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INTRODUCTION

The Sandard Operang Procedures SOPs described in his documen apply o all research sudies—and o all parcipang
invesgaors and adminisraors involved in he implemenaon and coordinaon o research sudies—under he SMART
IRB Agreemen henceorh SMART IRB, unless specic mandaes or alernave requiremens and processes or ceding IRB
review and deermining he Reviewing IRB apply e.g., research conduced by clinical rial neworks ha have designaed
cenral IRBs or commercial, independen IRBs.

The SMART IRB SOPs are no inended o overlap wih or replace exisng insuonallevel SOPs ha have already been
implemened inernally a insuons parcipang in he SMART IRB Maser Common Reciprocal Insuonal Review Board
Auhorizaon Agreemen henceorh SMART IRB Agreemen. Raher, hese SOPs serve as a mechanism or highlighng he
unique eaures associaed wih parcipang in he SMART IRB Agreemen, and serve as guidelines or esablishing relian
review omulsie human research conduced using he SMART IRB Agreemen.

The implemenaon o hese SOPs helps assure ha insuons using he SMART IRB Agreemen ollow he responsibilies
documened wihin he SMART IRB Agreemen, and provides a reerence and guideline or inernal sakeholders and exer
nal sponsors as o how mulsie research is underaken using he SMART IRB Agreemen. Furhermore, hese SOPs provide
an addional raining source or invesgaors and adminisraors parcipang in he SMART IRB Agreemen.
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GLOSSARY OF TERMS

Agreement: SMART IRB Maser Common Reciprocal Insuonal Review Board Auhorizaon Agreemen.

Ceded Review: An insance o IRB review in which one or more Parcipang Insuons invoke his Agreemen o ranser
IRB review and oversigh auhoriy or an insance Research and rely on anoher Parcipang Insuon’s IRB ha acceps
responsibiliy or IRB review and oversigh o such Research.

Condental Inormaton: Any nonpublic, condenal and/or proprieary inormaon, including bu no limied o he
scienc conen o Research proposals and inormaon provided by he Overall PI or Sie Invesgaors or oher Research
Personnel no generally known or available o he public. Inormaon will no be deemed Condenal Inormaon here
under i such inormaon: a is known o he receiving pary prior o receip rom he disclosing pary direcly or indirecly
rom a source oher han one having an obligaon o condenaliy o he disclosing pary; b becomes known inde
pendenly o disclosure by he disclosing pary o he receiving pary direcly or indirecly rom a source oher han one
having an obligaon o condenaliy o he disclosing pary; c becomes publicly known or oherwise ceases o be secre
or condenal, excep hrough a breach o his Agreemen by he receiving pary; or d is independenly developed by he
receiving pary.

Daa Use Agreemen: A wrien agreemenmeeng he requiremens o 45 CFR 164.514e4, pursuan o which a HIPAA
Covered Eny may use or disclose a Limied Daa Se or research purposes.

DHHS: U.S. Deparmen o Healh and Human Services.

Exempton Deerminatons: Deerminaons ha Research is exemp rom IRB review pursuan o Federal policy.

FDA: The Unied Saes Food and Drug Adminisraon.

Federal Policy: The Federal Policy or he Proecon o Human Subjecs se orh in he DHHS regulaons a 45 CFR Par 46,
Subpar A and corresponding regulaons o oher ederal deparmens and agencies adopng such Policy.

FWA: The Federalwide Assurance in which a research insuon commis o DHHS ha i will comply wih he Federal Policy.

HIPAA: Collecvely, he Healh Insurance Porabiliy and Accounabiliy Ac o 1996, he Healh Inormaon Technology or
Economic and Clinical Healh Ac o 2009, and heir implemenng regulaons.

HIPAA Covered Enty: A healh care provider, healh plan, or healh care clearinghouse subjec o HIPAA as urher dened
and provided in 45 CFR 160.103.

HIPAA Privacy Rule: The implemenng regulaons o HIPAA ha address he privacy and righs o individuals wih respec
o PHI, ound a 45 CFR Par 160 and Subpars A and E o Par 164.

HRPP: Human Research Proecon Program.

Human Subjec (as Dened by DHHS): A living individual abou whom an invesgaor wheher proessional or suden
conducng research obains 1 daa hrough Inervenon or Ineracon wih he individual, or 2 inormaon ha is boh
Privae Inormaon and Idenable Inormaon.

Human Subjec (as Dened by FDA): An individual who is or becomes a subjec in research, eiher as a recipien o he es
arcle or as a conrol. A subjecmay be eiher a healhy human or a paen. A human subjec includes an individual on
whose specimen a medical device is used.

Instutonal Ofcial or Signaory: The person who has he auhoriy on behal o an insuon o bind such insuon o
he erms and condions o his Agreemen.
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IRB(s): Insuonal Review Boards.

IRB Organizaton: An independen IRB organizaon ha provides IRB review services and has agreed o become he
Reviewing IRB or anoher Parcipang Insuon or an insance o Research under his Agreemen.

Joinder Agreement: Such agreemen in subsanally he same orm se orh a Exhibi B o he Agreemen by which an
insuon represens and warrans ha imees all eligibiliy requiremens or parcipaon in he Agreemen and agrees o
be bound by he erms and condions o his Agreemen.

Lead Sudy Team: Generally, he Lead Sudy Team is he sudy eam a he Reviewing IRB’s insuon. The Lead Sudy Team
is designaed by he Overall PI see below and, working in collaboraon wih he Reviewing IRB, ensures coordinaon o
communicaon o and rom all Relying Sie Sudy Teams see below, roung all IRB submissions o he Reviewing IRB and
communicang IRB deerminaons o Sie Invesgaors.

Lead PI: See Overall PI.

Limied Daa Se (LDS): As dened in 45 CFR 164.514e2, Proeced Healh Inormaon ha excludes he ollowing direc
ideners o he individual or o relaves, employers, or household members o he individual: name; posal address
inormaon, oher han own or ciy, Sae, and zip code; elephone numbers; ax numbers; elecronic mail addresses; social
securiy numbers; medical record numbers; healh plan beneciary numbers; accoun numbers; cercae/license numbers;
vehicle ideners and serial numbers; device ideners and serial numbers; web Universal Resource Locaors URLs; iner
ne Proocol IP address numbers; biomeric ideners, including nger and voice prins; and ull ace phoographic images
and any comparable images. An LDS may conain, or example: daes o birh daes o deah; daes o service; own or ciy;
sae; or zip code or a combinaon o only hose elemens.

Local Consideratons: Requiremens o any applicable sae or local laws, regulaons, insuonal policies, sandards or
oher local acors, including local ancillary reviews, relevan o an insance o Research.

Overall PI: The lead mulsie principal invesgaor wih ulmae responsibiliy or he conduc and inegriy o Research
generally, he iniang principal invesgaor or unding principal invesgaor, as applicable.

Partcipatng Instuton: An insuon including an IRB organizaon hamees he eligibiliy requiremens se orh in he
Agreemen and agrees o accep he erms and condions o he Agreemen hrough he execuon o a Joinder Agreemen,
hereby becoming a signaory pary o his Agreemen.

Principal Investgaors: Togeher, he Overall PI and Sie PIs.

PHI: Proeced Healh Inormaon as dened in 45 CFR 160.103.

POC: Poins o Conac. A leas one individual who will serve as he conac person responsible or communicang on behal
o he insuon wih respec o maers concerning he inial and ongoing implemenaon o his Agreemen. For exam
ple, he POC would be he person designaed a each Parcipang Insuon o make deerminaons regarding requess or
his/her sie o serve as he Reviewing IRB or Research or cede IRB review and are likely o be individuals wihin an IRB oce
or oher componen o he human research proecon program.

Relying Instuton: A Parcipang Insuon ha cedes IRB review o a Reviewing IRB or an insance o Research under
he Agreemen.

Relying Sie Sudy Team: Relying Sie invesgaors, including any local sie personnel designaed by he sie invesgaor
o carry ou he applicable communicaon, coordinaon, and adminisrave procedures described wihin he Agreemen
and SOPs.
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Reporable Even: Any poenal unancipaed problems, noncompliance, or oher inormaon hamus be repored o he
Reviewing IRB in accordance wih he Reviewing IRB’s policies and procedures.

Research: Nonexemp human subjec research wihin he meaning o he Federal Policy a 45 CFR or wihin he meaning
o any oher ederal human subjecs research regulaons or policies; clinical invesgaons wihin he meaning o he FDA
IRB regulaons; and any oher research, or which any Parcipang Insuons seek or are required o rely on a Reviewing
IRB. As used in he Agreemen, Research may reerence a specic sudy or proocol in which here will be a reviewing and
relying pary operang pursuan o he erms o he SMART IRB Maser Common Reciprocal Insuonal Review Board
Auhorizaon Agreemen, or collecvely he sudies subjec o Ceded Review under he Agreemen.

Research Personnel: Members o he research eam including Overall PI and Sie Invesgaors engaged or involved in an
insance o Research. These individuals may include, as applicable, physicians, research nurses, coordinaors, daa managers,
lab echnicians, posdocoral ellows, sudens, voluneers and/or oher personnel.

Reviewing IRB: The “IRB o record” including an IRB Organizaon o which auhoriy or IRB review and oversigh has been
ceded by anoher Parcipang Insuon or an insance o Research under he Agreemen.

Reviewing IRB Instuton: The Parcipang Insuon whose IRB has become he Reviewing IRB or anoher Parcipang
Insuon or an insance o Research under his Agreemen.

Sie Investgaor(s): An invesgaors responsible or he conduc o he Research a his/her Parcipang Insuon.

SMART IRB Sandard Operatng Procedures (SOPs): Sandard Operang Procedures developed in suppor o he SMART IRB
Maser Common Reciprocal Insuonal Review Board Auhorizaon Agreemen aka SMART IRB SOPs.

Terminatng Instuton: A Parcipang Insuon erminang parcipaon in he Agreemen.
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RESPONSIBILITIES: PIS AND/OR STUDY TEAMS

Overall PI and Lead Sudy Team

The Overall PI is responsible or idenying a Lead Sudy Team, and or providing he Lead Sudy Team conac inormaon o
he Sie Invesgaors. The Overall PI and Lead Sudy Team or heir designees are responsible or providing he inormaon
or perorming he acvies described below relaed o he reliance review process and once IRB review has been ceded:

• Work in collaboraon wih he Reviewing IRB and POC o deermine and documen specic roles and responsibilies or
communicang and coordinang key inormaon o Relying Insuons and he Reviewing IRB as described hroughou
hese SOPs and summarized in he Appendix: Addional MulSie Research Managemen Roles and Responsibilies.

