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Topic FAQ Answer Links 

General 
What qualifies as 
quality 
improvement, and 
do I need to submit 
my QI project? 

Quality Improvement (QI) and Quality 
Assurance (QA) projects involve systematic, 
data-guided initiatives or processes designed 
to improve clinical care, patient safety, health 
care operations, services and programs or for 
developing new programs or services (e.g. 
teaching evaluations, patient/employee service 
surveys). QI/QA is intended to use experience 
to identify effective methods, implement the 
methods broadly, and evaluate the immediate 
impact or effect of the implemented changes. 
 
The QI checklists published on the HRPP 
website will help investigators determine 
whether their proposed activity would fall into 
the category of quality improvement.   
 
In general, QA/QI projects are not considered 
research. 
 
 

See Investigator 
Manual Section 2.4 
 
 
 
 
 
 
 
 
 
  

 Do I need to submit 
my oral history, case 
study or journalism 
project?  

Most oral history projects would not be 
considered research and would not need IRB 
review as they are simply a collection of stories 
to be used to describe peoples’ experiences of 
a past event. Projects that involve the collection 
and use of oral histories to draw generalizable 
conclusions may meet the federal definition of 
"human subjects research" and require 
submission to the IRB.  
 
Case studies that do not draw generalizable 
conclusions would not be considered research 
and would not require IRB review.  Projects that 
use multiple case studies to draw conclusions 
that are applicable in a generalizable context, 
or to address a hypothesis, may meet the 
federal definition of "human subjects research" 
and require review by the IRB office. 
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Journalism with the aim of informing the public 
about current events is not considered research 
and does not need to be submitted to the IRB 
for review and approval.  
 

 Where can I find the 
IRB Committee 
rosters?  

This information can be found under IRB 
Information: IRB Panel Overview on the HRPP 
website.  
 

IRB Information 

 What application do 
I use for an 
interventional study 
that doesn’t use a 
drug or device  

In this case, the Observational Study Protocol 
template should be used.   

Protocol Templates 

 I can’t log into IRES 
IRB, what do I do? 

IRES IRB pulls Yale investigators from Workday. 
If you are not in Workday, you will not have 
access to IRES IRB. You will need to email 
IRB.support@yale.edu to request IRES IRB 
access. You will need to supply your netID and 
you may be asked for additional information. 
Once the support team receives the email, it 
takes approximately one day to process. You 
will receive an email when access has been 
granted.  
 

 

Types of 
Research 

What is exempt 
research, and do I 
have to submit my 
exemption to the 
IRB? 

Human Subjects Research protocol that fit into 
one of the federal Exemption Categories may 
be determined to be exempt.  Exempt Research 
means that the protocol is exempt from most 
of the requirements of the Federal Policy for 
the Protection of Human Subjects, but still must 
be submitted to the IRB for review and 
determination before starting the research.  
Research can qualify for an exemption if it is no 
more than minimal risk and all the research 
procedures fit within one or more of the 
exemption categories defined in the federal 
regulations. . See the OHRP decision tree for 
help in determining what level of review your 
project may need.  
 

See Investigator 
Manual Section 2.1; 
2.3; 5 

 
Exemptions 
Categories under 
2018 Regulations 
 
2018 Regulations 
OHRP decision tree 
 
Exemption Request 
form 

 Collecting data on 
the deceased 

IRB approval for collecting or recording of 
decedent data is not needed. However, HIPAA 

 

https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-3
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
mailto:IRB.support@yale.edu
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
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applies to medical records for 50 years post 
death and to request medical record data of 
the deceased permission from next of kin is 
needed (see local laws). In cases where you are 
not in touch with or cannot connect with next 
of kin, you can certify to the health care facility 
that the request is for research purposes and 
that the individual is deceased.  
 

 What is Not Human 
Subject Research? 

Research projects may be classified as “not 
involving human subjects” if they do not meet 
the federal definitions of Research or Human 
Subjects.  For example, this means that the 
protocol involves obtaining, collecting and/or 
using non-identifiable, or anonymous 
confidential information or human biologic 
specimens or if they do not collect 
information about an identified living individual. 
If your study meets the criteria of Non-Human 
Research and you would like an IRB 
concurrence of this determination, submit 
the Not Human Subjects Research Form. 
 

