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Collaborative and Off-Site Research 
Tools for Investigators 

The Office of Responsible Research Practices has created several tools to assist Ohio State 

investigators in completing application materials when Ohio State research is conducted at non-Ohio 

State locations and/or involves external collaborators.  They are designed to be used sequentially. 

Step 1: Use the Engagement Determination Decision Tree to determine if external 
collaborators are engaged in Ohio State research. 

• An online, interactive version of the decision tree tool is available at
http://go.osu.edu/HSengagement.

Step 2: Use the Collaborative Research Scenarios Decision Tree to determine which of the 
eight collaborative research scenarios applies to your research.  

Step 3: Use the Buck-IRB Cheat Sheet for collaborative research to see a list of Buck-IRB 
pages that must reflect the collaboration/off-site research, as well as which documents 
must be revised and/or provided for IRB review. 

Step 4: Refer to the Buck-IRB Collaborative Research Screenshots for details about how to 
complete the Buck-IRB application form to reflect the collaborative/off-site research 
scenarios involved in your study.  

Remember: 

• These tools should be used when external personnel may or will be engaged in Ohio State 
research, not when Ohio State personnel may or will be engaged in external research (i.e., 
ceded studies). 

• Multiple collaborative research scenarios may be applicable to a single study.  If multiple 
external personnel will be involved, use the decision trees and tools for each individual/
institution separately.

• Questions? Contact us at IRBAgreements@osu.edu for further guidance.

http://go.osu.edu/HSengagement
mailto:IRBAgreements@osu.edu


Is Ohio State a SUB-RECIPIENT of 
federal funding?

Will external personnel actively OBTAIN
INFORMED CONSENT from 

human subjects for the research?

Will external personnel INTERVENE with
research participants by performing

invasive or non-invasive procedures or by
manipulating subjects' environment?

Will external personnel INTERACT for
research purposes with any human

subjects for the research? (e.g.,
conducting interviews, administering
questionnaires, engaging in protocol-

dictated communication)

Will activities be LIMITED TO:

informing prospective subjects
about the project;
providing prospective subjects
with information about the
research and/or investigators'
contact information; 
OR
seeking or obtaining
prospective subjects'
permission for investigators to
contact them?

Do the interventions/interactions performed
by external personnel meet the definition of

a COMMERCIAL SERVICE?

For an activity to be considered a
commercial service, all of the following must
be true:

the external personnel will not
receive professional recognition or
publication privileges for the
services provided;
the external personnel typically
perform the services for non-
research purposes;
AND
the external personnel will not
administer any intervention being
tested or evaluated under the
protocol

Will external personnel COLLECT or
OBTAIN identifiable materials (private

information or biological specimens) from
any source for the research?

(e.g., observing or recording private
behavior; using, studying, or analyzing

identifiable materials provided by another
institution or materials already in
possession of the investigators)

STOP
External personnel are 

NOT ENGAGED

STOP
Primary awardee

institution is engaged

No

Yes

No

No

No

Yes

Yes

STOP
External personnel ARE

engaged*

No

Yes

Yes

No

No

Will the identifiable materials 
be CODED?

Will external personnel have access to
the CODE KEY?

NoYes

Yes

DUA/MTA required prohibiting release of
code key to external personnel

No

Yes

* Refer to the ORRP Collaborative Research
Decision Tree to determine whether external

personnel are Individual Investigators or part of
engaged Institutions, as well as what IRB

oversight requirements apply.

STOP
External personnel ARE

engaged*
Yes

Will external personnel RELEASE existing,
identifiable materials (private information
or biological specimens) to the Ohio State

study team for use in the study?
(e.g., schools that release identifiable test
scores; hospitals that release identifiable

human biological specimens)

Besides releasing materials, will the
external personnel be involved in the
Ohio State research IN ANY OTHER

WAY, including but not limited to
analyzing data or receiving authorship

credit/professional recognition?

Yes

No
Yes

No

DECISION TREE:

ARE EXTERNAL PERSONNEL ENGAGED IN OHIO STATE
RESEARCH?
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DECISION TREE:

COLLABORATIVE RESEARCH SCENARIOS

Are external personnel involved in the research?

Are Ohio State
investigators

conducting research
at a non-Ohio State

location?

Is another institution
the primary awardee

of federal funds?

Scenario
2

Not
collaborative

research

No
Are external personnel

ENGAGED* in non-exempt
human subjects research?

Scenario
1

Are external personnel affiliated with 
Ohio State (OSU Physicians, Inc., 
visiting scholar, adjunct professor)?

Scenario
4

Are they acting as an employee
or agent of another

institution/organization?

Does their
institution/organization
have a Federalwide
Assurance (FWA)?

Will their
institution/organization

receive a federal subaward
flowing through Ohio State?