• Promply responding o quesons or requess or inormaon rom Sie Invesgaors and/or sudy eams a Relying
Insuons or he Relying IRB.

• Providing he Sie Invesgaors wih he IRB policies o he Reviewing Insuon. This will include bu is no limied o pol
icies or reporng unancipaed problems, noncompliance, and subjec complains.

• Obaining and collang inormaon rom Relying Sie Sudy Teams and/or Relying Sie Poins o Conacs depending on
who is designaed o provide ha inormaon a he Relying Insuon regarding local variaons in sudy conduc, such
as recruimenmaerials and process, consen process and language, and subjec idencaon processes.

• Parcipang in conerence calls regarding a sudy as requesed.

• Providing parcipang Relying Sie Sudy Teams wih he IRBapproved versions o all sudy documens e.g., consen and
auhorizaon orms, proocol, recruimenmaerials.

• Assisng Relying Sie Sudy Teams and/or POCs a he Relying Insuons depending on who is designaed o pro
vide ha inormaon in ensuring consen documens ollow he Reviewing IRB’s emplae orm and include applicable
siespecic required language rom each Relying Insuon.

• When agreed upon in coordinaon wih he Reviewing IRB, promply reporng o he Sie Invesgaor or designee on
he Relying Sie Sudy Team any unancipaed problems involving risks o subjecs or ohers researchrelaed subjec
injuries, or signican subjec complains ha are relaed o or may aec subjecs parcipang in he Research i.e., he
specic sudy or sudies ceded o he Reviewing IRB a he Relying Insuon.

• Noying Sie Invesgaors o all Reviewing IRB deerminaons and communicaons, including hose or inial review,
connuing review, amendmens, and reporable evens.

• I a Relying Sie Sudy Team does no provide he Lead Sudy Team or designee wih he required inormaon beore
he connuing review applicaon is submied o he Reviewing IRB, reporng he absence o his inormaon as par o
he connuing review and noying aeced Relying Sie Sudy Team o lapse in approval or heir sie and any applicable
correcve acon plans.

• Providing access, upon reques, o sudy records or audi by he Relying Insuon, he Reviewing IRB, and oher regula
ory or monioring enes.

• Following all requiremens o he Relying Insuon wih regard o ceded review, such as ensuring adminisrave require
mens or documenng ceded review have been me beore sudy acvaon occurs a a Relying Insuon.
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Relying Sie Sudy Teams

The Relying Sie Sudy Teams, which include Sie Invesgaors, are responsible or providing he inormaon or perorming
he acvies described below relaed o he reliance review process and once IRB review has been ceded:

• Following all requiremens o heir home insuon wih regard o ceded review, such as ensuring oher reviews or sign
os required by he insuon have been compleed beore a sudy is acvaed.

• Promply responding o quesons or requess or inormaon rom he Lead Sudy Team or designee as well as rom he
Reviewing IRB hrough he communicaon mechanisms esablished by hese enes.

• Parcipang in conerence calls regarding a sudy as requesed by he Lead Sudy Team, Reviewing IRB, or home
insuon.

• Working wih he Lead Sudy Team and he POC rom heir home insuon, as applicable, o incorporae siespecic
required language ino he consen emplae o be used a heir insuon.

• Providing he sponsored programs oce a heir insuon wih documenaon ha IRB oversigh or a sudy has been
ceded o and approved by an IRB exernal o heir home insuon.

• Providing he POC rom heir home insuon wih inormaon regarding local Sie Invesgaor or oher Relying Sie
Sudy Team personnel changes.

• Reporng o heir home insuon POC any changes in conic o ineres COI disclosures and resulng changes in COI
managemen plans relaed o he Research i.e., he specic sudy or sudies ceded o he Reviewing IRB.

• Promply reporng o he Lead Sudy Team or designee any applicable inormaon or connuing review progress
repors in accordance wih he Reviewing IRB’s policies and procedures or ming and conen o such submissions.

• Reporng o he Lead Sudy Team or designee any changes including unding changes and personnel changes,
reporable evens, and connuing review progress repors, or submission o he Reviewing IRB in accordance wih he
Reviewing IRB’s policies and procedures or ming and conen o such submissions.

• Promply reporng o he Overall PI via he Lead Sudy Team or designee any unancipaed problems involving risks
o subjecs or ohers, subjec injuries relaed o he research, or signican complains ha could impac he conduc
o he Research i.e., he specic sudy or sudies ceded o he Reviewing IRB in accordance wih he Reviewing IRB’s
policies and procedures or ming and conen o such submissions. Signican complains are dened as hose ha
canno be resolved by he sudy eam and a sugges an increased or unexpeced new risk or harm or b change he risk/
bene rao o he Research. Oher complains should be repored in accordance wih he Reviewing IRB’s policies and
procedures.

• Promply reporng o he Overall PI via he Lead Sudy Team or designee any poenal noncompliance ha occurs in
relaon o he Research i.e., he specic sudy or sudies ceded o he Reviewing IRB in accordance wih he Reviewing
IRB’s policies and procedures or ming o submission and conen o such submissions.

• Providing, upon reques, access o sudy records or audi by he local insuon, he Reviewing IRB’s insuon, and
oher regulaory or monioring enes.
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RESPONSIBILITIES: REVIEWING IRBS AND RELYING INSTITUTIONS

This secon o he SOPs provides an overview o he key responsibilies o Reviewing IRBs and Relying Insuons. The
responsibilies o he POC, who plays a crical role in ensuring hamany o hese Reviewing IRB and Relying Insuon
responsibilies are me, are addressed in deail in he nex secon.

Reviewing IRBs

The Reviewing IRB is responsible or reviewing and overseeing any sudies ceded o i or he lie o he sudy, unless he
Insuon ends is parcipaon in he SMART IRB Agreemen or a specic sudy as described in he “Ending Sie Parcipaon
in he SMART IRB Agreemen or Specic Sudies” secon below. In addion, he Reviewing IRB or designee is responsible or
he ollowing acvies relaed o he inial reliance review process and subsequenmanagemen o he sudy:

• Working in collaboraon wih he POC and Lead Sudy Team or designee o deermine and documen specic roles and
responsibilies or communicang key inormaon o Relying Insuons and he Reviewing IRB as described hroughou
hese SOPs and as summarized in he Appendix: Addional MulSie Research Managemen Roles and Responsibilies.

• Providing POCs and Relying Sie Sudy Teams wih emplae inormed consen orms, which indicae areas where he
Relying Insuons mus add inormaon e.g., local conacs1.

• Sending wrien nocaon o he Overall PI and Lead Sudy Team o: i is decision o approve or disapprove any
Research i.e., he specic sudy or sudies ceded o he Reviewing IRB, ii any modicaons required o secure approval
o he Research, and iii he dae by which renewal o an approval is required.

• Upon reasonable reques, providing o he Relying Insuon wih access o relevan records relaed o he IRB review.

• Promply noying he Overall PI and relevan POCs rom a Relying Insuon o is ndings and acons wih respec o
any unancipaed problems involving risks o subjecs or ohers or any researchrelaed subjec injuries or signican
subjec complains ha occurred a he Relying Insuon—or ha occurred a anoher Relying Insuon i such evens
or acons relae o or may aec he conduc o he Research or he saey, righs, or welare o subjecs parcipang in
he Research a he Relying Insuon.

• In he even a connuing review is submied afer IRB approval or he sudy expires or he sudy expires beore he
Reviewing IRB can reapprove he sudy, noying he POCs and Relying Sie Sudy Teams rom aeced sies, in addion
o he Overall PI and Lead Sudy Team, o he lapse in IRB approval and any applicable correcve acon plans.

• Promply noying relevan POCs and Relying Sie Sudy Teams, in addion o he Overall PI and Lead Sudy Team, o any
nding o serious and or/connuing noncompliance hamay aec he conduc o he Research or he saey, righs, or
welare o human subjecs parcipang in he Research a he Relying Insuons. I he nding o serious and/or con
nuing noncompliance has a sudywide impac, all Relying Insuons mus be noed.

• Promply noying he Overall PI, Lead Sudy Team, relevan POCs, and relevan Relying Sie Sudy Teams o any sus
pension or erminaon o IRB approval or ha poron o he Research aking place a hose Relying Insuons. I he
suspension or erminaon is sudywide, all Relying Insuons mus be noed.

• Unless an alernae reporng arrangemen has been previously agreed upon beween he Relying Insuons and
Reviewing IRB, reporng o regulaory agencies and/or sponsors any ndings o unancipaed problems involving risks o

1 Alernatvely, a member of he Lead Sudy Team may assume responsibiliy for notfying Relying Sie POCs and Sudy Team members as described in his
secton, if agreed upon by he POC for he Reviewing IRB.
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subjecs or ohers, deerminaons o serious and/or connuing noncompliance, and/or any suspensions or erminaons
o IRB approval on behal o all applicable insuons covered by his Agreemen. The Reviewing IRB will also provide he
involved Relying Insuons he opporuniy o review and commen on he repor beore i is sen o ederal auhories,
such as OHRP, he FDA, or ohers.

• I he Reviewing IRB ends is parcipaon in he SMART IRB Agreemen or a specic sudy, inorming all Relying
Insuons o his change, as described in he “Ending Sie Parcipaon in he SMART IRB Agreemen or Specic Sudies”
secon below.

Relying Instutons

Relying Insuons are responsible or he ollowing acvies relaed o he inial reliance review process and subsequen
managemen o he sudy; hese will generally occur hrough he Overall PI and Lead Sudy Team:

• Communicang local consideraons o he Reviewing IRB, including requiremens o applicable sae or local laws, regu
laons, policies, and ancillary review processes as are relevan o he Research i.e., he specic sudy or sudies ceded o
he Reviewing IRB. Generally, his will occur hrough he POC see secons below.

• Providing inormaon abou local resricons, spulaons, or requesed subsuons o inormed consen documens o
he Reviewing IRB or is approval, including insuonspecic language such as he Relying Insuon’s sandard injury
compensaon language. Generally, his will occur hrough he POC see secons below.

