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Guidance 
Materials 
Required for IRB 
Review and Approval 

https://uvmoffice.sharepoint.com/:b:/s/OVPRFiles/EYbWBzsXxOxAvvazM3T3BgMBYzZiQ53wgl-gMaqUwOhfFw?e=Ll0L4S
https://uvmoffice.sharepoint.com/:b:/s/OVPRFiles/EYbWBzsXxOxAvvazM3T3BgMBYzZiQ53wgl-gMaqUwOhfFw?e=Ll0L4S


UVMClick user 
guides  

Step-by-Step 
Documentation for 

Researchers 

UVMClick is where UVM researchers and 
administrators will manage the lifecycle of IRB 
Protocols, IACUC Protocols, IBC Registrations, 
COI Disclosures, Proposal Submissions, Awards 

and Agreements.

https://www.uvm.edu/ovpr/uvmclick-irb
https://www.uvm.edu/ovpr/uvmclick-irb
https://www.uvm.edu/ovpr/uvmclick-irb


All faculty involved in the conduct of research with human subjects, regardless of 
funding source, must complete training through CITI for non-exempt research.

Take one of the following 
to meet the training 

requirements for Human 
Subjects Research:

Medical researchers 
should take Biomedical 

Research

Social or Behavioral 
researchers should 

take Social Behavioral 
Education Sciences

*LCOM key personnel or 
protocols meeting the NIH 
definition of a clinical trial 

must also take Good 
Clinical Practice Training 

https://www.uvm.edu/rpo/citi-training-irb


Utilize the 
UVM IRB 
generated 

Forms

The UVM IRB has created many templated forms to assist 
researchers in their work.

Consents, protocols, consent documentation

These forms will aide PI’s in ensuring federal/state/local 
regulation language has been submitted.

Forms are frequently updated with new regulations and 
questions – use the most recent forms from our form’s library

No need to reinvent the wheel

https://www.uvm.edu/rpo/uvmclick-irb-forms-library


Misunderstanding of a Waiver of Consent 
vs. Waiver of Documentation of Consent

Waiver of Consent - Not obtaining written or verbal consent. 
Generally used for secondary analysis, i.e., retrospective review of 
hospital PHI.  

Waiver of Documentation - In some very minor risk research, an 
informational sheet without signature is sufficient. Written signed 
consent is not necessary. 

i.e., research survey/questionnaire is presented with an informational 
sheet explaining the research, no written signatures are obtained but 
the participant is still consented verbally. 



Not recognizing 
and explaining 
common risks 

and overstating 
benefits to 

participants in 
the consent form

• Risks to participants are minimized 
whenever appropriate, by using 
procedures already being performed on 
the participants for diagnostic or 
treatment purposes.

• Some studies will provide no direct 
benefit and that should be clearly stated.

• If the research study involves a placebo-
controlled arm, state clearly that 
individuals assigned to the placebo group 
are expected to receive no direct benefit 
from study participation.



Studies frequently propose participant materials written at a reading 
level much higher than the national reading average (7th-8th grade) 
when recruiting from the general population.

A low level of literacy is independently 
associated with poor health outcomes

Consents must be written in clear, direct 
language. Plain language requires honesty 
and a good understanding of what to 
convey

Use our Plain Language Medical 
Dictionary to help you craft your consent

Improve research subject comprehension 
by using: 
Headings, Bolded type, Pictures, Tables.
Bulleted points to highlight key 
information.
Keep sentences short and simple. 
Do not use fractions or %. Instead, state 
“1 out of 10 people will…”

https://www.uvm.edu/rpo/human-subjects-research
https://www.uvm.edu/rpo/human-subjects-research


Confusing coded data vs. 
de-identified data 

De-identified data - Information that was previously recorded or 
collected without any of the 18 identifiers as defined by HIPAA, and no 
code is assigned that would allow data to be traced to an individual.

