives to
public beneft o sarvice programs or {0
procodures foe oblatning benefits of services
under public banefit or service programs,
]
NO
¥

Passible changss in methods or lovels of

public benefit of satvice programs’?

I
NQ

¥

| vES—pf Researchis

e Y 2 5 P}

payment for beneiits of services under those f——YES—»

r Reseémhis not exerpl under 45 GFR 43.101(b)(5

)' l , Geto
' Chart 8

* Hote: Soe OHRI (uilancs on exemplions alllin Fuusteri s GG

of retpiements for bis axeaIPLion.

exempt under 45
CFR 46,101{L)5)
fromt alt 45 GFR
part 46
raquiraments.*

‘ecticpinda hled Paxsmpl fot fuilthet descripion

September 24, 2004
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Human Subject Regulations Decision Charts | HIIS.gov Page 8 of 12

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

From Chart 2

¥
Does the resaarch involve only a fasfe and food
guality evaluation ¢r a food constner acceplance
study?
]
YES

¥

Are wholasome foods without
additives consumed?

YE S memmn

Nlo Research Is exempt
* under 45 CFR
e e _ : 48.101(b)(6} from
1s food consumed that caontalns ali 45 CFR part 46
a8 food ingredlent, agricultural requlrements.
NO chemical, or environmental
contaminant at or below the
level found (o be safe by the
Food and Drug Adniinistration arj— VES ——ip]
approvad by the Environmantat
Protection Agency or the Faeod
Safety and Inspeclion Service of
the U.S. Depariment of
Agricutture?

{
NO

v +
Reasearch is not exempt uader 45 GER 46, 10H{D){6).

¥
Golo
Charl 8

Seplember 24 2004
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Human Subject Regulations Decision Charts | HHS.gov Page 9 of 12

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

* lepler See oppodied ey catagenias ang OHRP gucants

@n Whe use ol expadied fevs ¢ procedures al
i hhs.gmrohzrﬁpoicy'.'\lxiex W erpesded for (alber

Fom Chart 2, 3,4,5,86, orll information ¢a expdlad resie.
Has (he research hee ,
praviously rev;:wed a?*.d L VES-p Is he review a continuing review?
approved by he IRB? 5 CFRT“GM"
N|0 NO
Does the revievi invelve a
Doss the research present no more mtnor cha;gg i approved YES
than minimal risk lcc.i hunzan sublects? rese%afch durigdg n;e fona year
an or tess} period of approval?
does the research involve only {4?8?12 46.110{{?);;)2}}
procedures included in categories ¥ 1
{hrough T on the Jist of calegories of
regearch "“:11 n:;w bT raviewmclilhf%ugh NO ”
an expedited revlaw procadure Coto
p[?lsCFR A& 1HDY )| i’— Chofl 9
. b N O &
YES
¥ .
Is the resaarch classified? ; Re:ew
tParagraph (D) of Calegories of YEGm——$] WV d
f1esearch That May 8e Reviewad By m?_\:’gm
an IRB through an Expedited Review Are rc:quirlesd
: y -1 YE
| Proceldure‘] Measuras 8
in ptace
NO
Y . e [0
Could identification of subjecs mare
put them at risk of critinal of ¢lvit than |
Habliity, or be soclally or -YES®! intmal? Cot
aconomically damaging : - o i‘:; 0
(Paragraph (C) of Categories.] jad
NiO ) YES
¥ v \

Resarch is eligible for IRB review through expedited procedures.
Agency head may restricl, suspend, terminate or choose ot fo authorize an Institvlien's or IRB'S
use of the expadited review procadure, |45 CFR 36,110

September 24. 2004
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Human Subject Regulations Decision Charts | HHS.gov

Chart 9: Can Continuing Review be Done by Expedited
Procedures Under 45 CFR 46,1107

e DHRP (Hisatcd on

From Chart 8 “3ote oo orpediied revieNy
the Lso of orpediled rovew ore
at httpridawer bhe g prpckeyindex ninddexpediod ard