HRP 503G - Not 
Human Subjects 
Research Template 

https://your.yale.edu/policies-procedures/forms/100-fr-4-request-determination-research-project-does-not-involve-human
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
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Study Team 
and Training 

Who can serve as 
Principal Investigator 
(PI) on a study? 

Those who can serve as PI hold a faculty 
appointment of Professor, Assoc Professor, 
Assistant Professor, Research Scientist, Sr. 
Research Scientist, or have permission from the 
Dean of the school or department Chair, and 
have also: 

a) taken the appropriate human subjects 
protection training;  

b) completed HIPAA training (if applicable); 
and  

c) completed the University required 
conflict of interest disclosure form.   

 

See Investigator 
Manual Section 3.1  
 
Faculty Handbook 

 
What if I don’t meet 
the criteria to serve 
as PI on a study? 

If your status is as associate research 
scientist/instructor/lecturer/part-time 
faculty/adjunct faculty/former faculty/clinical 
faculty/visiting faculty/other, you do not meet 
the criteria to serve as PI. In order to serve as PI 
on a protocol, you must obtain special 
permission from the Chair of your department 
and the Dean’s or Provost’s Office. Complete 
the “Request for Special Permission to Serve as 
Principal Investigator” form found in IRES 
IRB/library/Other Forms, obtain the signatures 
of the Chair of your department and the Dean’s 
or Provost’s Office and submit it along with a 
biosketch or curriculum vitae. These documents 
should be uploaded into the Other 
Attachments section of the Local Site 
Documents tab. 
 

See Investigator 
Manual Section 3.1  
 
Faculty Handbook 
 
Request for Special 
Permission to Serve 
as the PI 

https://provost.yale.edu/faculty-handbook
https://provost.yale.edu/faculty-handbook
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
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Do I need a faculty 
advisor if I am a 
student? 

Students must have the sponsorship of a Yale 
faculty member who meets the criteria to serve 
as a PI and has the appropriate university 
requirements in place (as listed above).  
 
Once you have identified a faculty advisor: 

  
a) Provide documentation from a faculty 

advisor/mentor who agrees to take the 
responsibility of serving in that role. The 
form to be used can be found in the IRES 
IRB library/Other Forms/Faculty Advisor 
Agreement.  

b) Upload this in the Other Attachments 
section of the Local Site Documents tab 
in IRES IRB.    

c) Add this individual to the ‘Study Team 
Member’ section of the IRES record 
indicating their role of faculty advisor. 

 

See Investigator 
Manual Section 3.1  
 
Faculty Advisor 
Agreement 

 
What training is 
required? 

Human Subject Protection Training 
You and every person listed on your protocol 
who will be interacting with research 
participants, or their identifiable data or 
samples must complete the human subject 
protection training before IRB approval can be 
granted.  
 
HIPAA Training 
HIPAA training is also required for studies 
involving personnel or facilities of YSM, YSN, 
the Psychology clinics, Yale Health Services, or 
agencies or institutions external to Yale that are 
subject to the HIPAA Privacy Rule.  
 
Good Clinical Practice 
Investigators and research staff of NIH and 
industry-sponsored studies that meet the 
definition of a clinical trial must be trained in 
Good Clinical Practice (GCP).  
 

HSP Training 
 
HIPAA Training  
 
CITI GCP training 
  

https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/human
https://hipaa.yale.edu/training/training-modules
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/good
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/training-education/good
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 How do I print my 
Yale University 
training certificates 
from TMS?  

Click on “My Training Information” in the left-
hand menu. Type in your Net ID and password.  
You will be taken directly to your requirements 
for training. Click on “Transcript” in the left-
hand menu to see a list of all the trainings 
completed.  To print your certification of 
completion, click on the appropriate print icon 
next to the course. 

 

 Who needs to be 
listed as my study 
team in IRES IRB? 

The research record in the IRB electronic 
system, IRES IRB, must include the names of the 
following team members engaged in human 
subjects research under Yale IRB or HRPP 
purview: Principal Investigator, PI proxy (if there 
is one), investigators, individuals external to 
Yale who require a reliance agreement OR 
Unaffiliated Investigator Agreement, and other 
members of the research team who report 
financial interests related to the research. Team 
members who do not meet these criteria do 
not need to be listed in IRES IRB. If the Principal 
Investigator wishes to list all of the members of 
the research team in IRES IRB, the study team 
members page in the system includes a 
selection of available roles to further describe 
research roles of each individual. 

