
Collaborative 
Research 

and how to make it happen
Julie Chamberlin, MPH, CCRP, CIP
IRB Relian ce  & QA/QI Specia list
jcham ber lin @hsph .harvard.edu

mailto:jchamberlin@hsph.harvard.edu


Meeting Objectives

Overview

Gain a basic 
un derstan din g of 
what re lian ce is

Eligibility 

Learn  abou t what 
con stitu tes as e ligible  

for  re lian ce

Execution & 
Responsibilities  

Set- up In struction s /  
Lead site  vs. 

Par ticipain g site  
respon sibilities



Reliance 
Overview
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What is 
reliance 
and why do 
I need it? 



Why do I need reliance? 

NIH sIRB Policy

January 25, 2018

NIH funded m ulti-
site  studies in volvin g 
non -exempt  hum an  

subjects research

“Same protocol ” –  
sam e research  

question s, in volvin g 
sam e m ethodologies 

an d ou tcom es

Revised Common Rule

Jan uary 20 , 20 20

“Cooperative  
Research” –  m ore 

than  on e in stitu tion

Any US site en gages 
in  cooperative  

research  that is  
subject to the 
Common Rule

45 CFR 46.114

Reduce Burden

Always been  the  
practice  of choice

Reduces duplication  
of effor ts an d 

adm in istra tive  
bu rden  



As a researcher, where should I start?

You probably have multiple roles that relate to your 
research  (academ ically, profession ally, person ally) 



Despite the many “hats” you’re wearing, ask 
yourself…

1. Is the research  you ’re  con ductin g 
in  fu lfillm en t of a  Harvard- related 
cou rse, degree program , an d/or  
academ ic requ irem en t (e .g. 
capston e, thesis, disser ta tion , 
practicum , etc)?

2. Are you  represen tin g you rself as a  
Harvard-affilia te  wh ile  con ductin g 
the research?

If YES, you  are  wear in g you r  Harvard “hat”; Harvard IRB review is requ ired.

If NO, you  are  n ot wear in g you r  Harvard “hat”; Harvard IRB review is n ot 
requ ired .

*When in doubt, check in with the IRB*
Additional information on this topic can be found on HLC IRB Tip Sheets: Agent of Harvard & Dual Affiliation

https://cdn1.sph.harvard.edu/wp-content/uploads/sites/2102/2020/04/ORARC-Tip-Sheet-Agent-of-Harvard.pdf
https://cdn1.sph.harvard.edu/wp-content/uploads/sites/2102/2020/04/ORARC-Tip-Sheet-Dual-Affiliation.pdf


But wait…it doesn’t stop there!
Regardless of whether you are/are not wearing your Harvard “hat” –  IRB review a t the  
in stitu tion s where  you  wear  other  “hats” may still be required . 

You  must check in with  every in stitu tion  you  are  affilia ted with  to en su re  the ir  IRB 
requ irem en ts are  m et.

What if I need more than one IRB review?
In  som e in stan ces, where  m ultiple  IRBs are  in volved in  a  research  project, IRBs can  
agree  to “re ly” on  on e  sin gle  IRB for  review. Th is is  com m on  when :

• The research  project is  on goin g an d is  led by a  n on - Harvard PI

• You will be , or  have  been , added as a  study team  m em ber  to tha t project

Harvard is  willin g to con sider  re lian ce  agreem en ts with  other  in stitu tion s if:

• The in stitu tion  is  with in  the  US

• The research  is  n on - Exem pt

• The re lian ce  agreem en t m eets Harvard’s cr ite r ia

More information can be found here: ORARC Reliance Support webpage

https://www.hsph.harvard.edu/regulatory-affairs-and-research-compliance/2019/12/10/irb-reliance-agreements/


Reliance is Multidimensional…
• Each with individual needs:

• Pre-submission
• IRB System 
• Organizational Policies
• Additional Paperwork / SMART IRB (IAA, 

LCF, etc.)