o5 20 OF SORITu T Ievis s
46
Seontmidag fat furter isformatinn g0 o1padivt [

Hag the research baen
previously reviewed Have conditions ¢han
ged such
Ia““ approved *’g ha YES® ot he researcl Is no fonger . .
RB "5‘*‘9;’“"' itodt eligible for expodiied review | ype f Rovicw by cenvenad
procadures? (2.4., protocal change. of - IRB is required.
l«[o expericact shows research to be 'y A
;Y of grenter than minimal risk)?
Have condilions changed to I X
ravke ths research eligible |Go {a Chart l(}l
for expedited reviow under NO Y
tho applicability criteria l
and categories 1 through ¥ YES
on the list of categories that
may be reviewsd by —YES ¥
axpedifed procedures {e.q.,
rasaarch 15 within those
calegosies and experianca NO
confircis research to be of no
grealer than minimal fsky? Reseatch is aligibls for IRB Have any
{45 Pt 46.110{a)] review Iheough expedited additional
N’O procedures. r;‘jks l_bﬂeﬁé‘
onblie
Y +NO~] cince IRB YES
Category 8 vevicw ata
_gr} —YES P convened
(a) For Ihjs site: eeting?
Is the rosearch permancnily ¥
closed to enrafiment of new
subjecls? . YES
I ba”d lated i T i
Have all subjests complete a1
alf resparcherelated dg;:,%;%ﬁgw
intgrventions? documenlsd 2l &
an . e
Does the research at this YES YES e ?;23;:3?
site remain active only for nvolves no grealar
Fong-term faflow-up of than minlmal risk?
subjecia?
T 1
MO NO
) ¥ ) {t) Ara the ]
{b) Have no suhjects heen enrofied at r:zggglglg? Category §
his site? NO acbviies | o hitd
an L NOp] B9THES L0 X
Have ro addilional risks been ‘,';l[:“;‘l'é’dsig’ Is tho mﬁf’{ﬁ%ﬁ}“{é’é}fd undler
identified anywhera? dala d
analysis? Seplermber 24, 2604

Page 10 of 12
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Human Subject Regulations Decision Charts | HHS.gov

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

fiNote: 17 subjects include children (o whant 45 GFR parl 46,
subpart D applies, an altemative provision for walver of
parenlal peratssion might apply. (620 ¢5 CFRAS ALB(oH)

From Chart8or 9

is the project designad to study, evaluatg. or
olherwise examine: (§) Public henehl of

Wil the tesearch or demonstration
preject be condueted by or subject to service grograms, (i) procedures for
the approvat of state or local oblaining benelite ar senices under those
governmen! officials? | . YES—p pwgrauls:_[ﬂl} possibie changes in or
[45 CFR 4B 11B{E}(1) alternatives to those programs oF
T procedures: of (W) pessible changes In
NG methods or levels of payment for benefits
h S or services yndar those programs?
Wil the research lwolve greater than i ____iab e Jf‘_ﬂﬁtﬁ)ﬂ)l__
minimal tisk, as defingd In Section
46, 10207 [45 CFR 46 116{{1]
1
NO
hd ! NO YES
Is it practicabfe o YES
conduct the rosearch 1
without Ihe walver or
alteration? Y ¥ - . S
145 CFR £6.116{03 30 YESwmp] Mowalver of 15 it practicabloto
— infarmed consem conduct the research
withoul 1he waiver o7

|
NO or alteration of JEYES—

h 4 ) consenl glements aiteration?

145 CTR 46.316(0)(2)]

Wil walving of sltesing the  [=YES{ 18 allowed.*
informed consent adversely
affectiho sublects' rights and
welfare?
{45 CER 46,1 s&{d)2]] NO Go lo Chart 11
I
NO
h 4

Wit perinent (nformation be provided Iintermed
congent Is not

1o cubjects Joter, i appropriate?
(45 CFR 46 110{u}A ) walved entitaly

¥
YES
) o ¥. i Y
Waiver of Informed conssnl of afteration of consent glaments s allowed if IRB

documents lhese findings and approves walver of alterafion.

informed consenl reauirements la

dea imddamergency fof further infermasgon on arierganty reseatch informed cons e

* Nota: Ses OHRP qudarce on
htip;ff‘-n'mf.nhs.gc-v!oi'.fp.‘poﬁcyﬁn
WaNAHT.

September 24, 2004

cmergancy rescarch A
1
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[Tuman Subject Regulations Decision Charts | HHS.gov Page 12 of 12

Chart 11: Can Documentation of Informed Consent Be Waived
Under 45 CFR 46.117(¢)7

From Chart 10

Would the cansent document be the
onty recerd linking the subject andt the
research and would the prncipal risk be
potential harm tesulling from a braach
of confideniiality?