See Investigator 
Manual Section: 
5.3.1 
 
 
Research Staff 
Engaged in 
Research Projects 

 What does it mean 
to submit a financial 
disclosure to the 
University? 
 

External financial or non-financial interests 
related to the research that are held by 
Principal Investigators, co-investigators, 
persons obtaining consent or members of their 
immediate family have or may have the 
potential to affect the protection of individuals 
volunteering for the research. Such interests 
must be disclosed to the Principal Investigator 
and the IRB and may need to be managed, 
minimized, or reduced.  
 

See Investigator 
Manual Section 3.3; 
5.3.1 
 
Conflict of Interest 
Office 

https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/policies-procedures/hrpp-2
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/policies-procedures/hrpp-2
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/policies-procedures/hrpp-2
https://your.yale.edu/research-support/conflict-interest-office
https://your.yale.edu/research-support/conflict-interest-office
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Application 
Process 

How do I know what 
protocol application 
to use? 

Protocol applications are found in the IRES IRB 
Library under the Protocol Templates tab and 
are available for researchers to use without any 
additional software. To use these applications, 
you will need to determine what kind of 
protocol application fits your study.  
 
If unsure, please contact the HRPP office at 
HRPP@yale.edu and ask for the analyst on call 
to contact you. 
 

Protocol Templates 
 

 How do I submit a 
protocol 
application? 

Submissions to the IRB must be made using the 
IRES IRB system. Information and login are 
available on the IRES IRB page. IRES IRB training 
links can also be found on this page. 
 

IRES IRB Log-in 
 
 

 What application do 
I use if my research 
is a medical record 
review only? 

If your study solely involves the review of 
medical records, submit the Medical Record 
Review form or Exemption Request form (chose 
category 4).  
 
NOTE: Exempt category 4 only applies to 
investigators under the HIPAA covered 
departments.  
 
 

HRP-503C - 
Medical Record 
Protocol Template 

 What application do 
I use if my research 
is secondary data 
analysis? 

Most secondary data analysis research can be 
considered exempt or Research Not Involving 
Human Subjects. However, research studies 
that include secondary analysis of previously 
collected data for which determinations of 
Research Not Involving Human Subjects or 
Exemption are not allowed by the Data 
Holder/Sponsor should be submitted on the 
Secondary Data Analysis template to the IRB. 
 

HRP-503H - 
Secondary Data 
Analysis Template 

 What application do 
I use if I am 
collecting only de-
identified, coded, or 
anonymous data or 
specimens?  

For research that collects and analyzes 
anonymous, coded (with no access to link) or 
de-identified (with no access to identifiers) data 
or specimens a formal protocol is not required 
to be submitted. However, the Request for Not 
Human Subjects Research template is available 
to be submitted when a formal letter of 

 

mailto:HRPP@yale.edu
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-2
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-2
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
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determination from the IRB is warranted or 
wanted.  

 My study does not 
fit any of these 
categories, now 
what? 

If your study does not meet any of the criteria 
above (Exempt, medical record review, 
secondary data analysis, not human subject 
research), it may require a full IRB application 
be completed. There are several templates to 
choose from depending on the nature of your 
study. In addition to the protocol application, 
the IRB submission form must be filled out. This 
form is also found in the Protocol Templates 
tab. 
 

Protocol Templates 

Consent 
What is e-consent? Electronic consent (eConsent) is when an 

electronic platform is used to obtain consent.  
eConsent can include the entire consent form 
being administered electronically, or just 
collecting the subject’s electronic signature.  
Please note that checking a yes or no box for a 
survey on a survey platform such as MTurk or 
Prolific is not considered obtaining signed e-
consent, as there is no signature involved. 

See Investigator 
Manual Section 6.2 
 

 What platforms can I 
use for e-consent? 

Yale allows REDCap, Oncore and Hugo 
platforms to obtain e-consent. Qualtrics is NOT 
currently approved to obtain e-consent.  
If your study is FDA regulated, any electronic 
platform used for eConsent must be compliant 
with 21 CFR 11.   
 
At Yale, any platform that is proposed to be 
used for eConsent must be validated by Yale 
ITS before it can be utilized.  Additionally, any 
Part 11 compliance declaration must also be 
validated by Yale ITS before it is confirmed to 
meet the University’s requirements for Part 11 
compliant systems.   

