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OPRR Office for Protection from Research
Risks Aaded A.¢.1972 [Wumieniieves
NIH: {Jaaa;ﬁul,ﬂ?{ﬂuimﬁa%mﬂu OHRP
OHRP Office for Human Research Protec-
tions Usgineianigewsisn destlud a.g.
2000 Junhsanunield DHHS® Office
of the Assistant Secretary for Health
vhmthiffuguanisliseifeutetsdu
warlfduusinistunsldsadoude
UIAU F38555UNTINNT A ERSLAY
NOANTINANANT

SACHRP Secretary’s Advisory Committee on
Human Research Protections tJumsus
ﬂis:umiﬁl,wia@iu’amaiﬁﬂgwmaﬂuamsmm
ansgoluing fnanihiimiuguassuy
nsunesidnsiumsidelaglidusnm
waglvauugiise Secretary of Health

w3
ASMNNUVDIANLNTTUA5D385TTUNTIETuUsEwalne
Bunesgiumy WHO 2011 fde  wivnaSessidusiodds
seifoudatafuees DHHS laglanizn1seniiuainnIsnansun
(exemption)  LAZIIWNITIVE/ATNITNANTAUNNTITULUULTIAIU
(expedited review) warmsiasanseios (continuing review)
mMsUSuasy Common rule dawalsiumdnende/aandudve/
Ay Aesusumsanfunisiivanran JUssd@vsan annnse
nssums  wadslidymaassafenisvianudilawazeeusu
el fazUsuldsEndnenmenssun1s9Ses35uN15ITeUsES
anuusg 9
unAnuisadutuielinssunisesesssulaiinszsiuay
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* U a.a1971 flvinuidefie NIH sanseideuinlasenis
FeiivefunuisunsiansanveinssunTUsed
anuiidudaszaninide TneUszdiurnuidsuay
N5YOANNEUYDY L3Nena1331 Yellow book o
LW0Na"sAe The Institutional Guide to DHEW Policy

on Protection of Human subjects

* U nA.A.1974 \fin 45 CFR 46: NE019N150]

Tuskegee Syphilis Study finslaausuilsaudn
Lﬁumﬂﬁglﬁwﬁaﬂm%’gﬂm (Congress hearing) il
1auTn Edward Kennedy \Jutszsu usanasulu
anudesnslidiuanududulunsunieseraadias
Vil DHEW whseidisuves NIH TUuFuUgauasiiiun
weunslud a.¢.1974 o931 Title 45—Public Welfare
SUBTITLE A—DEPARTMENT OF HEALTH, EDUCATION,
AND WELFARE, GENERAL ADMINISTRATION PART
46—PROTECTION OF HUMAN SUBJECTS L%EJﬂﬁ;lb’Jlﬂ’j”l
45 CFR 46

* 9 a.a.1981 finsudluiindussdoudetfuuass
fuviwewnslude 45 CFR Part 46 Final Regulations
Amending Basic HHS Policy for the Protection of
Human Research Subjects (46 FR 8366)" iy
Tumumudauugiives National Commission for
the Protection of Human Subjects of Biomedical
and Behavioral Research (National Commission)
e President’s Commission for the Study of
Ethical Problems in Medicine and Biomedical and
Behavioral Research (President’s Commission) 1
Wiusensiieniiuansufeudatedu (exempt) s
Weomsmsfinw Laswgenans uavdsnumansiiil
“little or no risk of harm to subjects” wagAAUALA
HNIPUIUNITNAITALUULIIRIU (expedited review)
dmsunmseiifianudsdlaiiiu minimal risks waznas
uwhludfindlassmsidefiondnios wailitoannsy
NITUNNTAILEIIN UazinIde lnewislinssunisiive
firsannsideifnnudesgdldunniy

B §46.101(b) Research activities in
which the only involvement of
human subjects will be in one or
more of the following categories
are exempt from these regulations
unless the research is covered
by other subparts of this part. (&
Hamue 5 Ussanmsise)

" Expedited review categories AIUN
Tu Federal Register atuiaeniu i
10 categories (46 FR 8392)

o0 myitefdtefinsanwuusaeau T
Secretary of DHHS AfidntHaLnslu Federal
Register deatusounfifiulud a.6.1998
Ine FDA (63 FR 60353) waz OPRR (63 FR