This Photo by Unknown Author is licensed under CC BY-NC-ND

https://www.flickr.com/photos/mikz/5685470851/
https://creativecommons.org/licenses/by-nc-nd/3.0/


This Photo by Unknown Author is licensed under CC BY-SA

Reliance can feel 
intimidating…
Don’t worry, we are here to help!  

http://ministry-to-children.com/insecure-childrens-pastors/
https://creativecommons.org/licenses/by-sa/3.0/


Reliance 
Eligibility 
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Let’s talk about human subjects' research… 

For reliance to take place we need to ensure we are engaged in non -exempt, 
human subjects research



Types of IRB Review

Not Research
Activities do not meet the 

regu latory defin ition  of 
“research”

Not Human Subjects 
Research

Activities do n ot m eet the  
regu latory defin ition  of 

research  in volvin g “hum an  
subjects”

Exempt
Research  activities in volvin g 
hum an  subjects that fa ll in to 
on e of the  e igh t categor ies

1 2 3

5 6Expedited Convened IRB
Research  activities in volvin g hum an  
su bjects that in volve n o m ore than  

m in im al r isk

Research  in volvin g hum an  subjects 
that does n ot qualify for  Exem pt or  

Expedited review, typically in volvin g 
greater  than  m in im al r isk to subjects. 

Reliance 
Eligible



Reliance 
Execution 
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Three Essential 
Elements

3. Institutional 
Authorization

(home site )

1. IRB approval 
notice

(lead site)

2. IRB 
Authorization  
Agreement or 

IAA

(typically 
SMART IRB)



Three Essential 
Elements

3. Institutional 
Authorization

(home site )

1. IRB approval 
notice

(lead site)

2. IRB 
Authorization  
Agreement or 

IAA

(typically 
SMART IRB)

1. Obtain IRB approval from:
_________________________

3. Finalize ESTR app
 ESTR #  _ _ - _ _ _ _

2. Obtain IAA
 SMART IRB #  _ _ _ _ 
          - OR – 
 Traditional Form

*Please note that steps 2 and 3 can be worked on 
simultaneously, but step 3 cannot be finalized without 

step 2 completion*



Harvard Serves as Lead IRB
(aka Reviewing IRB, IRB of Record)

1. Harvard 
Site  Team

• Identify how 
sites will be 
involved

2. Harvard 
Site  Team

• Make sure 
ESTR app 
indicates 
reliance

3. Harvard 
Site  Team

• Begin either 
SMART IRB 
or IAA 
process

4. Relian ce 
Coordin ator

• Finalize IAA 
after all sites 
have 
completed 
their portion

5. Relian ce 
Coordin ator

• IAA is 
attached in 
ESTR and 
reliance is 
confirmed

6. Harvard 
Site  Team

• Provide 
notice to 
psites  and 
add them in 
ESTR



Harvard Serves as Lead IRB
(ESTR app)

Step 2

ESTR Example

Visit a m ain  study workspace (in  an y 
sta te), where  it is  in dicated on  the  Basic 
In form ation  page of the  Sm ar tForm  that 
BOTH:

Th is is  a  collaborative or multisite study
AND
Harvard will act as the IRB of record for  
an y project

70

30 % 2. Harvard 
Site  Team

•Make sure 
ESTR app 
indicates 
reliance



Harvard Serves as Lead IRB
(Begin IAA process)

Step 3

SMART IRB Example

If both sites are utilizing the SMART IRB 
platform  then  an  IAA can  be in itia ted 
th rough  that process

OR

IAA process can  occu r  in depen den tly 
ou tside  of SMART IRB system  an d an  IAA 
docum en t will be  produced separate ly

70

30 % 3. Harvard 
Site  Team

•Begin either 
SMART IRB 
or IAA 
process



Harvard Serves as Lead IRB
(Reliance Coordinator)

Steps 4 & 5

Reliance Coordinator finalizes IAA in 
SMART IRB an d in  ESTR

70

30 % 4. Relian ce 
Coordin ator

• Finalize IAA 
after all sites 
have 
completed 
their portion

5. Relian ce 
Coordin ator

• IAA is 
attached in 
ESTR and 
reliance is 
confirmed



Harvard Serves as Lead IRB
(Begin IAA process)

Step 6

ESTR Letter Example

Each participating site needs to be added in 
to ESTR 

Relian ce has n ot been  ach ieved un til 
receipt that site  has been  added has been  
con firm ed

70

30 %
6. Harvard 
Site  Team

•Provide 
notice to 
psites  and 
add them in 
ESTR



Harvard is a Participating Site
(aka Relying Site, pSite)



Harvard is a Participating Site
(ESTR app)