See Investigator 
Manual Section 6.2 
 

 What’s the 
difference between a 
waiver of 
documentation of 
consent and a 
waiver of consent? 

“Waiver of documentation of consent" means a 
participant may consent by oral consent and 
simply state that“”, they are willing to 
participate, which could consist of checking a 
box online that they are agreeing to participate 
and then completing the research task. An 
information sheet or consent script would be 

2018 regulations 45 
CFR 46.117 
Documentation of 
informed consent  
 
2018 regulations 45 
CFR 46.116(f) – 
General waiver or 

https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=797AE20E6A630C4F80143E5022E49955
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.117
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.117
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.117
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.117
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.116
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.116
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.116
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required when a waiver of written 
documentation of consent is approved.     
 
A "waiver of informed consent" (1) alters some 
or all of the required elements of informed 
consent, or (2) completely waives the 
requirement to obtain informed consent (with 
or without a signature). 

alteration of 
consent 

 When do I need to 
reconsent subjects? 

Subjects will need to be reconsented if 
significant new information emerges during the 
course of the study that may affect their 
willingness to continue their participation. 
Subjects should be informed in a timely manner 
about issues that affect their health and well-
being.  
 
The IRB will determine whether reconsent is 
required during its review of the modification. 
The approval letter will include this 
determination. You need to comply with the 
IRB’s decision as not doing so may constitute 
noncompliance. 

See Investigator 
Manual Section: 6.7 
 

https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.116
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46#46.116
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Review Type 
What is the 
difference between 
expedited review 
and full board 
review? 

An expedited review is a method of IRB review, 
where the review is conducted  by a single 
designated IRB reviewer, rather than the 
convened board. In order for a study to qualify 
for expedited review, it must meet one of the 9 
categories of Expedited review.  It does not 
mean that the review will be handled in an 
especially “quick” manner. How long a review 
takes is based on how many studies have been 
submitted and what the time constraints are for 
each of those studies. For more information, 
click on the associated link to the right.:  
 
A full board review applies to initial review of 
research proposals that are not exempt and 
that do not qualify for expedited review 
procedures. All new studies requiring full board 
review will undergo regulatory review by IRB 
staff and will be scheduled to the next available 
Yale IRB meeting based on when the agenda 
closes. For more information, click on the 
associated link to the right.  
 
At Yale, the determination of expedited or full 
board review is made by the IRB staff at time of 
submission. You cannot request an expedited 
review of your study. 

See Investigator 
Manual Section 2.1 

 

OHRP Expedited 
Review Categories 
2018 Requirements 
 
 
 
 
 
 
 
 
 
 
 
 

Collaborating 
with Other 
Institutions 
and Agencies 

I am working with 
the WHVA, what do I 
need to know? 

Yale University and the West Haven VA Medical 
Center (WHVA) work closely together and Yale 
researchers frequently conduct studies at the 
WHVA. 
 
As separate institutions, Yale and the WHVA 
each maintain an IRB. If you are conducting 
research at the WHVA, approval of their IRB 
must be granted as well as approval of the Yale 
IRB. The WHVA IRB approval letter must be 
uploaded into IRES IRB. 
 

See Investigator 
Manual Appendix 
A-9  
 

 What if I am 
conducting research 
at Yale AND at the 
WHVA? 

 
You must complete BOTH Yale and VA 
submission forms and all attachments for new 
applications, continuing reviews, and 
modifications. No research can begin, continue, 

See Investigator 
Manual Appendix 
A-9  
 

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
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or change until approval of both IRBs has been 
obtained. 
 

 What if I am 
conducting research 
ONLY at the WHVA? 

For new applications, complete the WHVA 
forms and all attachments.  
 
When WHVA approval has been given, submit 
those approved forms and a copy of the WHVA 
approval letter to the Yale IRB. No Yale forms 
are required.  
 
For continuing review, submit a Modification 
and Continuing Review (CR) request through 
IRES IRB, and upload the WHVA approval letter.  
 
For modifications of WHVA only protocols, a 
Yale modification request must also be 
submitted, along with a copy of the WHVA 
approval and any relevant supporting 
documents. 
No research can begin, continue, or change until 
approval of both IRBs has been given. 
 

See Investigator 
Manual Appendix 
A-9  
 

 How do I contact 
WHVA? 

To contact the WHVA IRB, call (203) 937-3830. 
 

 

 I am working with 
researchers from 
other universities/ins
titutions, what do I 
need to do? 
 