1 E‘ULLU‘Uﬂﬁa’Nﬁﬂ W849 Federal Register Volume
46 W1 8392



60364) {iN19LALT18AS continuing review
YBINSIVUNVRDRANITIATIEED

* T @af1991 in Common rule: LHBUSUINAL

U AA1981 the President’s
318914 First Biennial Report on the Adequacy and

Commission  88n

Uniformity of Federal Rules and Policies, and their
Implementation, for the Protection of Human
Subjects in Biomedical and Behavioral Research,
Protecting Human Subjects flapuin Wi
Sgurananaynuiieadst 45 CFR 46 lUUsuld Judn
sufoudodsduildsauiu 14 miwau venlpy The
Office of Science and Technology Policy Tul f.¢.
1991 Faszievfie “Federal Policy for the Protection
of Human Subjects” L%Hﬂgu 5 71 Common rule (‘?Jla
“Common rule” Usnglu Summary 91 “The Office
of Science and Technology Policy has accepted
the Final Federal Policy for the Protection of Hue
man Subjects in the form of the common rule
promulgated in this issue of the Federal Register.”)
(56 FR 28002)

o Tu Common rule §sA4AUUANISENIU LAY
ASRITUUULTIAIU LI DAY

n15UFuU3s Common rule 8n 26 Usiaun
®  #n15U5uUge Common rule uagAnulul a.a.

2017 (82 FR 7149) fwavsauld 19 unsiaw
W.7.2561 manevheeuUuasussdou
Fotifunarafuiidesdu Bonin “revised
Common Rule,” “2018 Requirements,” 158
“2018 Rule.” (83 FR 2885) Gaidourmuanis
l¥5e1fautataruludn 6 weuanau tDu 19
NINNIAN A.F.2561

® 19 w1 2561 DHHS A NPRM 28A113AR
WiudeunsUsiuldly 6 wew Wu 21 unsay
2562 uazRnuiHewns (83 FR 28497) luwides
“Federal Policy for the Protection of Human
Subjects: Six Month Delay of the General
Compliance Date of Revisions While Allowing
the Use of Three Burden-Reducing Provisions
During the Delay Period” 1‘1«!33@%%@‘1@@1‘1%
sewing 6 Weutlaunsosiumsldauienile
ANATTANENTIUNIT Lol (1) AanTsudasnnis
wionsanstoleide (2) dwusulaseniside
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AUae/e1anading lifiavih continuing review
(3) laidiparvunlvidelausvenuifefaamiunig
BUIAINAULNIIUNITATYTITUNTIVY

WBLe {euasafinnunsiudsuslases Common
rule 19970 Regulatory Updates®

Asunaeile Common rule Al luyszmalng
Untlagianndamuld Common rule waa AMENSIUNNT

a 1

385IIUNTIVYAITUILINTUIDENTIEWY FI9¥aNN15209

o [

AMENTIUNNTIZLFITUNTIVOUALININY  ETYULATNANTENUIN
Common rule Waaiﬂlﬁﬁdﬁ
1. Tl ideavesianssuilaledss Soilill
FosBuresunsiansanrennenIuN1S93U5ITY

A15798

2. hu meTefideudesldiiunnudssi @y
N1581579 NMSdUN vl ﬁﬁmiﬁuﬁﬂﬂﬁagmwu
identifiable ld1Mm1ense wiselyswa foadnsu
ATNAITUMUULIIAIU
Tuisi anansasuniseniuannisiatsanle
wneu “limited IRB Review” nsditiite sl
nssunsgUsziuaududuiuaznssnwn
auduinzalaglduunnamuiidivunlag
Secretary of DHHS

3. A lnsansdiuinwsiegdinnviedeyasies
UdRsaunlagIBiseruvseU e
Tyad ansnsaSuniseniuanasiasants
N “limited IRB Review” nsditiitesls
ﬂiiumi@ﬂf’]Lﬂuiﬂmﬂuguaam broad consent
713 widomniinswasuulasnisitusne
WiedligUsziiuanududiuiuaznising
ANUAUINNLIZEL

4. au n15199UsELAN behavioral intervention
Fosiasauluiiusse
Tnial n53398UsELAM benign behavioral
intervention saufiun1stuiindeyalaeanan u
awanualones Tuiinanuazides lngveny
fugeu aunsnsunNsEALIuINNSRAITANLA
mneu “limited IRB Review”