Will Ohio State serve as
the IRB of Record for
the external institution?

Site must
obtain FWA

Is Ohio State the
lead site?

Scenario
5

Scenario
6

Will subjects be
recruited or enrolled at

the external site?

Scenario
7

Scenario
8

Yes

Yes

No

No

Yes

No

Individual
Investigator

Agreement (IIA)

Yes

No

No

YesYes

IRB Authorization
Agreement (IAA)

No Yes

Yes

No

No Yes

* If you cannot ascertain if external personnel are engaged in the research, refer the Engagement Determination tool before using this decision tree.

Will Ohio State serve
as the IRB of

Record for the
primary awardee

institution?

Scenario
3 No

No

Yes

IRB Authorization
Agreement (IAA) Yes
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No Yes

https://ohrp.cit.nih.gov/search/fwasearch.aspx


Buck-IRB Cheat Sheet: Collaborative Research 

* If applicable, document must reflect collaboration ** ORRP Reliance Team facilitates Cheat sheet, page 1 

Flowchart 
Scenario # 

Description Collaborative Research 
Agreement Type 

Buck-IRB Application Pages Documents Required 

Scenario 1 External 
individuals/institutions 
receive de-identified or 
coded (without code key) 
data and/or biospecimens;  
site is not engaged 

No reliance agreement 
required 

• Not applicable – does not need to be noted
in application

• Not applicable

Scenario 2 Ohio State personnel 
conduct off-site research; 
site is not engaged  

No reliance agreement 
required 

• Location of Research • Letter of Support

Scenario 3 External institution is 
primary awardee of federal 
funds but no human 
subject research activities 
occurring at external 
institution; Ohio State is 
IRB of record 

IRB Authorization 
Agreement (IAA) 
ORRP will coordinate 
agreement process 

• Multi-Site Study
• Location of Research
• External Collaborators

o List PI named on grant application
• Funding
• Number of Participants

o Multi-site accrual number should
match Ohio State number of
participants

• Confidentiality of Data

• Grant application
• Ohio State ICF & HIPAA*
• Executed IAA**

Scenario 4 Ohio State provides IRB 
oversight for engaged 
individual 

Individual Investigator 
Agreement (IIA) 
ORRP will coordinate 
agreement process  

• Location of Research
o If research is occurring at a location

that is not engaged/does not have a
Federalwide Assurance

• External Collaborators
o Add collaborator with Ohio State

name.# lookup tool
 Human research protections

training (CITI)
 Responsible Conduct of Research

training (CITI)
 eCOI disclosure

• CV/résumé
• Letter of Support, if

applicable
• Executed IIA**

https://ohrp.cit.nih.gov/search/fwasearch.aspx


Buck-IRB Cheat Sheet: Collaborative Research 

* If applicable ** ORRP Reliance Team facilitates Cheat sheet, page 2 

Flowchart 
Scenario # 

Description Collaborative Research 
Agreement Type 

Buck-IRB Application Pages Documents Required 

Scenario 5 External institution 
performs IRB review for 
local research activities; 
Ohio State is the lead site 
for multi-site research 

No reliance agreement 
required 

• Multi-Site Study
• Location of Research
• Research Methods and Activities
• Number of Participants
• Confidentiality of Data

• External IRB approval
• Ohio State ICF & HIPAA*

Scenario 6 External institution 
performs IRB review for 
local research activities; 
Ohio State is NOT the lead 
site  

No reliance agreement 
required 

• Multi-Site Study
• Number of Participants
• Confidentiality of Data

• External IRB approval from
lead site only

• Ohio State ICF & HIPAA*

Scenario 7 Ohio State is IRB of record 
for the external institution; 
no direct participant 
interaction/intervention at 
external site (e.g., external 
site receives identifiable 
data and/or specimens for 
analysis) 

IRB Authorization 
Agreement (IAA) 
ORRP will coordinate 
agreement process 

• Multi-Site Study
• Location of Research
• External Collaborators
• Research Methods and Activities
• Number of Participants
• Confidentiality of Data

• Ohio State ICF & HIPAA*
• Executed IAA**

Scenario 8 Ohio State is IRB of record 
for the external institution; 
direct participant 
enrollment/interaction/ 
intervention at external 
site 

IRB Authorization 
Agreement (IAA) 
ORRP will coordinate 
agreement process 

• Multi-Site Study
• Location of Research
• External Collaborators
• Research Methods and Activities
• Number of Participants
• Participant Population
• Participant Identification
• Informed Consent Process
• Confidentiality of Data
• HIPAA Research Authorization (if applicable)
• Monitoring (if greater than minimal risk)

• Ohio State ICF/HIPAA*
• Site-specific documents

o ICF/HIPAA
o Recruitment

material/scripts
o Clinical consents or

consent tools*
o Questionnaires or

surveys*
• Local context form
• Institutional profile form
• Executed IAA**



Scenario 1: Ohio State is conducting research involving a non-engaged 
individual: 
Study Personnel page:  

External Collaborators page: 

Make sure non-Ohio State personnel are not listed on this page.