Approval by the collaborating researcher’s IRB 
may be required or an IRB Authorization 
Agreement can be established. Generally, 
documentation of IRB approval must be 
provided when employees or agents of that 
university or institution, as part of the research, 
obtain (1) data about the research subjects 
through intervention or interaction with them 
or (2) identifiable private information about the 
subjects. Such documentation must be received 
by the IRB prior to external colleagues taking 
part in the research. 
 
Required Documentation 
Researchers from other institutions must 
submit a copy of their institution’s IRB approval 
or other determination to the Yale principal 

See Investigator 
Manual Section 
5.2.1; 10.4 
 
FWA look up  
 
Request for 
Unaffiliated 
Investigator 
Agreement 
 

https://ohrp.cit.nih.gov/search/fwasearch.aspx?styp=bsc
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
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investigator, who is responsible for ensuring 
that it is submitted to the Yale IRB. 
 
Institution that does not have an IRB 
In situations where an external investigator 
does not come from an assured institution, 
meaning an institution with a Federal Wide 
Assurance (FWA), an unaffiliated investigator 
agreement may be signed. The unaffiliated 
investigator agreements are used to extend the 
terms of Yale FWA (Federal-wide Assurance) 
over individuals engaged in human subject 
research who are NOT affiliated with an assured 
institution (institution that has its own FWA and 
IRB).  
 
Fill out the request for unaffiliated investigator 
agreement, available in the IRES IRB 
Library/Other Forms/Request for Unaffiliated 
Investigator Agreement and upload to the 
Other Attachments section of the Local Site 
Documents tab in IRES IRB.  
 
 
 
 
 

 I am conducting 
research at 
Community  
Agencies: are there 
special steps I must 
follow? 

Non-exempt research conducted within a 
community agency requires a letter of support 
from the agency. The letter must indicate that 
1) there is an understanding by the agency of 
what the purpose of the study is and the 
procedures it involves, 2) that the study is 
supported by the agency and 3) permission is 
granted to the investigator to conduct the 
research at the site and/or with their clients. 
This letter should be submitted to the IRB 
before the research at that agency can begin. 
The agency may also require that other 
conditions be met before the research can 
begin. These conditions should be considered 
when planning the research, as time is required 
to obtain the necessary permissions. 
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Using Community Agency Staff in Your 
Research Project 
If you plan to engage the community agency in 
your research by having its staff, as part of the 
research team, obtain (1) data about the 
research participants through intervention or 
interaction with them or (2) identifiable 
confidential information about the research 
subjects, arrangements must be made in one of 
the following ways: 
 

1. If the community agency has its own 
IRB, or is affiliated with an IRB, that IRB 
must review the research for the 
agency’s participation. A copy of the IRB 
approval must be provided to the Yale 
IRB. Alternatively, the agency’s IRB may 
request that a Yale IRB review the 
research on its behalf; or 

If the community agency plans to routinely 
engage in other research and does not have an 
IRB, it may be necessary for that 
institution/organization to designate an IRB (or 
a Yale IRB) to review its research. This may 
require the agency to file a formal agreement 
with a federal agency and the organization 
funding the IRB. If the collaborating 
institution/organization wishes to designate a 
Yale IRB and become a Research Affiliate, the 
review of the research by an IRB representing 
the external institution/organization must take 
place prior to the institutional/organizational 
representatives taking part in the research; or 
If the community agency a) does not plan to 
regularly take part in other research projects 
and b) is only interested in taking part in the 
research being proposed by a Yale faculty 
member, the agency staff working on the 
research can enter into an agreement with Yale 
whereby the Yale IRB review covers their 
participation. This agreement is known as a 
Collaborating Institutional Investigator 
Agreement.  
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 I am collaborating 

with researchers 
from another 
institution. Can I rely 
on their IRB? Can 
they rely on Yale’s 
IRB? 

When Yale investigators are engaged in the 
conduct of non-exempt human subjects 
research in collaboration with investigators 
from another institution, an IRB Authorization 
Agreement can be established allowing one 
institution to rely on the IRB review conducted 
by the other institution. The agreement will 
delineate responsibilities of each institution in 
regard to review of the study, reporting 
requirements, and research oversight.  
 