5. A guauiminven enlasue i
lunUseyy daaiansantuiiussyy viuudianssy
wiallgan AT eviadifuazninn iy

LY

I3/ 57 997uANUAIENURINTIFEN RS UB LR
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Tunuseyy wazAanssumiomiean1snseiais

2 [https://www.primr.org/commonrule/regulatory/]
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wagn1sinnu liAeedl continuing review

v aw da X oa & L. . o ¢

ANT¥VDIUNMIABNLNNIUAB WAL clinical trial GIENI‘WﬁG]

Tu web site maﬁ%’gma (clinicaltrial.gov wag regulations.gov)
ADUANTIUNITIY

Jaumuazauassa
nsunaeily Common rule 3lY fUpnniisuazdas
vmnudnleludssiuddasoluid
*  msAanuRenssumaininisuarassaiaui
“laflaidn”

®  A5AANY “limited IRB review”

P

®  LNIINNFITEANANTULUULTIAIULS Basnauat U
A.71.1998 Fadalailiusuuse avvinegels
Uszipumarl  OHRP  leesueliludules  Tushde
“Revised Common Rule Q&As”®
Jwodgrugeuluianudile  filsuasuunsUssinu

1NOENDARIVIIES

Aanssuitladledse

T Common rule, 2017 léfmunianssudildldisels 3
Soe loun (1) Ranssumainnisuazsans (2) msdevaiulsa
NNASITUEY Uar (3) Ranssumsiigainndiingmansany
ngminevisesndsna  Anssumanilileidelaetennidides
YOSUNITNANTUINUITYTTIH

Ranssuiivhaulawasunldiileuszavsam  Aefanssy
NIIYINTITUALINTENT ?ffqL‘?;Juﬁﬁmiswwé’mmmaméwwmam%
Wil OHRP aueT suuwmaiiosuiledodndiu Ae “Scholarly
and Journalistic Activities Deemed Not to be Research: 2018
Requirements”®

Aanssun1saeuaIulsn n1e OHRP 4m1i1s1e “Activities
Deemed Not to Be Research: Public Health Surveillance 2018

Requirements «iiasuitadofnLiu®

3 [https://www.hhs.gov/ohrp/education-and-out-
reach/revised-common-rule/revised-common-rule-g-and-a/]
4 [https://www.hhs.gov/ohrp/regulations-and-policy/
requests-for-comments/draft-guidance-scholarly-and-jour-
nalistic-activities-deemed-not-to-be-research/index.html]

5 [https://www.hhs.gov/ohrp/regulations-and-pol-
icy/requests-for-comments/draft-guidance-activi-
ties-deemed-not-be-research-public-health-surveillance/

index.html]

Limited IRB Review
vngfanssuaumsiidiumssniuoensd  Taglidos
farsanlviasunninaeiniseysdd (Criteria for IRB approval i 8
) msRsauuuivhldlasnuuiseulagliszsun vie
nssuMsiifivszaumsaiivsesius seuvine Wuliansan vie
s luiivssguild midefoniundsnisi limited
IRB review liifipatnsu continuing review (lewdlainnsel
fthsulésu Certificate of Exemption 3slaifinun expiration i

Y
Welddndudesdsenuanuimihuadesdissaudugnnis

Y
Ty Common rule AMvualialy limited IRB review hunns
Fenallll

®  Exernption 2 WU N15d1539 duntwal Aifins
Juiindeyasyusunnalagnsavislagdeunism
limited IRB review iigafioyuszifiuinfiinnsnis
wnzaulun1sundesanududiuiiuaznig
SnwAUSY

® Exemption 3 MsTeTld benign behavioral
intervention Aiimstufindeyaszuiyana
lnunsaviselageau nN15¥ limited IRB review
WeafeUszdiundasmsuanzaslunis
Untesmnududiuiiiagnssnuanudu

® Exemption 7 AIINRIASIAIDENTININGTD
Yayaaunnluads n15vi1 limited IRB review
WigaNaUseiiuinnsiseNauetuiionans
broad consent WLNLEL 38YDYNLIUMNUNTEL
a =4 1
wazdanasnisiuanzanlunisuntesanududiu
ALATNITSNYIAINUAU

® Exemption 8 M33delaglidayadiegnadinn
visedeyaguamluadailéunlasdl broad
consent N15¥ limited IRB review Liteauiio
Usziliuinisideeglunseu broad consent et
11 wazdunsnmsunzaulunsundesainaduy
AUAILAZNITINYIANNEY