[65 CER 4611 7(ei{( )}

I
NO
[pes lhe research
present nu more than
niavimal risk and IRB may NOT waive
"“'?h"c' ;9 F‘roqsl:tdures <0 the requiremant for a
VES far which willen ! P signed consant form
consent is normally for any susjacts
rexquired culside the SR s
research contexi?
(46 CFR 485170l
YES
] 'L investigator will ask
— each subject i he or
IRB may waive he requirament for a ”\'Ez\it{g;ﬁ sha wanls
signad consent form for some or all ""Dacume‘nla:ion Uﬂder”" dosumentallon Finking
subjeats. 45 CFR 464 174)(1) the sz::izt;l;gm the
‘ [45 CFR 48.147(cHiN
AND
B - ,l._ o s - - i - _...‘ — —
IRB may require investigalor 1o Subjest's wishes will
govern whether

provide subjects with & wiitten
statemenl regarding ihe —————— AN D ] informed consent s
researcl. dosumented.
46 CFR AB.$17¢0)] {45 CFR 4811700

September 24, 2034
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Rowangp
University’

ROWAN UNIVERSITY SCHOOL OF OSTEOPATHIC MEDICINE

" [NSTITUTIONAL REVIEW BOARD (IRB)
Reviewer Checklist for Initial and Continuing Review

PI Last Name: Reviewer Name:

Protocol Number: PDate:
Criteria for Approval
1. Risks o _participants are minimized by using procedures which are consistent with sound research design and which do not
unnecessarily expose participants to visk.

Points te Consider:

] YES
«  Consider physical, psychological, social, legal, and economic risks.
[dnNO «  Has the appropriate departmental scientific review occurred?
»  Are the aims and objectives clearly defined?
e Arc there adequate preliminary data and is there appropriate justification for the research?
+  Would alternative procedures or subject populations reduce the likelihood or magnitude of harm, tut still answer the question?
e Are there qualified staff and resources to conduct the research?
o s there appropriate monitoring of the subject during and after the research?
e  Are medical or psychological resources available that participants might require s a consequence of the rescarch?
s Are adequate references provided?
Comments:
2. HIPAA Requirement
TIYES
{ Points to Consider:
L INO

e HIPAA is not required.
« HIPAA Authorization Confirms with University’s model language
«  HIPAA is not required for all RowanSOM faculty

Comments:

er appropriate, Dy using procedures already being performed on the participants

3, Risks to participants are minimized whenev
for diagnestic or treatment purposes.

] YES Points to Considor:

¢  Consider physical, psychological, secial, legat, and economic risks.
[CINO «  Arc procedures that will answer the scientific question being performed anyway?
s Ifso, can the data from these procedures be used to reduce the likelihood or magnitude of harm?
o Is there a clear differentiation between research and standard of care procedures?

Comments:

4, Risks to participants are reas nable in relation to anticipated benefits, if any, to participants, and the importance of the
knowledge that may reasonably be expected to result.

Points to Consider:

Consider physical, psychoiogical, social, legal, and economic risks. Are the risks and benefits adequately deseribed?
Does the investigator have access t0 2 population that will allow recruitment of the necessary number of participants?
Does the investigator have sufficient time to conduct and complete the research?

Is the research and timeline for completion feasible?

Does the knowledge expected to result have importance?

o Are there adequate plans to notify the subjects about the research results {clinical issues, suicidal, referrals)

Comments:

[} YES
mNo

-« a a & @
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5. Brochures and Publications
[1YES - e
Points to Consider:
NO . .
« Drug/device brochure or rescarch proposal included
« Previous publications {for studies involving drugs/device PDR info or websites) pertinent to the study submitted.
6, Advertisement
1 YES Paints fo Consider:
o  Radio, video, web, c-mail or newspaper ad provided
CinNO o Adverlisement saysitisa research
+  ltis free of coercive language
o Mentions remuneration
« Responsibility for costs.
7. Enrollment Information
] YES
NO
o Points to Consider:
«  How many subjects are to be enrolled at Rowan/RowanSOM
« Who is to be enrolled?
a. Healthy volunteers
b, [l subjects
c. Minors
d. Pregnant women, fetuses of neonates
e. Prisoners (if prisoners, if you are prisorier advocate, mark yes in comments gotumn)
£ Decisionally impaired subjects
g Subject population is appropriate for study
h. Students
i, Equitable selection process
The process requires consideration of the extent to which a proposed subject population is already burdened by poverty,
illness, poor education, or chronic disabilities in deciding whether they ar the appropriate population for the proposed study.
Does procedures investigator will be using ensure that everyone has an equal chance of being selected with appropriate
consent, free of coercion by not being in a position to make vulnerable decision making position, providing accurate
information (without deception) and the rights to privacy and confidentiality respected.
8. Selection of participants is equitable.
Points to Consider:
v Consider the purpose of the research.
(] YES e Arethe inclusion and exclusion criteria adequately defined and equitable?
e  Arethere populations vulnerable to coercion and undue influence and has this been addressed?
{wo o Are there acceptable procedures for screening subjects prior to recruitment?
e If there is exclusion of women, rminorities, and other vulnerable populations are they justified?
Comments:
9. Inclusion Criteria:
L YES Points to Consider:
[MNo ¢ Subject’s inclusion criteria delincated and rationalized?
10. Exclusion Criteria:
i 1YES Points to Consider:
o +  Are subject’s exclusion criteria correctly defineated and rationalized?