Requests to enter into an IAA with another IRB 
may be initiated (a) by a Principal Investigator 
whose research includes the engagement of 
staff, resources or personnel of an institution 
with a Federal-wide Assurance (FWA) under the 
purview of a non-Yale IRB, (b) by the IRB of an 
FWA institution whose staff, resources or 
personnel will be engaged in Yale research or 
(c) by the Yale IRB when Yale staff, resources or 
personnel will be engaged in research of or at 
another institution. Investigators are 
encouraged to discuss the best review options 
with the IRB representatives and colleagues 
from collaborating institutions.  

See Investigator 
Manual Section 13; 
See HRPP Policy 
and Standard 
Operating 
Procedure Manual 
Section 6 

 
You may also email 
us at 
external.reviews@y
ale.edu to ask for a 
consultation. 
 

 Can a reliance 
agreement be used 
for my exempt 
study? 
 

Yale HRPP does not allow for reliance 
agreements on Exempt Status studies, as the 
determination itself states that the study is 
outside the purview of IRB review.  However, in 
the rare case that a study is determined Exempt 
Status with Limited Review, the IRB may decide 
to create a reliance based on that 
determination.  

 

mailto:external.reviews@yale.edu
mailto:external.reviews@yale.edu
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International 
Research 

Are there special 
considerations for 
international search? 

All human research conducted outside the 
United States must receive approval from the 
Yale Institutional Review Board (IRB) and the 
IRB used by the international site (or 
justification for why the international IRB 
approval cannot be obtained) before 
researchers initiate work under the protocol. 
Researchers should anticipate the time that 
obtaining local review and approval will require. 
This varies from country to country and can 
take several months. To ensure review and 
approval by Yale IRBs, protocols should be 
submitted two months prior to leaving the 
country. The Yale IRB is responsible for 
ensuring that human research conducted 
outside the United States conforms to the same 
ethical and regulatory standards to which 
research conducted in the United States is held. 
International human research must be 
conducted in accordance with applicable Yale 
policies for the conduct and review of human 
research, including informed consent and use 
of vulnerable populations. 
 
Human research conducted outside the United 
States must comply with the relevant laws of 
the host country. If an international institution 
or site is considered engaged in research, and if 
the research is supported by federal funding, 
specific requirements must be met. 
 

See HRPP Policy 
and Standard 
Operating 
Procedure Manual 
Section 40 
 
International 
Checklist 
 

Special 
Agency 
Requirements 

Are there special 
requirements for 
research supported 
by the Department 
of Defense (DOD)? 

If you are conducting a study with any of the 
Department of Defense branches—Army, Navy, 
Air Force, Marine Corps or Coast Guard—
additional requirements apply. See provided 
links for more information. 
  

See Investigator 
Appendix A-4 
 
 
DoD_Supplement.d
ocx  
 

 Are there special 
requirements for 
research supported 
by the Department 
of Justice (DOJ)? 

Additional requirements for protocols involving 
research supported by the DOJ, including the 
Bureau of Prisons, are described in IRB 
Procedure 100 PR.10 - Department of Justice 
Research and IRB Policy 320 IRB Review and 

See Investigator 
Appendix A-6 
 
See HRPP Policy 
and Standard 
Operating 

https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?container=com.webridge.entity.Entity%5BOID%5B75456C05488ED043B88308FA6D00E090%5D%5D&tab2=D152606A24E4814B9C23CC730C71CF9A
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Approval of the Participation of Prisoners in 
Research 
 
In addition, note the following: 
For DOJ research a copy of all data must be de-
identified and sent to the National Archive of 
Criminal Justice Data, including copies of the 
informed consent document, data collection 
instruments, surveys, or other relevant research 
materials. 
 
Additionally: 
At least once a year, the researcher shall 
provide the chief, Office of Research and 
Evaluation, with a report on the progress of the 
research. 
 
At least twelve working days before any report 
of findings is to be released, the researcher 
shall distribute one copy of the report to each 
of the following: the chairperson of the Bureau 
Research Review Board, the regional director, 
and the warden of each institution that 
provided data or assistance. The researcher 
shall include an abstract in the report of 
findings. 
In any publication of results, the researcher 
shall acknowledge the Bureau’s participation in 
the research project. 
 
The researcher shall expressly disclaim approval 
or endorsement of the published material as an 
expression of the policies or views of the 
Bureau. 
 
Prior to submitting for publication, the results 
of a research project conducted under this 
subpart, the researcher shall provide two copies 
of the material, for informational purposes only, 
to the Chief, Office of Research and Evaluation, 
Central Office, Bureau of Prisons. 