Coded data - Identifying information that would enable the 
investigator to readily ascertain the identity of the individual to whom 
the private information or specimens pertain has been replaced with a 
number, letter, symbol or combination thereof and a key to decipher 
the code exists, enabling linkage of the identifying information to the 
private information or specimens.



Omitting safety monitoring from the 
protocol

When appropriate, the research plan makes adequate provision for monitoring the data 
collected to ensure the safety of participants.

Does the protocol require a Data Safety Monitoring Board or Plan?

Could the protocol benefit from a Clinical Trial Steering Committee?

Does the protocol have an outside monitoring team?



Not considering special protections 
for vulnerable populations

Children Prisoners
Individuals with 

impaired 
decision-making 
capacity such as:

Dementia 
(including 

Alzheimer’s)
Traumatic brain 

injuries Psychoses

Economically or 
educationally 
disadvantaged 

individuals



In working with investigators, IRB staff have 
noticed common areas that tend to delay 

progress when moving protocols throughout 
the IRB process.

We have outlined a list of questions for you to 
consider while working your way through the 

IRB submission process.

Checklist for New Studies

https://uvmoffice.sharepoint.com/:b:/s/OVPRFiles/EScQNphZxpVPr3oORy_YewUB5BvcKsagTIYoxaYXg8EJjA?e=mPbaEg


Consent summaries are not always 
concise………….

What is considered “key information”?
• The fact that consent is being sought for research and that participation is voluntary 
• The purposes of the research, the expected duration of the prospective subject’s 

participation, and the procedures to be followed in the research.
• The reasonably foreseeable risks or discomforts to the prospective subject
• The benefits to the prospective subject or to others that may reasonably be 

expected from the research 
• Appropriate alternative procedures or courses of treatments, if any, that might be 

advantageous to the prospective subject.



Criteria for IRB 
Approval of 
Research

https://www.uvm.edu/sites/default/files/Research-Protections-Office/Criteria_for_Approval.pdf
https://www.uvm.edu/sites/default/files/Research-Protections-Office/Criteria_for_Approval.pdf
https://www.uvm.edu/sites/default/files/Research-Protections-Office/Criteria_for_Approval.pdf


General 
Responsibilities 
of Principal 
Investigators

Obtaining and documenting informed consent 
of subjects or subjects’ legally authorized 
representatives prior to the subjects’ participation in 
the research, unless these requirements have been 
waived by the IRB (45 CFR 46.116; 45 CFR 46.117);

Obtaining prior approval from the IRB for any 
modifications of the previously approved 
research, including modifications to the informed 
consent process and document, except those 
necessary to eliminate apparent immediate hazards 
to subjects (45 CFR 46.103(b)(4)); and

Ensuring progress reports and requests for 
continuing review are submitted to the IRB in 
accordance with the policies, procedures, and actions 
of the IRB as referenced in the institution’s OHRP-
approved Federal wide assurance (45 CFR 
46.103(b)(4), 45 CFR 46.109(e), 45 CFR 
46.115(a)(1)). 

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html


Educate and Prepare
• Learn how to properly consent a research participate

• Prepare a regulatory binder for protocol compliance 
documents

• Review IRB education slides on specific topics 
(children, prisoners, non-English speakers) to can 
ensure compliance to federal/local regulations

• Attend trainings through OCTR on protocol 
management or data collection in RedCap

• Consult the UVM IRB Policy and Procedure Manual 
with questions

• Contact your IRB regulatory analyst with questions

https://uvmoffice.sharepoint.com/:b:/s/OVPRFiles/ESdzTjqMRMJLmS7zvj4if_YBIQJ18xSWo1NVGLmwJ8d-sA?e=NDpGjj
https://uvmoffice.sharepoint.com/:b:/s/OVPRFiles/Eedlo5NL0wRLv3-OGjSMuTIBH-xuJMiBPyojgjfEZ-kCdA?e=GXVLZx
https://www.uvm.edu/rpo/irb-educational-resources
https://www.uvm.edu/rpo/irb-policies-and-procedures
https://www.uvm.edu/rpo/whos-my-research-analyst
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