• Noying he Reviewing IRB o he ollowing:

o Any unancipaed problems or ndings o serious and/or connuing noncompliance ha occurred on research ha
has not been ceded under this Agreement but that may have relevance to ceded Research, or

o Any suspension or resricon o a Relying Sie’s Sudy Team members abiliy o conduc human subjecs research.

• Disclosing any COI related to Research conducted under this Agreement and providing applicable management plans to
he Reviewing IRB; his may occur hrough he Lead Sudy Team or he home insuon POC.

• I he Reviewing IRB requess ha he Relying Insuon conduc an audi, reporng audi ndings o he Reviewing IRB
wihin a reasonable merame.

• Repor o OHRP, ederal unding agencies, and/or oher ederal oversigh auhories and oher applicable individuals
any unancipaed problems involving risks o human subjecs or ohers, serious and/or connuing noncompliance,
and/or suspensions or erminaons o IRB approval, i he even has occurred a he Relying Insuon and he Relying
Insuon has no “unchecked he box” on is FWA and applies he ederal regulaons and is subpars o all human
subjec research, irrespecve o unding source. For example, his reporng by a Relying Insuon may be necessary
i he even is specic o is insuon, he research is no ederally unded, and he Reviewing IRB has “unchecked he
box” on is FWA.

• Noying he Reviewing IRBs o communicaons regarding Research covered by his Agreemen o/rom he Relying
Insuon and FDA, OHRP, and/or oher regulaory agencies e.g., re. unancipaed problems or serious and/or connu
ing noncompliance, as applicable.

• Inorming he Reviewing IRB i he Relying Insuon ends is parcipaon in he SMART IRB Agreemen or a specic
sudy, as described in he “Ending Sie Parcipaon in he SMART IRB Agreemen or Specic Sudies” secon below.
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RESPONSIBILITIES: SMART IRB POINTS OF CONTACT (POCS)

This secon o he SOPs provides an overview o he key responsibilies o SMART IRB POCs during he reliance review
process and afer IRB review is ceded.

Each Parcipang Insuon in SMART IRB mus designae a POC and an alernae POC. Generally, he POC is associaed
wih he Parcipang Insuon’s IRB. However, some Parcipang Insuons will no have IRBs or will appoin an individ
ual ouside o he local IRB oce o serve as a POC.

All Parcipang Insuons are responsible or designang an individual a SMART IRB POC o carry ou he ollowing acvi
es; Parcipang Insuons may designae some o hese acvies o personnel oher han he designaed SMART IRB
POC e.g., Research Inegriy Ocers, legal counsels, Insuonal Ocials, or posapproval monioring programs:

• Communicang o oher SMART IRB POCs, he Lead Sudy Team, and o heir Sie Invesgaor he insuon’s decisions
o serve as he Reviewing IRB, cede review o he proposed Reviewing IRB, or reain local IRB review o Research.

• Promply reviewing reliance requess and any supporng maerials o deermine wheher ceding IRB review or serving as
he Reviewing IRB is appropriae, in accordance wih ha insuon’s policies and procedures.

• On a sudybysudy basis, communicang wih SMART IRB POCs a oher insuons idened as poenal sudy sies o
ideny a single Reviewing IRB and deermine which insuons choose o rely on he idened Reviewing IRB.

• Consulng, as needed, wih individuals and resources e.g., oher IRB sa, legal counsel a he insuon regarding ced
ing IRB review or accepng IRB oversigh or Research under he SMART IRB Agreemen.

• Addressing any quesons rom he Sie PI and/or poenal Relying Sie Sudy Team regarding he SMART IRB Agreemen
reliance review process and saus o he reliance reques.

• Noying Relying Insuons o any legal acon relaed o Research ha had been ceded o he insuon’s IRB under
he SMART IRB Agreemen.

• Noying he Reviewing IRB regarding he oucome o any inernal audi ndings relaed o Research ceded under he
SMART IRB Agreemen ha represen reporable inormaon per he Reviewing IRB’s policies and procedures e.g. unan
cipaed problems, serious or connuing noncompliance, or oher reporable inormaon.

• As appropriae, noying oher SMART IRB POCs regarding he oucome o any oher audi ndings no addressed above
and relaed o Research ha had been ceded under he SMART IRB Agreemen.

• Promply communicang o SMART IRB adminisraon, and o SMART IRB POCs a Parcipang Insuons wih which
he insuon is engaged, any changes in he insuon’s designaed SMART IRB POCs.

• In regard o he insuon’s FWA, noying POCs a oher Parcipang Insuons o:

o A suspension or resricon o he insuon’s FWA

o A modicaon o he scope o research o which he FWA applies

o Invalidaon o he insuon’s FWA or any reason e.g., erminaon or expiraon

o Filing o a new or updaed FWA e.g., adding a new componen o he FWA

• Noying SMART IRB Adminisraon o changes in he componens o he insuon ha are covered under he FWA.
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• When he POC’s insuon serves as he Reviewing IRB Insuon:

o Working in collaboraon wih he Reviewing IRB and Lead Sudy Team o deermine and documen specic roles
and responsibilies or communicang key inormaon o Relying Insuons and he Reviewing IRB as described
hroughou hese SOPs and as summarized in he Appendix: Addional MulSie Research Managemen Roles and
Responsibilies.

o In he even a connuing review is submied afer IRB approval or he sudy expires, or he sudy expires beore
he Reviewing IRB can reapprove he sudy, noying POCs rom all aeced Relying Insuons in addion o he
Overall PI and Lead Sudy Team o he lapse in IRB approval and any applicable correcve acon plans.

o Veriying ha any changes in Sie PIs or Relying Sie Sudy Team personnel have been signedo on by he Relying
Insuon POC or submission o he Reviewing IRB.

o Communicang lapses in IRB approval o aeced Relying Insuons as addressed in he “Connuing Review Sub
mission and Review Process” secon below.

o Communicang inormaon relaed o reporable evens o aeced Relying Insuons as addressed in “Reporable
Even Submission and Review Process” below.

• When a POC’s insuon is a Relying Insuon:

o Communicang o he POC or he Reviewing IRB any quesons or concerns abou he Research and local consid
eraons e.g., Sae law and any ousanding insuonal requiremens hamus be me, in coordinaon wih he
Relying Sie Sudy Team.

o Veriying, in coordinaon wih he Reviewing IRB POC, ha Sie Invesgaor or Relying Sie Sudy Team personnel
mee he insuonal requiremens or he Relying Insuon, including educaon, raining, and qualicaons o
perorm he Research and saeguard he righs and welare o research subjecs. This vericaon includes, bu is no
limied o, having any local insuonally required proessional sa appoinmens, credenaling, insurance or oher
liabiliy coverage, and raining in human subjecs proecons, and background checks or heir assigned role in he
Research.

o For any proposed changes in Sie PI or Relying Sie Sudy Team personnel, veriying, in coordinaon wih he Review
ing IRB POC, ha any insuonal requiremens or invesgaors and sudy eam members are me, including educa
on, raining, and qualicaons o perorm he Research and saeguard he righs and welare o research subjecs.
This vericaon includes, bu is no limied o, having any local insuonally required proessional sa appoin
mens, credenaling, insurance or oher liabiliy coverage, raining in human subjecs proecons, and background
checks or heir assigned role in he Research.

o Noying he Reviewing IRB’s POC regarding evens ha occur a he Relying Insuon hamay aler he Reviewing
IRB’s decision o accep IRB oversigh or he Relying Insuon or he Relying Insuon’s decision o cede review,
such as suspension o research privileges o a Sie Invesgaor a a Relying Insuon. NOTE: This nocaon would
be limied o evens hamigh no oherwise be repored o he Reviewing IRB by he Lead Sudy Team e.g., non
compliance concerns idened by he Relying Insuon on a sudy no ceded o he Reviewing IRB.

o Responding promply o any requess or assisance or inormaon rom he Reviewing IRB’s POC e.g., gahering
inormaon on behal o he Reviewing IRB regarding reporable evens occurring a he Relying Insuon.
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ESTABLISHING THE REVIEWING IRB

This secon describes he process or esablishing a Reviewing IRB or any sudies conduced under he SMART IRB Agreemen.
The process begins when a proposed human research sudy has been idened and an “Overall PI” has been esablished.

The deaul priorizaon scheme used or idenying poenal Reviewing IRBs will be as ollows:

1. Reviewing IRB ha has been predeermined by sudy sponsor or gran or esablished by prior arrangemen e.g., ne
work cenral IRB.

2. Overall PI's Home Insuon HI IRB. NOTE: he HI is where he Overall PI is primarily employed or is aliaed.

3. Anoher Parcipang Insuon IRB, when Overall PI HI does no have an IRB or Reviewing IRBs is seleced based on
ype o procedures o be perormed, subjec populaon, or oher crieria; more han one Reviewing IRB may be appro
priae i hese will signicanly vary among parcipang sies.

Each Parcipang Insuon will deermine wheher he responsibiliy or submitng reliance reques is assigned o he
Overall PI, Lead Sudy Team, or he IRB POC. The Overall PI or designee submis a reques and supporng documens via he
mechanism esablished by he HI IRB and idenes a proposed Reviewing IRB, which may be he IRB a he HI or an exernal
IRB. If he Overall PI HI does no have an IRB, he Overall PI will ollow he insuon’s policies or requesng he use o an
exernal IRB.

The SMART IRB POC a he Overall PI’s HI reviews he reques and supporng documens and deermines, in consulaon
wih oher Parcipang Insuons as necessary, i he insuon’s IRB will serve as he Reviewing IRB or he Overall PI and
oher sies. I he SMART IRB POC deermines ha he HI IRB agrees o serve as he Reviewing IRB, he POC will noy he
Overall PI o he decision, and proceed o he secon below on “Esablishing he Relying Insuons.”

I he HI has an IRB and declines o serve as he Reviewing IRB or all Parcipang Insuons, he HI SMART IRB POC will
hen deermine wheher he HI is willing o cede review o anoher IRB o serve as he Reviewing IRB or he Overall PI. I
he HI is willing o cede review o anoher insuon, he HI SMART IRB POC conacs he POCs or poenal alernae
Reviewing IRBs idened by he Overall PI. The Overall PI may parcipae in his process where necessary. Once he
Reviewing IRB has been esablished, he SMART IRB POC on behal o he Reviewing IRB will noy he Overall PI o he
decision, and proceed o he secon below on “Esablishing he Relying Insuons.” I he HI is unwilling o cede review o
anoher insuon, he HI IRB proceeds o conduc a review o he sudy or is own sudy eam. The oher Sie Invesgaors
are reerred o new poenal Reviewing IRBs idened by he Overall PI or by he HI POC.

