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Misunderstanding of a Waiver of
Consent vs. Waiver of
Documentation of Consent
– Waiver of Consent - Not obtaining written or verbal
consent. This usually applies to a review of records.
– Waiver of Documentation - In some research, verbal or
implied consent of the subject is sufficient and a signed
consent form is not necessary. A typical example would be
a mailed survey with a cover letter explaining the
research. The receipt of a completed survey implies that
the subject wanted to participate.

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



Consider using bulleted points to highlight key information.



Keep sentences short and simple.



Do not use fractions or %. Instead, state “1 out of 10 people will…”

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

Utilize the UVM 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

Omissions in the IRB submission
– protocol
– consents
– consent process documentation
– research instruments (questionnaires, diaries, surveys etc.)
– all recruitment materials (flyers, newspaper ads, social media recruitment etc.)
– investigator drug or device brochures
– letters of support (LOS) from external entities (schools, prisons, listserv)
–

research data management and security plan

All research conducted by students/trainees, including
postdoctoral fellows, must include a faculty sponsor as a
member of the study team.

In addition to the expectation that the faculty sponsor offer
active mentorship to the student during the conduct of the
research, the faculty sponsor shares responsibility with the
student/trainee researcher for the ethical conduct of the
research and is institutionally accountable for the study.

Work with
Faculty
Sponsors prior
to submitting
to the IRB

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.

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

Policies and Procedures
Manuals

The IRB has an extensive P&P manual containing guidance
on protocol submissions to the institutional boards.
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submitting to the
IRB