Procedure Manual 
Section 44 
 
CFR part 512: 
Research with 
Prisoners 

https://www.ecfr.gov/current/title-28/chapter-V/subchapter-A/part-512
https://www.ecfr.gov/current/title-28/chapter-V/subchapter-A/part-512
https://www.ecfr.gov/current/title-28/chapter-V/subchapter-A/part-512
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 Are there special 
requirements for 
research supported 
by the US 
Department of 
Education (DOE)? 

The DOE has additional requirements related to 
maintaining confidentiality of personally 
identifiable information as described in IRB 
Procedure 100 PR.8 - Department of Education 
Research, including a requirement to 
immediately report (e.g., upon discovery) to the 
DOE Program Manager any compromise of 
personally identifiable information.  
 
DOE also has stringent reporting requirements 
including the requirement to report to the DOE 
within 30 days: 

- Any significant adverse events, 
unanticipated risks, and complaints 
about the research, with a description of 
any corrective actions taken. 

- Any suspension or termination of IRB 
approved research. 

Any significant non-compliance with HRPP 
procedures or other requirements. 
 

See Investigator 
Appendix A-7 

 

See HRPP Policy 
and Standard 
Operating 
Procedure Manual 
Section 47 
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Approval 
When can I expect 
my protocol to be 
approved? 

It is difficult to predict a general length of time 
for protocol development and approval. 
Protocol development time is unique to each 
study and varies depending on the complexity 
of the research and the number of pre-reviews 
that must be obtained by investigators or the 
HRPP Pre-Review team, (e.g., YCCI, MRRC, etc.) 
You can help speed up the process by ensuring 
that all staff have completed training and all 
documents are properly filled out and 
uploaded.  
 

Information about 
the protocol review 
timelines can be 
found on the HRPP 
website at Yale IRB 
Submission 
Deadlines 
 

Modifications 
When should a 
Modification (MOD) 
to an approved 
study be submitted? 

Any changes to a study that has received IRB 
approval must be reviewed and approved by 
the IRB before the changes are implemented. 
Be sure to describe the proposed changes and 
their rationale in the modification summary and 
attach any documents have that been changed. 
Changes/revisions must be made using the 
Track Changes feature.  
 

Researcher Guide – 
Modification 
Submission 

 Do I need to use 
track changes? 

Yes, all changes must be tracked when 
submitting revised documents. The most 
current documents should be downloaded from 
IRES IRB, any approved track changes and 
comments associated with previous IRB reviews 
should be accepted, and the new changes 
should then be tracked. Only the track changes 
associated with the specific modification being 
submitted should be included. 

 

 Do I need to submit 
a modification to an 
exempt study? 

Changes to exempt studies are not required to 
be submitted unless they change the 
exemption determination of the study. 
However, the HRPP reminds PIs to maintain 
good records of any changes (when, why and 
what was changed). For example, changes can 
still be kept track of in IRES IRB via the Add 
Comment function. The comment box can 
include the modification summary and rationale 
and the revised documents can be uploaded.  

See HRPP Policy 
and Standard 
Operating 
Procedure Manual 
Section 5 
 

https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-4
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-4
https://your.yale.edu/research-support/human-research-protection-program/yale-irb-yale-university-institutional-review-4
https://ires-irb.yale.edu/IRB-PROD/sd/Doc/0/6RGGSNKS3CPK136K92JRGDEV71/Gold%20-%20Yale%20IRB%20Modification%20Submission%20Guide.pdf
https://ires-irb.yale.edu/IRB-PROD/sd/Doc/0/6RGGSNKS3CPK136K92JRGDEV71/Gold%20-%20Yale%20IRB%20Modification%20Submission%20Guide.pdf
https://ires-irb.yale.edu/IRB-PROD/sd/Doc/0/6RGGSNKS3CPK136K92JRGDEV71/Gold%20-%20Yale%20IRB%20Modification%20Submission%20Guide.pdf
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 Do I need to submit 
a modification to 
research not 
involving human 
subjects? 

Modifications are not required for projects 
determined to be not human subjects research. 
The revised document with the changes tracked 
can be uploaded into IRES IRB as a comment to 
keep track of the document history. Should the 
modification add the collection of identifiers, 
the project is no longer considered Not Human 
Subjects Research and a new protocol must be 
completed and submitted for review and 
approval.  