The Overall PI, SMART IRB POC, and represenaves rom he Reviewing IRB will esablish and documen he pary who
will assume responsibiliy or he reliancerelaed communicaon and adminisrave uncons described wihin hese SOPs
or which exibiliy exiss e.g., wheher he Reviewing IRB will review waivers and aleraons o auhorizaon on behal o
Relying Insuons or allow he use o a HIPAA auhorizaon separae rom he consen documen. A sample “Addional
MulSie Research Managemen Roles and Responsibilies” marix is aached o hese SOPs.

NOTE: There may be siuaons where he Overall PI does no seek Ceded Review bu a subgroup o POCs deermine Ceded
Review is appropriae or he Research. I he Overall PI and/or he POC or he Overall PI’s HI do no objec, Parcipang
Insuons may sll parcipae in Ceded Review or he Research. In his case, a Sie Invesgaor may make a reques or
Ceded Review o his/her HI IRB.
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ESTABLISHING THE RELYING INSTITUTIONS – PRIOR TO IRB APPROVAL

Once he proposed Reviewing IRB has been esablished, he SMART IRB POC rom he Reviewing IRB Insuon conacs
he SMART IRB POCs a he oher known Parcipang Insuons engaged in he proposed research, providing hese sies
access o he available maerials provided by he Overall PI. These poenal Relying Insuons complee he ollowing seps
wihin 14 business days:

1. Review he maerials provided by he Overall PI.

2. Render a deerminaon abou ceding IRB review o he proposed Reviewing IRB.

I a poenal Relying Insuon agrees o cede review o he proposed Reviewing IRB, he Relying Insuon SMART IRB
POC provides he ollowing inormaon o he Reviewing IRB POC, Overall PI, and local Sie Invesgaor:

1. The decision o cede review.

2. Any ousanding concerns or requiremens hamus be addressed beore he Reviewing IRB approves he Research or
ha Relying Insuon.

3. Any local consideraons relaed o he Research ha he Reviewing IRB mus consider.

NOTE: Once inormed consen documen ICD emplaes are available or siespecic cusomizaon, Relying Insuons
will provide insuonspecic language or a limied number o areas as described in he “Cusomizaon, Submission, and
Review o Inormed Consen Documens” secon below.

I a poenal Relying Insuon declines o cede review o he proposed Reviewing IRB, he SMART IRB POC or he ins
uon communicaes his deerminaon o he proposed Reviewing IRB POC, Overall PI, and local Sie Invesgaor. I he
insuon sll plans o conduc he research, he insuon will do so by mainaining local IRB oversigh, ceding o a
dieren Parcipang Insuon IRB or ceding o an IRB ha is no par o he SMART IRB Agreemen. On he rare occasion
hamore han one Reviewing IRB becomes involved in overseeing a mulsie sudy2, i is he Overall PI’s responsibiliy o
ensure coordinaon among he reviewing IRBs.

2 For example, imay be appropriae o identfy more han one Reviewing IRB for a single sudy if a sudy involves boh pediaric and adul populatons and
separae reviewing IRBs are esablished o oversee each populaton.
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ADDING NEW RELYING INSTITUTIONS – POST-IRB APPROVAL

This secon describes he process or adding a new Relying Insuon or Research already reviewed and approved by a
Reviewing IRB under he SMART IRB Agreemen.

This process begins when he Overall PI/Lead Sudy Team provides he new proposed Relying Insuon Sie Invesgaor
and SMART IRB POC wih available sudy maerials. The POC complees he ollowing:

1. Reviews he maerials provided by he Overall PI or designee.

2. Renders a deerminaon abou ceding IRB review o he proposed Reviewing IRB.

I he poenal new Relying Insuon agrees o cede review o he Reviewing IRB, he Relying Insuon SMART IRB POC
provides he ollowing inormaon o he Reviewing IRB POC, Overall PI, and local Sie Invesgaor:

1. The decision o cede review.

2. Any ousanding concerns or requiremens hamus be addressed beore he Reviewing IRB approves he Research or
ha Relying Insuon.

3. Any local consideraons relaed o he Research ha he Reviewing IRB mus consider.

The Overall PI or designee hen complees and submis a proocol amendmen o add he proposed new Relying
Insuon o he sudy in accordance wih he SOP secon on “Proocol Amendmen Submission and Review Process.”
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COORDINATION OF IRB REVIEWWHEN A SINGLE CENTRAL IRB
IS NOT IDENTIFIED

Under some circumsances, more han one Reviewing IRB may be esablished or a parcular sudy. In hese cases, i is he
responsibiliy o he Overall PI o coordinae and communicae o each Reviewing IRB he necessary inormaon relaed o
he conduc o he sudy across all insuons hroughou he lie o he Research, no jus inormaon relaed o he sies
overseen by each Reviewing IRB. Such inormaon mus be communicaed in accordance wih each Reviewing IRB’s applica
ble policies and procedures.
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INITIAL REVIEW: SUBMISSION AND REVIEW PROCESS

This secon describes he IRB review process and responsibilies o he Reviewing IRB, Relying Insuons, Overall PI and
Lead Sudy Team, Sie Invesgaors and Relying Sie Sudy Teams, and SMART IRB POCs.

Once he deerminaon has been made regarding which insuon will provide IRB oversigh i.e., ac as he Reviewing
IRB, as described in he “Idenying he Reviewing IRB” secon above, he Lead Sudy Team submis an applicaon or
inial review o he designaed Reviewing IRB ollowing he processes and policies and using he orms esablished by he
Reviewing IRB. The inial review applicaon mus conain sucien inormaon o allow he Reviewing IRB o ideny
a all known insuons engaged in human subjecs research ha inend o cede review o he Reviewing IRB Relying
Insuons, b he acvies perormed a each insuon, and c he Overall PI and Lead Sudy Team or he sudy.

The Reviewing IRB will review inial applicaons or new Research in accordance wih he human subjec proecon
requiremens o each Relying Insuon’s FWA, he ederal regulaons and ehical principles reerenced herein, any oher
applicable ederal human subjecs research regulaons or policies, and any local consideraons communicaed o he
Reviewing IRB e.g., sae law. The processes and procedures or review will be in accord wih he Reviewing IRB’s own poli
cies and procedures. As par o is responsibilies or conducng he inial review, he Reviewing IRB mus:

• Take ino consideraon he local consideraons provided o i by he SMART IRB POCs rom he Relying Insuons as
par o heir decision o cede review, including insuonspecic inormaon or any inormed consen documens.
This inormaon will be provided o he Reviewing IRB as described in he secon above on “Esablishing he Relying
Insuons.”

• Review and make any applicable deerminaons regarding requess or waivers or aleraons o auhorizaon under he
HIPAA Privacy Rule unless alernave arrangemens have been agreed upon per he SOP secon below led “HIPAA
Privacy Rule”.

Unless an issue is discovered during he course o review ha requires inpu rom he Relying Insuon, he Reviewing IRB
generally will no provide any direc communicaon o he Relying Insuon regarding he inial review o he applicaon
oher han nocaons abou he Research review.

The Reviewing IRB will noy he Lead Sudy Team when i has approved he Research hrough is esablished processes.
The Reviewing IRB may rely on he Lead Sudy Team o noy he Overall PI and Relying Sie Sudy Teams o he IRB approval
or noy he Relying Sie Sudy Team direcly.

I he Reviewing IRB disapproves he Research or disapproves a Relying Insuon’s parcipaon in he Research, he
Reviewing IRB POC will inorm he Overall PI and Lead Sudy Team. The Lead Sudy Team is responsible or noying rele
van insuons o he IRB’s deerminaon o disapprove he sudy or he proposed Relying Insuon’s parcipaon in he
Research. I he Research is disapproved by a Reviewing IRB, and he Overall PI chooses o seek approval rom a dieren IRB
raher han subsanvely revise he proocol maerials o address he concerns o he IRB ha disapproved he sudy, he
sudy canno be subsequenly submied o anoher Parcipang Insuon or review wihou disclosing he naure o he
previous Reviewing IRB’s disapproval.

Cusomizaton, Submission, and Review o Inormed Consen Documens (ICD)

This secon describes how consen documens will be handled and cerain language rom Relying Insuons incorporaed
ino hem.

When inormed consen documens ICDs are required or a sudy reviewed under he SMART IRB Agreemen, he ICD em
plaes o he Reviewing IRB will be used or all Relying Insuons or ha Research. I he Reviewing IRB uses a samp o
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indicae approval o ICDs, he samp o he Reviewing IRB will be used. However, Reviewing IRBs are no obligaed o samp
approved ICDs, unless required by heir own insuonal policy or oher regulaory requiremen.

The Reviewing IRB will deermine he conen o ICDs excep or secons or which Relying Insuons mus provide heir
insuonspecic language, as applicable. The insuonspecic language in he ICD o be provided by Relying Insuons
is generally limited to:

• Compensaon or injury

• Availabiliy o reamen or injury

• Paymen or reimbursemen o research coss incurred by subjecs

• Local sudy eam conacs or quesons abou he sudy

HIPAA waiver and auhorizaon language is addressed separaely in he “Waivers and Aleraons o Auhorizaon” secon
o hese SOPs.

Relying Insuons will cusomize hese secons o he ICD by one o wo mechanisms, as deermined hrough coordinaon
between the SMART IRB POC and Relying Site Study Team:

1. The Relying Insuon POC requess he local Relying Sie Sudy Team incorporae he inormaon ino he appropri
ae secons o he ICDs. Once his has been nalized, he Relying Insuon POC provides he local language o he
Reviewing IRB POC or reerence. The Relying Sie Sudy Team is responsible or orwarding he ICDs o he Lead Sudy
Team or submission o he Reviewing IRB hrough he Reviewing IRB’s esablished processes.

OR

2. The Relying Insuon POC akes responsibiliy or incorporang he inormaon ino he local ICDs. Once nalized,
he Relying Insuon POC orwards he ICDs o he Lead Sudy Team or communicaon o he Reviewing IRB in
accordance wih he Reviewing IRB’s esablished processes.