I \’,//
8.13.2013
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I VES

LyNO

11. Recruitment procedures are accepiable

Points to Consider:

+

Is the setting, location and timing of recruitment appropriate for the research being conducted?
Are recruitment methods well defined and appropriate for the population?
Are all recruitinent materials non coercive, and casily understood?

Comments:

[JYES
[OnNo
INA

12. The research plan makes adequate provisions for monitering the data collected to ensure the safety of participants. (Not
applicable if the research invelves no more than minimal risk.}

Points to Consider:

Does the protocol adequately specify:
Who will monitor the data?
What data will be monitored?
How frequently will data be monitored?
What analyses will be performed on the data?
What decision rules (e.g,, stopping rules) will be considered?
Is there a plan to promptly detect unexpected harms or an increase in frequency or severity of harms?
Is there an adequate plan to stop the protocol if benefits are proven o outweigh harms or harms are proven to outweigh

benefits?

Comments:

1 YES

.. O

13. There are adequate provisions to protect the privacy of participants.

Points to Consider:

Will participanis have an expectation of privacy?

Will participants think that the information sought by the investigator is appropriate?
Will participants be comfortable in the research setting?

Are there adequate provisions to consider and assure the privacy of the subject?

Comments:

[ YES
[INO

14. There are adequate provisions to maintain the confidentiality of the data.

Points to Consider:

1s confidentiality assured?

Are there adequate provisions to protect the confidentiality of the data?

Will data release cavse risk of harm?

Are appropriate techniques being used to protect confidentiality (storage, coding, use of identifiers)
Docs the protocel specify where the data and consent form will be stored?

Commenfts:

) T YES
o
[ NA

15. Additional safeguards have been included in the study to protect the rights and welfare of participants likely to be vulnerable
te coerclon or undue influence. ( do not complete if these popuiations are not included)

Paints to Consider:

If the research involves pregnant women, fetuses, or neonates complete Research Involving Pregnant Women, Fetuses, or
Neonates checklist.

If the research involves prisoners complete Research Involving Prisoners checklist.

If the rescarch involves children complete Research Involving Children checklist.

Ifthe research involves a surrogate consent process complete Research Involving Use of Surrogate Consent Process checklist




16, Drugs, Biologics, Devices [ JNA

IF THE PROTOCOL INVOLVES THE TESTING OF DRUGS & BIOLOGICS select category as appropriate:

a. [} Drug is marketed / FDA-approved & will be used as marketed/approved.
b. [] Drug is investigational and research is conducted under IND. IND information included and investigational drug brochure is attached.

¢. L1 Drug is marketed but being studied in an off fabel indication. IND information included
d. [ Drug is marketed but being studied in an off labe! indication, P1 claims no IND is required,
In order for ne TND to be required all of the foliowing must be trug:
- The results will not be reported to the FDA as a well controlled study in suppori a new drug indication for use will it be reported or to
support any significant change in the labeling of the drug?
- The study is not intended to be reported to the FDA in support of 2 new indication for use or to support any other significant change in
labeling.
- The study is not intended to suppori a significant change in the advertisement for the product,
- The study does not involve a route of administration or dosage tevel, use in a subject poputation, or other factor that significantly increases
the risks (or decreases the acceptability of the risks associated with the use of the product.)
- The study is conducted in comptiance with the requirements for CCI review and informed consent,
- The study is conducted in compliance with the requirements for the promotion and sale of drugs.

s Do vou agree that all the above are true? veEs [NO

Comments:

168, {F PROTOCOL INVOLVES THE TESTING OF DEevICES complete and select appropriate:

a. ] Sponsor categorizes investigational device as significant risk (SR) and IDE is provided.
b, (] Sponsor categorizes investigational device as non-significant risk (NSR)
In order for the device to be considered a NSR, all the following must true:

« is not intended as an implant to remain more than 30 days in the human body and does not present a potential for serious risk to the
health, safety, or welfare of a subject;

s is not purported or represented to be for a use in supporting or sustaining human life and does not present a potential for serious risk to the
health, safety, or welfare of a subject;

« is not for a use of substantial importance in diagnosing, curing, mitigating, treating, or otherwise preventing impairment of human health
and does not presents a potential for serious risk to the health, safety, or welfare of a subject

o the device does not present a potential for serious risk to the health, safety and welfare of the subject.

Do vou agree that the following are true? M YES []NO

d. [ Device is marketed / FDA-approved & will be uscd as matketed/approved
¢. [ 501(k) is marketed / FDA-approved & will be used as marketed/approved [ ] documentation attached

£, [ Humanitarian Use Device [] documentation attached

Comments:
10 C. Does the protacol describe acceptable aceountabitity. storage, access. and controt of the drug or device? OYES [InNO
Comments:

17. CONSENT FORM AND DOCUMENTATION OF CONSENT

“a. Complete if there is a request Complete WAIVER OF INFORMED CONSENT (no consent obtained by any method) NA[]

Do you apree that the following are true? Oyes [[INO

The research involves no more than minimal risk to the subjects

The waiver/alternation will not adversely affect the rights and welfare of the subjects

The research could not practicably be carried out without the waiver or alteration, and

When appropriate, the subject will be provided with pertinent information after participation.

P




Comments:

information sheet) NA[L]

1,.. Complete H there is a request for WAIVER OF DOCUMENTATION OF CONSENT (there is another method of consent (verbal,

One of the criteria must be checked:

such case, cach subject should be asked if they want documentation.
And their wishes would govern (cannof apply to FDA regulated research)

or

research context.

Comments:

[J The consent form would be the only record Hnking the subject with the rescarch, and a potential risk would be a breach in confidentiality. In

[I Study is no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the

17¢, Complete if Informed Consent will be appropriately documented in accordance with the regulations NAL]

18. HIPAA authorization cenforms with University’s model authorization language?

[JYES [nNO

19, Collaborative Research:

¢ OQutside collaborators are directly invelved [1YES [CINO

s Outside IRB has approved the study (if necessary) FYES {dno

( ¢ Outside collaborators have signed agreement with Rowan/RowanSOM to enroll subjects in this study [IYES [_INO
‘ «  Name of the institution and approval from ouiside institution included FIYES FNe

E s review the consent document verifying that it contains the following requirved elements:

A statement that the study involves research.

[C1YES FInNO

An explanation of the purposes of the research.

[]1YES [INO

An explanation of the expected duration of the participant’s participation.

{]1YES [~o

A description of the procedures to be followed.

[ vEs INo

onitted just because the research involves no more than minimal risk.)

Identification of procedures that are experimental. (May be omitted if there are none.) [1YES {INo CINA
A description of any reasonably foresceable risks or discomforts fo the participant.
(May be omitted if there are none.) L1 YES bNo LINA
A description of any benefits to the participant or to others, which may reasonably be expected from the research.
(May be omitted if there are none.) [1YES [~o LINA
A disclosure of appropriate alternative procedures or courses of treatment, if any, that may be advantageous to the ,
participant., (May be omitted if there are none.) O YES LinNo LI1NA
A statement describing the extent, if any, to which confidentiality of records identifying the participant will be [T YES fFINO [(INA
maintained. (May be omitted if confidentiality will not be maintained.)

1 A statement that notes-the-pessibility that-the Food-and Drug Administration may inspect the records (May be
omitted for research that is not FDA-regulated.) [ YES [No LINA
An explanation as to whether compensation is available if injury occurs. (May be omitted if the research involves
no more than minimal risk.) [1YES bNo [INA
If compensation is available when injury accurs, an explanation as to what it consists of or where further
information may be obtained. [1YES ClNo LINA

. vy be omitted if the research involves no more than minimal risk.)