Make sure non-Ohio State personnel are not listed on this page.

Buck-IRB Screenshots for Collaborative Research Scenarios



Scenario 2: Ohio State is conducting research involving a non-engaged 
site: 
Multi-Site Study page:  

Location of Research page: 

The first question on this page should be marked No



• Domestic:

Domestic location listed here

Letter of support uploaded here (if applicable)



Scenario 3: External institution is primary awardee, no human 
subjects activities at the external institution: 
Multi-Site Study page:  

Location of Research page: 

• Domestic:

The questions on this page should appear as below



List institution of external collaborator here

The description in the Other text box should be "primary awardee" or 
"funding recipient only" or something along those lines

This should be Yes



This is where ORRP will upload the IRB Authorization 
Agreement before the submission is reviewed by the IRB

Local context form is NOT needed in this scenario

There should be no site specific documents



External Collaborators page: 

Only list the PI on the grant from the primary awardee (no need for Ohio State name.# in 
this scenario)



Make sure activities 
checked are 
consistent with the 
type of study 
activities taking 
place. If no 
activities other 
than receiving 
funds then no 
boxes should be 
checked

The description in the Other text box should be "primary awardee" or 
"funding recipient only" or something along those lines.

The CV is not needed in this Scenario.  No documents need to be 
uploaded here.



Funding page: 

Both the institution & source of the primary award (e.g., NIH) should be listed here.

The complete funding application should be uploaded here



Number of Participants page (Covers both Ohio State lead site or not lead): 

The Ohio State enrollment number must reflect enrollment at any sites where Ohio State is providing IRB oversight

This is the total number across all sites (should be equal to the Ohio State 
number above, as the other site is not enrolling anyone in this scenario).



Confidentiality of Data page: 

Must also describe sharing of data/biospecimens between Ohio State and external collaborators at other site if 
there will be sharing/transfer.



Scenario 4: Ohio State is the IRB of record for an engaged individual 
Location of Research page: 

• Domestic:

Only list location of external collaborator if activities are occurring at their non-Ohio State location



Study Personnel page: Make sure non-Ohio State personnel are not listed on this page

A letter of support may or may not be needed depending on the nature
of the site.



External Collaborators page: 

This is where the external collaborator is added with Ohio State name.#



Make sure activities
checked are
consistent with the
type of study
activities taking
place.

Upload the external collaborator's CV here. ORRP will upload the final 
Individual Investigator Agreement (IIA) prior to IRB review.



Scenario 5: Ohio State is lead, external institution(s) do own review(s) 
(Ohio State not IRB of record for external institution) 
Multi-Site Study page: 

Location of Research page: 

The questions on this page should appear as below

• Domestic:

Buck-IRB Screenshots, page 1



List all sub-sites separately.  If Ohio State will be receiving the data and writing manuscripts, Ohio State 
is likely the lead site.



Study Personnel page: 

Sub-site IRB approval letters should be uploaded here.

Make sure non-Ohio State personnel are not listed on this page



Research Methods & Activities page: 

Only activities the Ohio State IRB is responsible for reviewing should be listed or checked on this page







Number of Participants page: 

This should only be the number for sites for which review is conducted by the Ohio State IRB

This is the total number across all sites (should be equal to or greater than the Ohio 
State number above depending on the study-specific information)



Confidentiality of Data page: 

Must also describe sharing of data/biospecimens between Ohio State and external collaborators at other sites



Scenario 6: Ohio State is not lead, Ohio State only performing IRB 
review for Ohio State (not IRB of record for external institution) 
Multi-Site Study page: 

Location of Research page: 

The questions on this page should appear as below

External sites (including the lead site) should NOT be listed on this page

Lead site is listed here. For cooperative group studies, list group name. 

Copy of lead site IRB approval is uploaded here.
Cooperative groups will likely NOT have approval letters to upload.



Study Personnel page: 

Number of Participants page: 

Make sure non-Ohio State personnel are not listed on this page

This should only be the number for sites for which review is conducted by the Ohio State IRB

This is the total number across all sites (should be equal to or greater than the Ohio
State number above depending on the study-specific information)



Confidentiality of Data page: 

Must also describe sharing of data/biospecimens between Ohio State and the lead site



Scenario 7: Ohio State is the IRB of record for the external 
institution (no direct participant interaction) 
Multi-Site Study page (Ohio State is the lead site): 

The questions on this page should appear as below



Multi-Site Study page (Ohio State is not the lead site): 
The questions on this page should appear as below

Lead site is listed here

Copy of lead site IRB approval is uploaded here



Location of Research page (Covers both Ohio State lead site or not lead): 

• Domestic (Covers both Ohio State lead site or not lead):

If Ohio State is the lead site, list ALL sub-sites. If Ohio State is not the lead, then only list the external sites 
for which Ohio State will be serving as the IRB of record. If Ohio State will be receiving the data and  
      writing manuscripts, Ohio State is likely the lead site.