The Reviewing IRB will ensure a copy o he approved ICDs is sen o he Relying Insuon POC, Overall PI, Lead Sudy
Team, and Sie Invesgaors. The Reviewing IRB may rely on he Lead Sudy Team o disribue he IRBapproved ICDs. I
a Relying Sie Sudy Team or Relying Insuon requires changes o is local language afer he Reviewing IRB has approved
he ICDs or ha sie, an amendmenmus be submied o and approved by he Reviewing IRB beore revised ICDs can be
used a ha insuon.
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CONTINUING REVIEW: SUBMISSION AND REVIEW PROCESS

This secon describes he key componens or connuing review and responsibilies o he Reviewing IRB, Relying
Insuons, Lead Sudy Team, Relying Sie Sudy Team, and SMART IRB POCs during his process.

The Lead Sudy Team will submi a connuing review progress repor o he Reviewing IRB in accordance wih he Reviewing
IRB’s policies and procedures e.g., when he repor is due and he mechanism hrough which i is submied o he IRB.
The Lead Sudy Team or designee is responsible or obaining inormaon rom each Relying Sie Sudy Team, regardless
o wheher he insuon is under he purview o he Reviewing IRB, so ha he Reviewing IRB can assess a comprehensive
repor regarding sudy progress, new inormaon, and problems ha have occurred.

I a Relying Sie Sudy Team does no provide he Lead Sudy Team wih required inormaon beore he connuing review
applicaon is submied o he Reviewing IRB, he Lead Sudy Team mus repor he absence o his inormaon as par o
he connuing review submission.

The Reviewing IRB is responsible or reviewing all relevan inormaon or he Lead Sudy Team’s and Relying Sudy Team’s
sies unl he Research is closed. The Reviewing IRB will conduc connuing reviews in accordance wih he human subjec
proecon requiremens o each Relying Insuon’s FWA, he ederal regulaons and ehical principles reerenced herein,
any oher applicable ederal human subjecs research regulaons or policies, and any local requiremens communicaed o
he Reviewing IRB e.g., sae law. The processes and procedures or review will be in accord wih he Reviewing IRB’s own
policies and procedures.

Unless a Reporable Even is discovered in he course o he connuing review, he Reviewing IRB generally will no provide
any direc communicaon o he Relying Insuon regarding he review. The Reviewing IRB will noy he Lead Sudy Team
when i has reapproved he Research hrough is esablished processes. The Reviewing IRB may rely on he Lead Sudy
Team o noy Relying Sie Sudy Teams o he IRB reapproval or disapproval o he Research or noy he Relying Sie
Sudy Team direcly. I Research is disapproved by a Reviewing IRB a connuing review, and he Overall PI chooses o seek
approval rom a dieren IRB raher han subsanvely revise he sudy maerials o address he concerns o he IRB ha
disapproved he Research, he Research canno be subsequenly submied o anoher Parcipang Insuon or review
wihou disclosing he naure o he previous IRB’s disapproval.

In he even a connuing review is submied afer IRB approval or he sudy expires or he sudy expires beore he
Reviewing IRB can reapprove he sudy, he Reviewing IRB will noy all parcipang sie SMART IRB POCs, Overall PI, Lead
Sudy Team, and Relying Sie Invesgaors o he expiraon o IRB approval. The Reviewing IRB will noy he Lead Sudy
Team and applicable Relying Insuon POCs o any applicable correcve acon plans required.

Relying Sie Sudy Teams may be required by heir home insuons o provide sudy updaes o local ocials e.g., local IRB
oces and are responsible or meeng hese requiremens.
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PROTOCOL AMENDMENT: SUBMISSION AND REVIEW PROCESS

This secon describes he process or reviewing sudy amendmens i.e., changes o he sudy or supporng documens
and associaed responsibilies o he Reviewing IRB, Relying Insuon, Lead Sudy Team, Relying Sie Sudy Team, and
SMART IRB POCs during his process.

The Lead Sudy Team is responsible or submitng amendmens sudywide or local amendmens or Relying Sies o he
Reviewing IRB or review in accordance wih he Reviewing IRB’s policies and procedures e.g., ming and mechanism o
submission.

The Reviewing IRB will conduc reviews o changes in research in accordance wih he human subjec proecon require
mens o each Relying Insuon’s FWAs, he ederal regulaons and ehical principles reerenced herein, any oher appli
cable ederal human subjecs research regulaons or policies, and any local consideraons communicaed o he Reviewing
IRB e.g., sae law. The processes and procedures or review will be in accord wih he Reviewing IRB’s own policies and
procedures. A Relying Insuon POC mus auhorize heir Relying Sie Sudy Team’s submissions o he ollowing ypes o
changes o he Lead Sudy Team or consideraon by he Reviewing IRB POC:

• Changes o a Sie Invesgaor or oher Relying Sie Sudy Team personnel, in order o ensure hese personnel mee he
insuonal requiremens or he Relying Insuon;

• Changes ha appear o aec any sae law or local consideraons a Relying Insuon noed as par o is agreemen o
cede review; or

• Changes ha indicae a newly idened COI.

Relying Sie Sudy Teams will repor changes in COI o heir local Relying Insuon in accordance wih he local proce
dures and policies or COI reporng and managemen already esablished a each sie. Relying Insuon POCs will coor
dinae wih local COI adminisraors and he local Relying Sie Sudy Team in order o communicae his inormaon o he
Reviewing IRB. Reporng new or updaed COI inormaon, as well as personnel changes, o local SMART IRB POCs will occur
in accord wih he Relying Insuon’s processes.

The Reviewing IRB will noy he Lead Sudy Team when i has approved an amendmen/change in research hrough is
esablished processes. The Reviewing IRB may rely on he Lead Sudy Team o noy applicable Relying Insuons o he
IRB approval, where agreed upon in advance when deermining and documenng specic roles and responsibilies or com
municang and coordinang key inormaon o Relying Insuons and he Reviewing IRB. In he case o local amendmens
e.g., local recruimenmaerials, siespecic changes o consen documens ha do no aec all Relying Insuons, only
he sies aeced by he approved amendmenmus be noed o he IRB approval.
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RECORD KEEPING AND DOCUMENT RETENTION

This secon describes he process or mainaining and soring SMART IRB adminisrave records and he responsibilies o
SMART IRB Adminisraon, Reviewing IRBs, and Relying Insuons or he mainenance o hese records, covering SMART
IRB adminisrave records and sudyspecic IRB records relaed o reliance, bu no he invesgaors’ Research les.

SMART IRB Adminisraors, Reviewing IRBs, and Relying Insuons will mainain he ollowing records in he locaons spec
ied in he able below:

SMART IRB RECORDS

Record Type Responsible Party Sorage Locaton

Curren SMART IRB policies and procedures including: SOPs, orms,
emplaes, ec.

SMART IRB
Adminisraon

SMARTIRB.org

Curren execued SMART IRB Reliance Agreemens and Joinder
Agreements, as well as any amendments

SMART IRB
Adminisraon
and Parcipang
Insuons

SMARTIRB.org and
a Parcipang
Insuons

Sudyspecic reliance requess including: idencaon o Reviewing
IRBs and Relying Insuons, and Sudy Team inormaon

Parcipang
Insuons

Local sorage
a Parcipang
Insuons

Minues rom IRB meengs a which Research ceded under he SMART
IRB Agreemen was reviewed; porons o he minues ha are relevan o
a Relying Insuon available upon reques o designaed ocials o he
Relying Insuon.

Reviewing IRB Local sorage;
available upon
request

Records o any applicable COI managemen plans provided by he Relying
Insuon and received by he Reviewing Insuon

Reviewing IRB and
Relying Insuon

Local sorage

Records o evens repored by Relying Insuon and received by he
Reviewing Insuons

Reviewing IRB and
Relying Insuon

Local sorage;
available on
request

Sudyspecic review and approval nocaons Reviewing IRB and
Relying Insuons

Reviewing IRB and
Lead Sudy Team

Oher general correspondence beween he Relying Insuon and he
Reviewing IRB

Reviewing IRB and
Relying Insuon

Reviewing IRB and
Lead Sudy Team;
available upon
request

Sudyspecic deerminaons relaed o ceding review o a Reviewing
IRB e.g., orms documenng decision o cede review; any ousanding
concerns or requirements that must be addressed by the Reviewing IRB,
and any insuonal requiremens relaed o he ceded sudy ha he
Reviewing IRB mus ake ino consideraon.

Relying Insuon and
Reviewing Insuon

Local sorage
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Documen Reenton

The records described in he able above will be reained by he respecve responsible pares or a minimum o seven years
afer he closure or erminaon o he sudy by he Reviewing IRB. Parcipang Insuons, including Lead Sudy Teams and
Relying Sie Sudy Teams, are advised o reer o heir local insuonal policies, as hey may require a longer period
o reenon.

Access o Locally Sored Records and Reliance-Relaed Documens

SMART IRB Adminisraors and Parcipang Insuon personnel, including POCs, Sudy Team members, and Reviewing
IRBs will have access, where relevan and appropriae, o records lised in he able above or all sudies or which hey serve
eiher as a Reviewing IRB or as a Relying Insuon.

All oher reasonable requess or access o records no lised above, or records sored locally, will be graned upon reques
by he applicable SMART IRB Adminisraor, Reviewing IRB POC, or Relying Sie POC, wihin a reasonable merame, and in
accordance wih he policies o he insuon soring he records and applicable sae and ederal laws.

Supplemenal Sudy Proocol Conen

This secon describes he addional conen beyond ha which is ypically included in a human research proocol ha
should be provided o he Reviewing IRB. This addional inormaon addresses coordinang he conduc o he research
across mulple sies and esablishing roles and responsibilies ha supplemen he highlevel inormaon already included
in hese SOPs.

Recommendaons or inormaon ha should be colleced a key poins during he relian review process are oulined below.

When requess o cede IRB review are made he ollowing should be idened:

• The Overall PI and Lead Sudy Team, which reains overall responsibiliy or he Research.

• Any applicable Coordinang Cener, which is responsible or coordinang acvies a all oher sies, receiving and ana
lyzing daa, and developing and updang he sudy proocol as needed. The Coordinang Cener may be he same as he
Lead Sudy Team.