N5k exemption AU special population Tu Subpart B, C, D
U89 45 CFR part 46
® Exemption 1%fiu Subpart B (research with

pregnant women, fetuses, and neonates)

®  Exemption U Subpart D (M533eluin) 14
Lildfunmmaaeuniinsfinw nsdsia ns
dunwal msdananginssuin Ag3deiidau
saluianssu viefinstuiindeyatedfaudin
§lnensewizesiadoules



®  Exemption Lignansaldlanunisideluinlng
(subpart C) Viuuan1sIeyinlulsErInTyluue
funnwlzlutnunlaedsdey

Benign behavioral intervention
DuRanssuiidhdrseniuannsiiansanld Somwes

Benign behavioral intervention 13&ulilu Common rule

uazdvouuzinlun1siansai 910 SACHRP fia Attachment B

- Recommendations on Benign Behavioral Intervention.

SACHRP Recommendation Approved July 26, 2017. A Guid-

ance and Educational Tool for Benign Behavioral Interven-

tions @ Feunazdulselevidusunue Ainsddeauiiuss

ASANTUNBLUBY (continuing review)

Aeld Common rule 2017 wag 45 CFR 46 avul a.a.

2018 laisipadinisiiansanderfiosdmsulasinisidesielull
* lasinsIdenoudRlagn s saNwUULSIAI

¢ TasansIvenlasuniseniulagn1snansaun

limited IRB review

*  medeiiduiuluiagail intervention ATy
e AdvEawA (n) NMTnTeideyalaelifos
Ailnndudeyaiissysiyana wise (@) Aas
Yayan9pdinIINNsAURATNBINNIIYUUR

AMZNITUNTITEEITNNNTINY 81alvimusIen1stnedu
file uidastuiinmanalflusiesunisuszyu
Tymnilenznssunisasesssunisidedessds Ao
1. FDA SeliAeudetediu dafu meisendnda
meldfetifuves FOA Tdud o1 ndesile
unngd §3eed continuing review ag13toel
asﬂ%u'd AULBNATTINEWNS Impact of Certain
Provisions of the Revised Common Rule
on FDA-Regulated Clinical Investigations.
Guidance for Sponsors, Investigators, and

Institutional Review Boards. October 2018

2. OHRP wugtgufeiiunliamenssunisly
grunamuUavirudiaslminddedesieauning
Arvthednetiostazafadmsusienisii 8b uay
9 vosavinuatul A.A.1998

o o

®  (8) (b) MINUMUABLIBINNTIFEN

6 [https://www.hhs.gov/ohrp/sachrp-committee/rec-
ommendations/attachment-b-august-2-2017.html]
7 [https://www.fda.sov/media/117042/download]

5
ouffAluiiszyunagnsidongasu
ananadnsudiualinuanunds iy
W3 (Where no subjects have been
enrolled and no additional risks

have been identified)

*  (9) mynumusiaiiosnsideiiliily
mInnasselviviieliesiiounng
Tnsiuagldoglusanis (2) fis (8) us
ﬂmzﬂiimﬁﬁﬂﬁusluﬁﬂiwqu’i’lﬂ’ﬁ
Wedarudsdliiu
minimal risk waglifanandsadi
Wy (Continuing review of rew
search, not conducted under an
investigational new drug applit
cation or investigational device
exemption where categories
two (2) through eight (8) do not
apply but the IRB has determined
and documented at a convened
meeting that the research involves
no greater than minimal risk and
no additional risks have been
identified.) feihdulumusuuzah
299 OHRP A9 How should IRBs
approach the continuing review
of research that remains active
beyond long-term follow-up or
data analysis, but that is eligible
for expedited review under cate-
gories 8(b) or 9 of the 1998 OHRP
Expedited Review List in light of
the new provision at §46.109(f)
(1)(i) of the 2018 Requirements,
which eliminates the requirement
for such continuing review unless

an IRB determines otherwise? ©

A1573NANITANANTUUUULS AU (Expedited review

categories)

1ASINISITENTUYDSUNITNANTUILUULTIAIUEI9 09D 9

518n15914 DHHS vl A./.1998 auninaziavulususynely

Wit SACHRP Tduuziihsenmsusulmiliudaudiomeusunnny w.e.
2560 Tu Attachment A - Recommendations on the Expedit-