 

Continuing 
Review  

Do I need to submit 
for annual approval? 
How long is my 
approval valid? 

If IRES IRB main study record shows an 
approval end date, the study requires 
"continuing review" and re-approval at regular 
intervals. The approval end date can also be 
found on your initial approval letter or 
subsequent continuing review approval letters 
along with the date you are to submit 
documentation for continuing review. 
 
The approval period is usually one year. 
Approval can only be extended by IRB approval 
of a “continuing review” submission. 
 
Some ongoing studies no longer require annual 
Continuing Review (CR) per 2018 Revised 
Common Rule (effective January 21, 2019). The 
IRES IRB main study record will not show an 
expiration date and the initial approval letter 
will state “The protocol does not require annual 
IRB Review”. 

See Investigator 
Manual Section 5.5 
 

Post Approval 
DSMB Reports When a Data and Safety Monitoring Board 

(DSMB) exists, reports from the data and safety 
monitoring must be submitted to the IRB and 
other research oversight committees as soon as 
they are made available. DSMB reports are 
expected to be submitted no later than at the 
time of the Continuing Review submission.  

See HRPP Policy 
and Standard 
Operating 
Procedure Manual 
Section 11.3.4 
 
 

 Which protocol 
deviations need to 
be reported? 

A deviation is any alteration/modification to an 
IRB-approved protocol made without prior IRB 
approval. All instances of protocol deviations 
are by definition an instance of noncompliance 
with the approved protocol. The key to whether 
a protocol deviation will qualify as “minor” or 
“serious” depends upon whether, under the 

See Investigator 
Manual Section 9 

See HRPP Policy 
and Standard 
Operating 
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specific circumstances, it may adversely affect 
the rights and welfare of participants, harm or 
pose an increased risk of substantive harm to a 
research participant, have a substantive effect 
on the value of the data collected, or result 
from willful or knowing misconduct on the part 
of the investigator(s) or study staff. 
 
Deviations from the study design and/or 
procedures that are due to a study participant’s 
nonadherence do not need to be reported to 
the IRB (e.g., study participant did not return for 
a scheduled study visit or participant refused to 
have blood drawn) unless the deviation impacts 
the participant’s safety or well-being, or if a 
pattern of protocol deviations indicate a need 
for changes in the protocol and/or informed 
consent document(s). 
 
Reports and allegations of serious and/or 
continuing noncompliance must be reported to 
the IRB office within five (5) working days of 
becoming aware of the incident/issue via a 
Reportable New Information (RNI) mechanism 
in IRES IRB. 
 
 

Procedure Manual 
Section 17 
 
 
 
 

 What adverse events 
or unanticipated 
problems do I need 
to inform the IRB 
about? 

Yale IRBs require Reportable Events, which are 
events that are serious or life-threatening and 
unanticipated or anticipated but occurring with 
a greater frequency than expected and 
possibly, probably, or definitely related to study 
procedures and Unanticipated Problems 
Involving Risks to Subjects or Others that may 
require a temporary or permanent interruption 
of study activities, to be reported to both the 
IRB and any appropriate funding and regulatory 
agencies. 

See Investigator 
Manual Section 9 

See HRPP Policy 
and Standard 
Operating 
Procedure Manual 
Section 17 
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Contact 
Information 

Who do I contact if I 
have technical issues 
with IRES IRB? 

For technical issues regarding IRES IRB, contact 
IRB Team Support at irb.support@yale.edu.  
 
You can also find Help Guides and videos in the 
IRES IRB Help Center 

Help Center 

 Who do I contact for 
general questions? 

For general questions or to request to speak 
with the analyst on call, contact our office at 
203-785-4688 or email HRPP@Yale.edu.  

 

 

Important Links: 

Investigator's Manual 

HRPP Policy and Standard Operating Procedures Manual 
 

 

 

Revision History 

v.1 5/16/2022 
v.2 6/8/2023 
v.3 8/26/2026 

 

https://ires-irb.yale.edu/IRB-PROD/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5b6DBEE4B18D969241B87026CADF57A14D%5d%5d
mailto:HRPP@Yale.edu
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/policies-procedures/hrpp-2
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/policies-procedures/hrpp-2
https://research-support.yale.edu/research-compliance-regulatory-affairs/human-research-protection-program/policies-procedures/hrpp-2
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