The ollowing should be colleced abou poenal Relying Insuons:

• All Insuons ha will be involved in he conduc o he Research

• Types o acvies ha will occur a each sie e.g., subjec recruimen, laboraory analyses, and/or daa analyses

• Naure o he sies a which various research acvies will occur e.g., hospial, academic medical cener, research clinic,
medical oce.

• All personnel engaged in human subjecs research a each known sie, including names, insuonal aliaons, role in
he sudy e.g., adminisering surveys, obaining inormed consen, reviewing medical records, daa analysis, and where
his person will conduc sudy acvies.

• I he sudy involves sample banking, idencaon o all insuons a which samples will be sored, wha samples will
be sored a which sies.

• Descripon o any dierences among perormance sies in sudy procedures, subjec remuneraon, or subjec populaons.
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On a sudybysudy basis, he ollowing addional inormaon may need o be provided o he Reviewing IRB using orms/
orma specic o he Reviewing IRB:

• Descripon o how poenal subjecs are idened and he recruimenmehods used a each recruing sie.

• Descripon o how inormed consen is obained a each sie and who conducs he consen and/or assen process,
including any special processes or subjecs, such as hose who may be nonEnglish speaking, illierae, have impaired
decisionmaking capaciy, or who may be children.

• Descripon o daa sorage, including all sies a which daa will be sored, wha daa will be sored a wha sies,
daa securiy measures employed, who will have access o idenable daa a a sie, when daa will be anonymized or
desroyed, or i daa will be ranserred o a cenral sie or sorage.

• I he Research involves sample banking, addional inormaon regarding how sample condenaliy will be proeced,
who will have access o idenable samples, will wheher an hones broker sysem will be used and i so, who he
hones broker is, when samples will be anonymized or desroyed, and wha ypes o analyses may be conduced on he
banked samples.

In addion o he inormaon above, Lead Sudy Teams or designee, such as a Coordinang Cener will need o esablish
processes o address he ollowing issues:

• How hey will ensure all Relying Sie Sudy Teams have he mos curren version o he proocol, consen documens, and
oher supporng maerials.

• How hey will ensure ha all Relying Sie Sudy Teams use he same version o he proocol, including a descripon o he
procedures hamus be ollowed in order o amend he proocol.

• How hey will communicae wih, collec inormaon rom, and disseminae inormaon o oher sies, regarding:

o Local ICD requiremens

o Sudy updaes e.g., recruimen holds or inerim analyses, closure o enrollmen or oher changes o he sudy

o Connuing reviews

o Local changes o proocol e.g., personnel updaes, COI updaes

o Reportable events

o Study closure

o The plan or collecon and managemen o daa rom all sies
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FEDERAL GRANT CONGRUENCY REVIEW

This secon describes how i will be ensured ha any ederal gran supporng research ceded o a Reviewing IRB is con
gruen wih he proposed or approved in cases where a gran is obained afer inial review has occurred sudy, when
required by ederal regulaons.

Curren ederal regulaons 45 CFR 46.103 require insuons wih FWAs o cery or each applicaon or proposal or
nonexemp human subjecs research conduced or suppored by a Federal Deparmen or Agency ha i has been reviewed
and approved by an IRB. Inheren in his cercaon is an assessmen ha he acvies described in he gran are congru
en wih hose described in he proposed or IRBapproved sudy.

The Lead Sudy Team is responsible or submitng any ederal gran award or proposal ha suppors a proposed or
approved sudy o he Reviewing IRB a he me o inial review or as an amendmen change o proocol i he unds are
awarded afer inial IRB approval. I he ederal gran is no held by a member o he Lead Sudy Team bu by a Relying Sie
Sudy Team insead, he Relying Sie Sudy Team mus provide a copy o he ederal gran o he Lead Sudy Team or sub
mission o he Reviewing IRB. The Reviewing IRB is expeced o review a copy o he enre proposal in order o undersand
he scope o a projec.

The Reviewing IRB is responsible or comparing he gran o he proposed or approved research sudy in cases where a
gran is obained afer inial review has occurred o ensure ha acvies included in he gran are congruen wih hose
described in he sudy. The Reviewing IRB may reques he Lead Sudy Team revise an IRB applicaon o reconcile any dis
crepancy beween he gran and he sudy e.g., o add new procedures described in he gran ha will be conduced, sub
mi a new inial review applicaon e.g., when he gran appears o describe a new sudy, or provide claricaon regarding
he reason or he dierences e.g., when only par o he gran appears o suppor he IRBapproved applicaon.

Upon reques, he Reviewing IRB will provide documenaon o gransudy congruency or he Relying Sie Sudy Team a
he Relying Insuon ha holds he gran. The Parcipang Insuon ha holds he gran is responsible or providing
documenaon o congruency or cercaon o is local sponsored programs oce per local policies and procedures.
Relying Insuons reain responsibiliy or making relevan cercaons o a Federal Deparmen or Agency or awards
heir Insuon receives.
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HIPAA PRIVACY RULE

This secon describes how deerminaons relaed o he Healh Insurance Porabiliy and Accounabiliy Ac o 1996
HIPAA will be handled under he SMART IRB Agreemen.

Under he SMART IRB Agreemen proeced healh inormaon PHI will no be used or disclosed among collaborang
insuons unless here is: 1 appropriae auhorizaon o use and disclose such inormaon or he purposes o research;
2 an appropriae waiver or aleraon o such auhorizaon has been graned by he Reviewing IRB in accordance wih he
HIPAA Privacy Rule, or; 3 he inormaon consues a Limied Daa Se and is shared pursuan o a Daa Use Agreemen as
hose erms are dened in HIPAA.

Waivers and Aleratons o Auhorizaton

Reviewing IRBs are responsible or making deerminaons regarding waivers or aleraons o auhorizaon under he HIPAA
Privacy Rule or all Covered Enes or which i serves as he Reviewing IRB, and will ollow heir insuonal policies and pro
cedures as well as ederal regulaons or he review and approval o waivers or aleraons o auhorizaon. Those Reviewing
IRBs inexperienced wih he inerpreaon and applicaon o he HIPAA Privacy Rule are expeced o ensure hey have he
adequae experse o review and approve waivers or aleraons o auhorizaon and consul, as needed, wih individuals
wih HIPAA Privacy Rule experse, such as SMART IRB POCs a Relying Insuons ha are Covered Enes, o adequaely ul
ll his uncon. Relying Insuons requesng approval o a waiver or aleraon o auhorizaon mus provide he Reviewing
IRB wih specic local requiremens and resricons on use and disclosure o PHI ha could preven he IRB rom approving
he reques; he Reviewing IRB will consider he specic requiremens and resricons during he review.

When considering waivers or aleraons o auhorizaon, Reviewing IRBs will no approve waivers or he release o direcly
idenable daa ouside he Covered Eny wihou consulng wih Relying Insuon POCs o deermine wheher he
policies o he Relying Insuons would allow such a disclosure.

In he even ha he Reviewing IRB approves a waiver o auhorizaon or use and disclosure o PHI, a Relying Insuon
may rely on he Reviewing IRB’s deerminaon o he exen ha i compors wih insuonal requiremens.

I he Relying Insuon has a concern abou a waiver, paral waiver, or aleraon o auhorizaon he Reviewing IRB has
graned, hen he Relying Insuon should discuss alernave approaches wih he Reviewing IRB. Unl an alernave
approach is agreed upon beween he Reviewing IRB and he Relying Insuon, he Relying Sie Sudy Team canno per
orm he acviy covered by he waiver, paral waiver, or aleraon o auhorizaon.

In he even ha a research subjec revokes permission o use his or her PHI, he aeced invesgaor will deermine
wheher he revocaon occurred due o circumsances ha require reporng o he Reviewing IRB in accordance wih he
Reviewing IRB’s policies and procedures.

HIPAA Auhorizaton Language

The language required under he HIPAA Privacy Rule o obain auhorizaon or he use and/or disclosure o PHI will be
incorporaed ino inormed consen documens ICDs, unless he Reviewing IRB agrees o he use o separae consen and
HIPAA auhorizaon orms. The Reviewing IRB will provide he Relying Insuon wih he proposed HIPAA auhorizaon
language, ensure ha cerain elemens o auhorizaon are sucienly broad o cover he Relying Insuons e.g., he
sources o he PHI, who may use he PHI, and o whom he covered eny may disclose he PHI, and consider any insu
onspecic requiremens or HIPAA auhorizaon language ha a Relying Insuon wishes o be incorporaed ino com
bined consen/auhorizaon documens. I a Relying Insuon has insuonspecic auhorizaon language, hey would
be responsible or communicang his language o he Reviewing IRB. A Relying Insuon can delegae his responsibiliy or
communicang Insuonspecic HIPAA auhorizaon language o he Relying Sie Sudy Team or Relying Insuon POC.
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Breaches o PHI

Parcipang Insuons are responsible or invesgang and reporng o appropriae auhories, including Privacy Ocers
a aeced insuons, breaches o PHI in accordance wih insuonal policies.

In he even ha a privacy breach is discovered, Relying Sie Sudy Teams mus promply noy heir local Privacy Ocer. The
local Privacy Ocer mus hen ensure ha he Lead Sudy Team and Reviewing IRB are noed o he breach, and should
be involved in any subsequen invesgaon o he breach as well as any nocaons individuals or oces required by local
insuonal policy e.g., heir local Insuonal Ocial or he Proecon o Human Subjecs.

The Reviewing IRB may review he repored breach as a poenal unancipaed problem in accordance wih he Reviewing
IRB’s policies and procedures or unancipaed problems.

Oher HIPAA Privacy Rule Requiremens

All Parcipang Insuons are responsible or heir own compliance wih HIPAA obligaons, wih he excepon o he con
sideraon o waivers and aleraons o auhorizaon as well as auhorizaon review dues ha he Reviewing IRB will per
orm as described above. These oher obligaons under HIPAA include accounng o disclosures made pursuan o a waiver
o auhorizaon and execuon o daa use agreemens or business associae agreemens.
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FINANCIAL AND OTHER CONFLICTS OF INTEREST

This secon describes key componens o he process or communicang and evaluang nancial conics o iner
es henceorh COIs or Research under he SMART IRB Agreemen, and responsibilies o he Reviewing IRB, Relying
Insuons, Lead Sudy Team, Relying Sie Sudy Teams, and POCs.