8 [https://www.hhs.gov/ohrp/regulations-and-policy/
guidance/fag/2018-requirements-fags/index.html#col-
lapse-ga-1])
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6

ed Review List. SACHRP Recommendations on Categories of
Research That May Be Reviewed by the Institutional Review
Board (IRB) through an Expedited Review Procedure under

the Revised Final Rule ®

MTefiamnsafosauuuswuld g () Sanu
Eosldiiy minimal risk uaz (2) aglusensmulsEnIAves
DHHS
aonulutszwdlve Ao Aanssuddeussavdufianudssue

Usziiuddgiidenihunfiansannateendsynmadnsy

ldegludsenia DHHS anunsafiansanuuuissaulaviseld insie
19 “waz” Weulteulvdesedredudndeiy

yonanty DHHS fafmuain  msiseiinsiUawmesh
yarauarAmaua1atludgnisiuliamenguang  @enisdneny
“a% lawsasunisiatsaniuuseuls  Luunasiiinnsnis
Untlesmnududiuiinas$nwinnuduauanuidsavaiimie
Wisadntios fedrsauydne mside  dmanieduntwaliid
foieafunsidasaniaiiotununis duduiinlag
Tgswadoule warvanhtuiinaniuliludienarsidueeed
Lawwﬁiﬁawhﬁ”’uﬁﬁqzyum% wuuifannsafinnsanuunisenau
Tonsely
G

AMENTIUNITITYSITUAITUSULNUIT N158ALIURINATT
fnsan  MsIsefifiasanuuussIy  wesmsiansandeios
2871958UADY TBRRDANN1TENITINNSILATINIdY Jeldemenisly

limited review §3laifixnnsgiudnedeiimunsauiuusun

Jorauauus
FERCIT
WNEURINUTIENTS exempt #38 expedite  UNFIBIRYINNE

azeelinssunisesesssundeivigluaivi

na1e NEoULARITIDENINFITETIE T BUAaETIONTS UEINELNS
suiladonniuneuiduatuiiuimeunsiiieldaarnssunis
ﬁﬁﬂﬁiiumﬁa"]’a“luLLcsiazame’uﬁﬁlUIGi’fLLasaaﬂuﬁﬂmalﬁmﬁ’uﬁq
UsewA uonantiy sienisananagldlafiunissuses NECAST
SEeU 1 Bnse

egp R ¥ gp ¥ gt

9 [https://www.hhs.gov/ohrp/sachrp-committee/
recommendations/attachment-a-december-12-2017/index.

html]

usstu1SNsIinav (Cio)

ADINKW 1

nonsignificant risk upandsendeu 1Wu class A, B, C, D wagn1s
Fuunlidldizesine

MussfeIiy  N158AINIINAISAITAN  (exemption)
UAEANTAATAULUULIISA (expedited review) AfrdnINMIILAN
Anafiusgarinanttu vawisidu Aesniiulilaifsnents unaums
Ante Avenuiulsivaiesienis msAernurdnnaEinilauvaIn
viany Uil NECAST fmuaannsgiussdu 1 iduagnssuns
ffinsanuuuisnesafien  widildadresensifeiuuulng
Hreiiisanuuusedald  unendluduifadiinnifluveans
annnsyAznsTINsuasUssfiunidinaduligmer

anvheAemsatiuayumsideiidanuideags lsims
Wigsatiuayuauyszanaide  wiandumsatuayudes injury
compensation, Msguadnuumansallifielszasdfisiouss,
WumaiarALdenaveIfidisiumsidy,  Msdansvgnsal
AldmAniiAalugaty  vasidwedhifiuinhldedils 5o
amﬁ’uﬁl:fluéfuLLUUagj wsngldsuyssanauruTIauIn

wineuinidsayulnsidueildldilanadliannsn
Wldluaminerdefien  msznsianeldulssinaues
walulagas  Fududessuledumeateny  uazefntlaqgiu
fayulnsdosdinindesiivszavaaudiiaundueildmn
Tan  egudelasimsrunhayulwsinulsamands  Gud
aosnisgUszneuiulul  AA1967  wozdunududasniions
Snwnande  winswaunlueisealannusidiodussAnig
sunfolanaulsienonsimiatuanlddnvunaidelan  fAunh
FaaiiAe Tu Youyou Té3usretaluiualud a.A.2015
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