ORRP will upload the final IRB Authorization Agreement 
here prior to IRB review. 



Study Personnel page (Covers both Ohio State lead site or not lead): 

Make sure non-Ohio State personnel are not listed on this page

Local context form not needed in this scenario.

Should be none in this scenario.



External Collaborators page (Covers both Ohio State lead site or not lead): 
List only non-Ohio State personnel for whom the Ohio State IRB will serve as the IRB of Record

This is where external collaborators are added (no need for Ohio State name.# in this 
scenario)



Make sure activities
checked are
consistent with the
type of study
activities taking
place.



Research Methods & Activities page (Covers both Ohio State lead site or not lead): 

Only activities the Ohio State IRB is responsible for reviewing should be listed or checked on this page
This would include any for sites for which the Ohio State IRB is serving as the IRB of Record







Number of Participants page (Covers both Ohio State lead site or not lead): 

This should only be the number for sites for which review is conducted by the Ohio State IRB

This is the total number across all sites (should be equal to or greater than the Ohio
State number above depending on the study-specific information). In most cases in this 
scenario it will be the same number.



Confidentiality of Data page (Covers both Ohio State lead site or not lead): 

Must also describe sharing of data/biospecimens between Ohio State and external collaborators at other sites



Scenario 8: Ohio State is the IRB of record for the external 
institution (direct participant interaction at external site) 
Multi-Site Study page (Ohio State is the lead site): 

The questions on this page should appear as below



Multi-Site Study page (Ohio State is not the lead site): 
The questions on this page should appear as below

Lead site is listed here

Copy of lead site IRB approval is uploaded here



Location of Research page (Covers both Ohio State lead site or not lead): 

• Domestic (Covers both Ohio State lead site or not lead):

If Ohio State is the lead site, list ALL sub-sites. If Ohio State is not the lead, then only list the external sites
for which Ohio State will be serving as the IRB of record. If Ohio State will be receiving the data and
writing manuscripts, Ohio State is likely the lead site

ORRP will upload the final IRB Authorization Agreement 
here prior to IRB review.



Study Personnel page (Covers both Ohio State lead site or not lead): 

The local context form is uploaded here

Site-specific documents are uploaded here. 
They need to be provided to the Ohio State IRB to review since we will 
be serving as the IRB of Record.

Make sure non-Ohio State personnel are not listed on this page



External Collaborators page (Covers both Ohio State lead site or not lead): 
List only non-Ohio State personnel for whom the Ohio State IRB will serve as the IRB of Record

This is where external collaborators are added (no need for Ohio State name.# in this 
scenario)



Make sure activities
checked are
consistent with the
type of study
activities taking
place.

CV not needed in this scenario.



Research Methods & Activities page (Covers both Ohio State lead site or not lead): 

Only activities the Ohio State IRB is responsible for reviewing should be listed or checked on this page
This would include any for sites for which the Ohio State IRB is serving as the IRB of Record







Number of Participants page (Covers both Ohio State lead site or not lead): 

The Ohio State enrollment number must reflect enrollment at any sites where Ohio State is providing IRB oversight

This is the total number across all sites (should be equal to or greater than the Ohio
State number above depending on the study-specific information). In most cases in this
scenario it will be the same number.



Participant Population page (Covers both Ohio State lead site or not lead): 

Make sure this captures the population at any sites for which Ohio State is serving as the IRB of Record



Participant Identification page (Covers both Ohio State lead site or not lead): 

Make sure this captures the recruitment process for any sites for which Ohio State is serving as the IRB of record





Informed Consent Process page (Covers both Ohio State lead site or not lead): 
Make sure this captures the consent process for any sites for which Ohio State is serving as the IRB of record. 
The sub-site consent form(s) belong on the Location of Research page; only the Ohio State consent form is 
uploaded on this page.





Confidentiality of Data page (Covers both Ohio State lead site or not lead): 

Must also describe sharing of data/biospecimens between Ohio State and external collaborators at other sites



HIPAA Research Authorization (If applicable; Covers both Ohio State lead site or not lead): 

Monitoring page (if greater than minimal risk; Covers both Ohio State lead site or not lead): 

If applicable, this should also address any sites for which Ohio State is serving as the IRB of record

If greater than minimal risk, the response should address sub-site monitoring
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