. ... explanation as to whether any medical treatments are available if injury occurs.
(M Ye omitted if the research involves no more than minimal risk.) D YES LINo [INA
An waplanation of whom to contact for answers to pertinent questions about the research. [1YES [LINO
An explanation of whom to contact for answers to pertinent questions about the research participant’s rights. [1YES [(INO
An explanation of whom to contact in the event of a research-related injury to the participant, (Note: May not be [ YES CINO




] Contact information for the research team for questions, concewms, o complaints, {1 YES [INO

a :t information for someone independent of the research team for problems, concerns, [} YES [INC

A statement that participation is voluntary. 1 YES No

. Lzment that refusal to participate will involve no penalty or loss of benefits to which parlicipant is othenwise (] YES CiNo
A statement that the participant can discontinue participation at any time without penalty or Joss of benefits to []YES 1N
which the participant is otherwise entitled.
Additional
S
A statement that the particular teeatment or procedure may involve risks to the participant, which are currently ‘
unforeseeable. (Look for when research involves investigationat drugs/devices, novel procedures involving risk, or [Jyes |EINO NA

where a goal of the rescarch is to define safety.)

A statement that if the participant is or becomes pregnant, the particutar treatment or procedure may involve risks to the
embryo or fetus, which are currently unforeseeable. (1YES |[ONO INA
{Look for when the rescarch involves pregnant Women or Women of childbearing potential, and the effect of the
procedures have not been evaluated in pregnancy or a goal of the research is to define safety in pregnancy.)

Anticipated circumstances under which the participant’s participation may be {erminated by the investigator without

regard to the participant’s consent, (Look for when the protoco] mentions this as a possibility.) Clyes | LINO LINA

Any additional costs to the participant that may result from participation in the research. (Look for when additional R
costs are expected.) Ovyes |CIwo | CINA

The consequences of a participant’s decision to withdraw from the research. {Look for when withdrawal from the

research will have adverse consequence.) Clyes |Owno [[OONA

Procedures for orderly termination of participation by the participant. (Look for when such procedures are part of the

~ ~tocol.) Oves |ONo | LINA

i
" statement that significant new findings developed during the course of the rescarch which may relate to the

participant’s willingness to continue participation will be provided to the participant. {Look for on long-term clinical [(IvEs | OINO ONA
t

The approximate number of participants involved in the study. Mves [ ONO INa
The amount and schedute of all payments 10 the participant. 1 YES [ANO [MINA
Comments:

"-_151_1'. Complete if the,invesﬁgatpr lias requested pis,e of the-sl_mrt' form -

Short Form Used? [Oves [NO
(There is a provision in the regulations to allow verbal explanation of the research followed by the subject signing a brief statement that the research was
explained. This is used most frequently when an interpreter is used for a non-English speaking subject.

Comments:

16. Complete if this project is federally furided and Rowan is the pri'm,ary awardee - : i

¢ Mves [INO ,




( ments:

Risk Level

]

Approval

]

Conditional
Approval

{ Deferral

Disapproval

[1YES
O No
3 YES
iNo

You may atfach a rnarked up €0
word/phrases that need to be rewritten in lay language OF clarified. Please make clear which comments are si ggestions and which are required.

| LN

17. Reviewer's Final Assessment/Opinion

3 Minimal Risk

[ Greater than minimal risk

{1 No changes: there is an acceptable risk/benefit ratio and protocol and consent document are acceptable as submitted

{1 Minor changes needed in the informed consent document, protocol or other study materials
] Administrative review (typos, missing signatures)
[ Review by Chair or designee

[] Review by Subcommitiee

[} (For Expedited Research) Refer to Full Board
1 Clarifications or additional information is required regarding a specific aspeet of study
{1 Thereisan unaccepiable risk/benefit ratio, because (check all that apply):
{7 Protocol poorly written, facking significant amounts of information regarding scientific justification, study procedures,

risk reduction, ete.
[ 1tis possible that & response for the investigator could alter the risk/benefit ratio

{1 Thereare ethical concerns that can be addressed by obtaining more information or requiring changes in study design and
proceduies.

[ risks significantly outwei gh the benefit or value of the knoswledge to be gained

] There are significant ethical concerns or questions that result in the study being unacceptable

Should review occur more frequently than once @ year?
Ly Jf YES, please specify how often:

If this protocol is minimal risk and there are no changes in risk during the next year, can continuing review be conducted by
expedited review procedures?

rme and/or other stud materials with an 1 edits, changes. typos of st ested wording. Circle

Additional Comments/Questions you would fike the Principal Investigator €0 address:

Q11 M1
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