Step 2

ESTR Example

Visit a m ain  study workspace (in  an y 
sta te), where  it is  in dicated on  the  Basic 
In form ation  page of the  Sm ar tForm  that 
BOTH:

Th is is  a  collaborative or multisite study
AND
Harvard will act as the IRB of record for  
an y project

It will a lso be  im por tan t to fill in  the  Basic 
Local Site  an d Extern al IRB in form ation

70

30 % 2. Harvard 
Site  Team

•Make sure 
ESTR app 
indicates 
reliance



Harvard is a Participating Site
(Begin IAA process)

Step 3

SMART IRB Example

If both sites are utilizing the SMART IRB 
platform  then  an  IAA can  be in itia ted 
th rough  that process

OR

IAA process can  occu r  in depen den tly 
ou tside  of SMART IRB system  an d an  IAA 
docum en t will be  produced separate ly

70

30 % 3. Harvard 
Site  Team

•Work with 
Lead Site to 
complete 
IAA



Harvard is a Participating Site
(Reliance Coordinator)

Step 4 
Reliance Coordinator finalizes IAA in 
SMART IRB or  th rough  other  m ethodsd70

30 % 4. Relian ce 
Coordin ator

• Finalize IAA 
after all sites 
have 
completed 
their portion



Harvard is a Participating Site
(Reliance Coordinator)

Step 5 
Reliance Coordinator will send a 
le tter  from  the  ESTR system  
con firm in g the  re lian ce process.  
It  will n ote  the  in stitu tion  
providin g oversigh t

70

30 % 5. Relian ce 
Coordin ator

• IAA is 
attached in 
ESTR and 
reliance is 
confirmed

ESTR Letter Example



Lead Site Responsibilities
The lead site is responsible 
for  providin g IRB review of 
the  study just as they would 
be  in depen den t of re lian ce  

–  bu t for  ALL sites

While  the  lead site  is  
u ltim ate ly “in  charge”, the  

par ticipatin g site  is  n ot 
withou t m on itor in g 

respon sibilities

Participating Site 
Responsibilities

HRPP at par ticipatin g sites 
will be  respon sible  for  

m eetin g a ll of its  cu r ren t 
re la ted respon sibilities 
descr ibed in  the  HHS 

regu la tion s (45 CFR 46)

• reviewin g con flicts of in terest 
• radiation  safety 

• en sur in g that site  in vestigators obtain  
in form ed con sen t from  prospective 

research  par ticipan ts 
• en sur in g that site  in vestigators m eet 

local tra in in g requ irem en ts 
• overseein g the im plem en tation  of the 

approved protocol 
• repor tin g local un an ticipated 

problem s in volvin g r isks to subjects or  
others, an d study progress to the 

sin gle  IRB. 



What are the PI responsibilities?
Lead Site PI 
● Appen dix D (In vestigators Man ual) 

Relyin g Site  PI  
● Appen dix E (In vestigators Man ual) 



Implementation of the sIRB policy. (20 20 ). Retr ieved August 13, 20 20 , from  
h ttps://osp.od.n ih .gov/clin ical- research /im plem en tation -of- the- sirb-
policy/

h ttps://gran ts.n ih .gov/gran ts/gu ide/n otice- files/NOT-OD-20 -0 58.h tm l

Hsan tiag. (20 17, Jun e 27). Sin gle  IRB (sIRB) an d Extern al IRB: Relian ce 
Arran gem en ts. Retr ieved August 19, 20 20 , from  
h ttps://research .um n .edu /un its/irb/how-subm it/sin gle- irb- sirb-and-
extern al- irb- relian ce- ar ran gem en ts

References & Resources

https://osp.od.nih.gov/clinical-research/implementation-of-the-sirb-policy/
https://osp.od.nih.gov/clinical-research/implementation-of-the-sirb-policy/
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-058.html


Questions ? 



CREDITS: This presentation template was created 
by Slidesgo, in cludin g icon s by Flaticon , an d 

in fograph ics & im ages by Freepik. 

Thanks!
Do you  have an y question s? 

you rem ail@freepik.com
+91 620  421 838

yourcom pan y.com

Please keep this slide for attribution.

http://bit.ly/2Tynxth
http://bit.ly/2TyoMsr
http://bit.ly/2TtBDfr
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