Relying Insuons are responsible or review and managemen o any COIs relaed o Research ceded o an exernal
Reviewing IRB under he SMART IRB Agreemen. Relying Insuon POCs will ake ino consideraon COIs and applicable
managemen plans when deermining wheher Research will be ceded o he proposed Reviewing IRB or connue o be
ceded o he Reviewing IRB i he poenal or new COI is idened afer he sudy has been approved. I a sudy will be
ceded o he proposed Reviewing IRB, he Relying Insuon POC will coordinae wih he appropriae COI adminisraor
a his/her insuon o ensure any COIs and applicable managemen plans are communicaed o he Reviewing IRB. The
Relying Insuon POC may communicae his COI inormaon direcly o he POC or he Reviewing IRB or delegae his
responsibiliy o he local Relying Sie Sudy Team or submission o Lead Sudy Team, who will provide his inormaon o
he Reviewing IRB. I a Relying Insuon’s policies require IRB review o insuonal COI, he Reviewing IRB will review such
conics upon reques.

Relying Sie Sudy Teams mus disclose any COI and applicable managemen plans o heir SMART IRB POCs and he Lead
Sudy Team a he me a reliance reques is submied and when he inial review applicaon is submied o he Reviewing
IRB. Any new COIs idened or any Sudy Team member or updaes o managemen plans mus be repored o he
Reviewing IRB. In hese cases, Relying Sie Sudy Teams provide inormaon abou new COIs or updaed managemen plans
o heir local SMART IRB POC hrough he process esablished a his/her insuon. The Relying Insuon POC will coordi
nae wih he appropriae COI adminisraor a his/her insuon o deermine wheher any addional acon is required by
his/her insuon regarding he new COI and/or updaed managemen plan.

Relying Sie Sudy Teams are also responsible or disclosing o he Lead Sudy Team any new COIs or updaed managemen
plans issued by he Relying Insuon afer he sudy is ceded. The Relying Sie Sudy Teams mus inorm heir SMART IRB
POCs o hese updaes and obain conrmaon rom heir POCs ha his new inormaon does no aec he decision
o cede IRB review and ensure no addional acons mus be aken e.g., poenal removal o a sudy eam member or
resricon o some personnel’s acvies. The Lead Sudy Team is responsible or submitng inormaon abou new COIs
or updaed managemen plans o he Reviewing IRB in accordance wih he Reviewing IRB’s policies and procedures e.g.,
ming and mechanism or submission.

The Reviewing IRB is responsible or he consideraon o any COIs and applicable managemen plans or Sudy Teams
parcipang in Research ha has been ceded o hem under he SMART IRB Agreemen. The Reviewing IRB will ensure ha
any managemen plan is incorporaed ino is deliberaons and ha any mandaed disclosures o subjecs are included in
he approved inormed consen documens, as he Reviewing IRB deems applicable. The Reviewing IRB may nomodiy
any managemen plan or mandaed disclosure o subjecs wihou discussion and accepance by he Relying Insuon,
and reains he auhoriy o impose addional prohibions or conicmanagemen requiremens ha are more sringen
or resricve han hose included in he Relying Insuon’s managemen plan. In he exraordinary circumsance ha he
Reviewing IRB is unable o implemen or approve a Relying Insuon’s prohibions or managemen plans, he Reviewing
IRB will so inorm he Relying Insuon and wihdraw he Ceded Review wih respec o ha Relying Insuon.

I a proposed Reviewing IRB knows o any insuonal COI involving is insuon, ha IRB should decline o serve as he
Reviewing IRB, ollowing he procedures in “Esablishing he Reviewing IRB”.
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REPORTABLE EVENT SUBMISSION AND REVIEW PROCESS

This secon describes he key componens o he process or review o reporable evens afer reliance decisions have been
nalized and a sudy has been approved by he Reviewing IRB, as well as he responsibilies o he Reviewing IRB, Relying
Insuons, Lead Sudy Team, Relying Sie Sudy Teams, and POCs during his process.

All sudy eams under he purview o he Reviewing IRB will ollow he Reviewing IRB’s policies and procedures or repor
able evens e.g., wha requires reporng, reporng merames, and mechanism or reporng. The Reviewing IRB will
conduc reviews o reporable evens in accordance wih he SMART IRB Agreemen and SOPs as well as is own policies
and procedures. Relying Sie Sudy Teams may be required by heir local insuons o provide addional repors o local
ocials e.g., local IRB oces and are responsible or meeng hese requiremens.

Noncompliance and Unantcipaed Problems

Repors o poenal or acual noncompliance and poenal or acual unancipaed problems will be submied o he
Reviewing IRB by he Lead Sudy Team. These submissions will be reviewed by he Reviewing IRB in accordance wih is own
policies and procedures. Upon becoming aware o such a repor, he Reviewing IRB will noy and work wih any Relying
Insuons involved in or aeced by he repor as ollows:

• Reviewing IRB POCs will promply inorm any Relying Insuon POCs no already aware o repors o noncompliance
and unancipaed problems occurring a or involving ha insuon, even i he Reviewing IRB Insuon’s inormaon
gahering regarding he repor is ongoing.

• As needed, he Reviewing IRB Insuon may reques assisance rom Relying Insuon POCs in gahering inormaon
abou he repored even.

• The Reviewing IRB POC will noy he Relying Insuon POCs and Sie PIs rom he aeced Relying Insuons, as well
as, in some circumsances, hose rom unaeced Relying Insuons, o he Reviewing IRB’s deerminaon regarding he
reporable even.

• In he even ha reporng o a regulaory agencyies, sponsor, unding agencyies, and/or oher oversigh auhoriyies
is required under ederal regulaons or under he erms o a Relying Insuon’s FWA, he Reviewing Insuon will
provide he Relying Insuons wih opporuniy o review and provide inpu on such repors no ewer han 5 business
days beore hey are sen o he applicable enyies.

• I he Reviewing Insuon agreed o cede he obligaon o repor o ederal auhories o he Relying Insuon, he
Relying Insuon will provide he Reviewing Insuon wih he opporuniy o review and commen on he repor no
ewer han 5 business days beore i is sen o he applicable enyies. The Reviewing Insuon will promply provide
any commens on he repor o he Relying Insuon.

Relying Insuons remain responsible or ensuring ha any addional acons regarding he reporable even are aken as
required by ha Insuon’s policies and procedures.

Serious Adverse Evens, Deviatons, Subjec Complains, and Oher Types o Reporable Evens

Repors o serious adverse evens, deviaons, signican subjec complains and oher evens specically requiring reporng
o he Reviewing IRB in accordance wih Reviewing IRB policies and procedures will be submied o and reviewed by he
Reviewing IRB. I such a repor is ound o consue poenal noncompliance or an unancipaed problem, he Reviewing
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IRB will noy and work wih any Relying Insuons involved in or aeced by he repor as described in he secon above
on “Noncompliance and Unancipaed Problems.”

Suspensions and Terminatons o Reviewing IRB Approval

The Reviewing IRB will suspend or erminae he approval o sudies in accordance is own policies and procedures. I he
Research as a whole is suspended or erminaed, he Reviewing IRB POC will promply noy in wring all Relying Insuon
POCs, Overall PI, Lead Sudy Team, and Sie Invesgaors o he suspension or erminaon. I a Relying Insuons is sus
pended or erminaed, he Reviewing IRB POC will promply noy he Relying Insuon POCs, Overall PI, Lead Sudy Team,
and Sie Invesgaors rom aeced Relying Insuons and in some circumsances oher sies in wring o he decision
o suspend or erminae he sies. In he even o a suspension, he Reviewing IRB will deermine wheher i can connue
o accep IRB oversigh or he Relying Insuons or deermine ha i will end is oversigh or parcipaon in he specic
Research, in accordance wih he SOP secons below on “Ending Insuon Parcipaon in SMART IRB or Specic Research.”

Research Misconduc

Boh he Reviewing Insuon and Relying Insuons are responsible or noying each oher regarding poenal
research misconduc.

Any individual a a Reviewing or Relying Insuon who becomes aware o a poenal insance o research misconduc
mus noy heir local Research Inegriy Ocer RIO in accordance wih local policies and procedures or handling cases
o poenal research misconduc. When he research involves a sudy ceded under SMART IRB, he local RIO will noy and
coner wih he RIOs a oher aeced insuons, including he Reviewing IRB’s insuon.

I a Reviewing IRB discovers or receives inormaon regarding poenal or acual research misconduc, he Reviewing IRB
will handle he repor as a poenal unancipaed problem wih urher nocaons o Relying Insuons as oulined
under ha secon o hese SOPs.

Oher Reportng Requiremens

This secon describes oher evens hamay occur ha require reporng o he Reviewing IRB Insuon and/or Relying
Insuons.

Changes in FWA, IRB Regisraton, or Accrediaton Saus
Reviewing IRB Insuon and Relying Insuons are responsible or nocaons regarding changes o FWA or accrediaon
saus also described in he Responsibilies secon o his SOP:

• A Reviewing IRB Insuon will promply noy all Parcipang Insuons and SMART IRB Adminisraon:

o I is FWA is suspended or resriced, lapses, or changes in scope.

o O any loss or change in is accrediaon saus.

o O any expiraon o or change o is IRB regisraon saus.

• Relying Sies will promply noy:

o All Parcipang Insuons and SMART IRB Adminisraon i heir FWA is suspended or resriced or i is FWA
lapses or changes in scope.

o SMART IRB Adminisraon o any loss or change in is accrediaon saus.
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Reviewing IRB Insuons and Relying Insuons are responsible or designang a poin person or hese ypes o commu
nicaons, which may be he SMART IRB POC.

Federal Audis and Legal Actons
The Reviewing IRB and Relying Insuons are responsible or noying each oher regarding audis ndings relaed o
sudies ceded under he SMART IRB Agreemen ha represen reporable inormaon per he Reviewing IRB’s policies and
procedures e.g., unancipaed problems, serious or connuing noncompliance, or oher reporable inormaon as well as
legal acons relaed o any sudies or which he Reviewing IRB provides IRB oversigh. Parcipang Insuons will assis as
appropriae he ohers in invesgang and responding o such issues. The Reviewing Insuons and Relying Insuons
are responsible or designang a poin person or hese ypes o communicaons, which may be he SMART IRB POC.

Suspension or Resricton o Relying Sie Investgaor or Relying Sie Sudy TeamMember

Relying Insuon POCs are responsible or promply noying he Reviewing IRB o any suspension or resricon o Sie PI
or Relying Sie Sudy Team member saus o conduc research a he insuon.

Wihdrawal rom Ceded Review

I a Relying Insuon deermines ha imus wihdraw he Research rom Ceded Review, i will noy he Reviewing IRB o
his deerminaon. Parcipang Insuons are responsible or designang a poin person or hese ypes o communica
ons, which may be he SMART IRB POC.

When a change in accepance o reliance occurs, he Reviewing IRB and Relying Insuons will work ogeher o aciliae
he ranser o IRB oversigh wih he goal o liming he poenal disrupon o he Research and connuing human sub
jecs proecons. Unl oversigh is ranserred, he Reviewing IRB will connue o assume oversigh responsibiliy.



Version Date: September 8, 2016

32Funded by he NIH Naonal Cener or Advancing Translaonal Sciences hrough is Clinical
and Translaonal Science Awards Program, hrough gran number 3UL1TR00254101S1.

SMART IRB encourages use and disribuon o his conen. I you exrac any language, please cie SMART IRB as ollows,
“This inormaon was obained rom [doc name] as par o SMART IRB, which is unded by he NIH Naonal Cener or Advancing
Translaonal Sciences hrough is Clinical and Translaonal Science Awards Program, gran number 3UL1TR00254101S1.”

www.smarrb.org

AMENDING THE SMART IRB AGREEMENT

This secon describes he key componens o he process or amending he SMART IRB Agreemen and he responsibilies
o he individuals who carry ou his process.

The SMART IRB Execuve Commiee or designee is responsible or deermining wheher an amendmen o he reliance
agreemen is necessary. Suggesons or Agreemen amendmens may come o he Execuve Commiee rom curren
Parcipang Insuons, prospecve Parcipang Insuons, or rom Execuve Commiee members hemselves.

Once i is deermined ha an amendmen is necessary, he Execuve Commiee or designee will designae an individual
or group o draf or revise he Agreemen.

During he drafing process, he individuals drafing he Agreemen amendmen will seek inpu rom Parcipang
Insuons as ollows:

• Posng he proposed draf amendmen language on he SMARTIRB.org websie.

• Noying all Parcipang Insuons o he change o he proposed amendmen language and providing a 30day com
men period.

• Revising he draf language as appropriae based on any eedback received.

• Posng a revised draf o he amendmen language on he SMARTIRB.org websie.

• Noying all Parcipang Insuons o any updaes o he proposed amendmen language and providing a 15day com
men period prior o nalizing he amendmen.

I alernave proposals are received during he eedback process and deermined o be preerable o he originally proposed
amendmen, he updaed version will be communicaed back o he appropriae individuals ollowing he seps above.

I, afer review and eedback is received rom Parcipang Insuons, he Execuve Commiee or designee decides no
o proceed wih he amendmen, i will be wihdrawn. The Execuve Commiee or designee will noy all Parcipang
Insuons o he wihdrawal and why i was wihdrawn, and no urher acon will be aken.

I he Execuve Commiee or designee decides o nalize he amendmen, i will deermine on a casebycase basis
wheher he amendmen can be nalized by simply noying all Parcipang Insuons o he amendmen when i rep
resens a claricaon or correcon e.g., renemen o a dened erm, or wheher he amendmen is so signican as o
require all Parcipang Insuons o reexecue he Joinder Agreemen. I, afer nalizaon, a Parcipang Insuon is
unable o accep he erms o he amended Agreemen, he insuon may erminae is parcipaon in he SMART IRB
Agreemen as described in he SOP on “Disconnuing Sie Parcipaon in he SMART IRB Agreemen.”
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STANDARD OPERATING PROCEDURE (SOP) DEVELOPMENT, ADOPTION,
MODIFICATION, ANDMAINTENANCE

This secon describes he process o creae and updae SMART IRB SOPs and associaed maerials.

The Execuve Commiee or designee is responsible or deermining wheher new SOPs mus be creaed or wheher
revisions o exisng SOPs are necessary. Once a deerminaon has been made ha SMART IRB SOPs or associaed maerials
emplaes, orms, ec.mus be developed or revised, he Execuve Commiee or designee will designae an individual or
group o draf or revise hose documens.

During he drafing process, he individuals drafing he new/revised SOPs and associaed maerials will seek inpu rom
he individuals or commiees idened by he Execuve Commiee or designee. Maerials will be revised based on he
review and eedback rom hese individuals/commiees.

New or revised SOPs will be approved or nalizaon by he Execuve Commiee or designee.

Once he necessary eedback and revisions have been incorporaed ino he draf SOPs and/or associaed maerials, SMART
IRB Adminisrave personnel will nalize he documens by:

• Updang he “version dae,” “approved by,” and “approval dae” secons o he SMART IRB SOPs.

• Posng he updaed SOP Manual and associaed maerials on he SMARTIRB.org websie.

• Archiving he previous version o he maerials.

• Noying all aeced Parcipang Insuons in wring o any maerial changes.
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ENDING SITE PARTICIPATION IN THE SMART IRB AGREEMENT
OR SPECIFIC RESEARCH

This secon o he SOPs describes:

• The process by which a Parcipang Insuon may erminae is parcipaon in he SMART IRB Agreemen alogeher,
or end is parcipaon as a Reviewing IRB or Relying Insuon or a specic Research ceded under he SMART IRB
Agreement, and

• The responsibilies o he POC o he Terminang Insuon, as well as hose o any aeced Reviewing IRB POCs and
Relying Insuon POCs during his process.

This secon covers hree scenarios:

• Scenario 1: Cases where a Parcipang Insuon decides o erminae is parcipaon in he SMART IRB Agreemen
alogeher and he Insuon does no have any curren ceded Research and is no currenly serving as a Reviewing IRB
or any Research under he SMART IRB Agreemen.

• Scenario 2: Cases where a Parcipang Insuon decides o erminae is parcipaon in he SMART IRB Agreemen,
and he Insuon has curren ceded Research under he SMART IRB Agreemen or which hey are he Reviewing IRB or
are parcipang as a Relying Insuon.

• Scenario 3: Cases where a Parcipang Insuon needs o change he Reviewing IRB eiher i hey have ceded or are
serving as ha IRB or specic Research currenly under he SMART IRB Agreemen, bu does no wan o erminae he
SMART IRB Agreemen e.g., he Parcipang Insuon wans o ake back review o he Research or he Reviewing IRB
mus give up review.

Scenario 1

A Parcipang Insuon ha does no have any curren Research ceded and is no currenly serving as a Reviewing IRB or
any sudies ceded under he SMART IRB Agreemen erminae is parcipaon under his Agreemen upon 30 days prior
wrien noce o SMART IRB adminisraon and oher Parcipang Insuons.

In he even o any planned disconnuaon o an insuon’s parcipaon in he SMART IRB Agreemen, he POC a he
Terminang Insuon will promply noy SMART IRB adminisraon. SMART IRB adminisraon and he Terminang
Insuon POC will work ogeher o updae SMART IRB records and ensure ha individuals aeced by he erminaon are
promply noed o i. A Parcipang Insuon may erminae is parcipaon in he SMART IRB Agreemen upon hiry
30 business days’ prior wrien noce o he oher Parcipang Insuons involved in any ongoing Research under he
Agreemen.

Scenario 2

A Parcipang Insuon ha has curren Research under he Agreemen or which hey are he Reviewing IRB or are par
cipang as a Relying Insuon may erminae is parcipaon under his Agreemen upon hiry 30 business days’ prior
wrien noce o he oher Parcipang Insuons involved in any ongoing Research under he Agreemen or sooner i oher
arrangemens have been made or open and ongoing sudies aeced by he erminaon. Terminaon o parcipaon in his
Agreemen by one Parcipang Insuon will no end his Agreemenwih respec o he remaining Parcipang Insuons.
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Translaonal Sciences hrough is Clinical and Translaonal Science Awards Program, gran number 3UL1TR00254101S1.”

www.smarrb.org

In he even o any planned disconnuaon o an Insuon’s parcipaon in he SMART IRB Agreemen, he POC a he
Terminang Insuon will promply noy SMART IRB adminisraon.

For all sudies or which he Terminang Insuon parcipaes as a Relying Insuon, he disconnuing SMART IRB POC
conacs he Overall PI o each sudy, requesng ha he sie be wihdrawn rom ceded review or he idened sudy. The
Overall PI or each sudy will submi an amendmen o he Reviewing IRB reecng he change see “Proocol Amendmen
Submission and Review Process”.

I he Terminang Insuon serves as he Reviewing IRB or any open sudies, he disconnuing sie SMART IRB POC con
acs he POCs and Sie Invesgaors or all Relying Insuons, and works in collaboraon wih SMART IRB adminisraon,
invesgaors, and he Relying Insuons POCs o ideny a new Reviewing IRB or each sudy. A new Reviewing IRB will
be esablished in accordance wih he SMART IRB SOP on “Esablishing Reviewing IRBs and Relying Insuons.”

Scenario 3

When a Relying Insuon or a parcular sudy seeks o change he Reviewing IRB on ha sudy i.e., he Relying Insuon
wans o sop ceding review o he curren Reviewing IRB, he Relying Insuon POC conacs he Overall PI o he
aeced Research requesng ha he sie be removed as a Relying Insuon. The Overall PI or he sudy will remove he
sie by submitng an amendmen o he Reviewing IRB in accordance wih he SMART IRB SOP on “Proocol Amendmen
Submission and Review Process.”

When a Reviewing IRB Insuon on a parcular sudy seeks o change he Reviewing IRB or ha Research i.e., he
Reviewing IRB mus give up he review, he Reviewing IRB Insuon SMART IRB POC conacs he POCs and Sie
Invesgaors or all Relying Insuons, and works in collaboraon wih SMART IRB adminisraon, invesgaors and he
Relying Insuons POCs o ideny a new Reviewing IRB. A new Reviewing IRB will be esablished in accordance wih he
SMART IRB SOP on “Esablishing Reviewing IRBs and Relying Insuons.”

Terminang an insuon’s saus as Reviewing IRB or he parcular sudy will no be nalized unl arrangemens have
been made or esablishing a new Reviewing IRB or all Relying Insuons ha connue o parcipae in he Research.
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