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Presentation Notes
Jane to introduce (name & affiliation only) as moderator, then let each person give “Cliff’s notes” about their background and role/perspective in today’s discussion



OHRP Perspective

• Michael Carome, M.D.

Presenter
Presentation Notes
Exemption #1 is obviously not one big “catchall” for *any* kind of educational research – so Dr. Carome is here to give us the OHRP perspective



(1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.







Presentation Overview

• Department of Health and Human 
Services (HHS) regulations for the 
protection of human subjects

• Applicability of the HHS regulations
–Definition of research
–Definition of human subjects
–Exemptions

• Informed Consent

Presenter
Presentation Notes
It is important to note that regulations do not provide further subsets of “human subject.”  OHRP acknowledges that there may be utility for investigators and IRBs to use terms such as primary and secondary or third-party subjects in discussing and deliberating on specific research proposals. 

Nevertheless, every individual who becomes a subject of research must be afforded the protections provided by the regulations, to the extent required.   



Title 45
Code of Federal Regulations

Part 46

Protection of Human Subjects
(Last revised November 13, 2001)

Presenter
Presentation Notes
The Department of Health and Human Services (HHS) regulations for protection of human subjects at 45 CFR Part 46, Subpart A, were adopted for the most part in their current form in 1981 (this includes the definition of human subject).  In June 1991, the regulations codified at 45 CFR Part 46, Subpart A, were adopted by the most other Federal Departments and Agency as the Common Rule.  Thus, the definition of human subject to be presented applies to most Federally supported human subject research.    



Belmont Report
Basic Ethical Principles

• Respect for Persons

•Beneficence

• Justice

Presenter
Presentation Notes
The Department of Health and Human Services (HHS) regulations for protection of human subjects at 45 CFR Part 46, Subpart A, were adopted for the most part in their current form in 1981 (this includes the definition of human subject).  In June 1991, the regulations codified at 45 CFR Part 46, Subpart A, were adopted by the most other Federal Departments and Agency as the Common Rule.  Thus, the definition of human subject to be presented applies to most Federally supported human subject research.    



Fundamental Provisions of 
45 CFR  Part 46

• IRB review

• Legally effective informed consent

• Assurance of Compliance



Applicability of the HHS Regulations

• Research involving human subjects 
conducted or supported by HHS that 
is not otherwise exempt

• Non-exempt human subjects research 
conducted at an institution holding 
an applicable Assurance of 
Compliance



Applicability of the HHS Regulations

Research [45 CFR 46.102(d)]?

Human subjects [45 CFR 46.102(f)]?

Exempt [45 CFR 46.101(b)]?



Definition of Research (1)

A systematic investigation, including 
research development, testing and 
evaluation, designed to develop or 
contribute to generalizable knowledge.  
Activities which meet this definition 
constitute research for [45 CFR 
46.102(d)]

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Definition of Research (2)

Activities which meet this definition constitute 
research for the purposes of [45 CFR part 46] 
whether or not they are conducted or 
supported under a program which is 
considered research for other purposes.  For 
example, some demonstration and service 
programs may include research activities.  
[45 CFR 46.102(d)]

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Relationship Between Research and 
Other Activities

Research
•Clinical Practice
•Public Health
•Program Eval.
•QI/QA

Presenter
Presentation Notes
It is important to note that regulations do not provide further subsets of “human subject.”  OHRP acknowledges that there may be utility for investigators and IRBs to use terms such as primary and secondary or third-party subjects in discussing and deliberating on specific research proposals. 

Nevertheless, every individual who becomes a subject of research must be afforded the protections provided by the regulations, to the extent required.   



Human Subject

A living individual about whom an 
investigator conducting research obtains:
(1) Data through intervention or 
interaction with the individual; or
(2) Identifiable private information. 
[45 CFR 46.102(f)]
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Presentation Notes
It is important to note that regulations do not provide further subsets of “human subject.”  OHRP acknowledges that there may be utility for investigators and IRBs to use terms such as primary and secondary or third-party subjects in discussing and deliberating on specific research proposals. 

Nevertheless, every individual who becomes a subject of research must be afforded the protections provided by the regulations, to the extent required.   



Relationship Between Human Subjects Research 
and Public Health Activities

Research

•Clinical Practice
•Public Health
•Program Eval.
•QI/QA

Human 
subjects

Presenter
Presentation Notes
It is important to note that regulations do not provide further subsets of “human subject.”  OHRP acknowledges that there may be utility for investigators and IRBs to use terms such as primary and secondary or third-party subjects in discussing and deliberating on specific research proposals. 

Nevertheless, every individual who becomes a subject of research must be afforded the protections provided by the regulations, to the extent required.   



Exemption under 45 CFR 46.101(b)(1)

• Research conducted in established or 
commonly accepted educational settings, 
involving normal educational practices, such 
as (i) research on regular and special 
education instructional strategies, or (ii) 
research on the effectiveness or the 
comparison among instructional techniques, 
curricula, or classroom management 
method.

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Exemptions under 45 CFR 46.101(b)(2)
• Research involving use of educational tests (cognitive, 

diagnostic, aptitude, achievement), survey procedures, 
interview procedures or observations of public behavior, 
unless:
(i) information is recorded in such a manner that human 
subjects can be identified, directly or through identifiers 
linked to the subject; and (ii) any disclosure of the human 
subjects’ response could reasonably place the subjects at 
risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, or reputation.

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Exemptions under 45 CFR 46.101(b)(3)

• Research involving the collection or study of 
existing data, documents, records,  pathological 
specimens, or diagnostic specimens, if these 
sources are publicly available or if the information 
is recorded by the investigator in such a manner 
that subjects cannot be identified, directly or 
through identifiers linked to the subject.

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Exemptions under 45 CFR 46.101(b)(5)

• Research and demonstration projects which 
are conducted by or subject to the approval 
of Department or Agency heads, and which 
are designed to study, evaluate, or otherwise 
examine:  (i) Public benefit or service 
programs; (ii)….

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Relationship Between Exempt Human Subjects 
Research and Public Health Activities

Research

Human 
subjects

Exempt •Clinical Practice
•Public Health
•Program Eval.
•QI/QA
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Presentation Notes
It is important to note that regulations do not provide further subsets of “human subject.”  OHRP acknowledges that there may be utility for investigators and IRBs to use terms such as primary and secondary or third-party subjects in discussing and deliberating on specific research proposals. 

Nevertheless, every individual who becomes a subject of research must be afforded the protections provided by the regulations, to the extent required.   



Exempt Research

• OHRP recommends that someone other than the 
investigators make determinations about whether 
research is exempt.

• Institutional assurances must include a statement of 
principles governing the institution in the discharge of its 
responsibilities for protecting the rights and welfare of 
human subjects of research conducted at the institution, 
regardless of whether the research is subject to the 
Federal regulations [45 CFR 46.103(b)(1)].

Presenter
Presentation Notes
The definition of human subject only applies in the context of research as defined in 45 CFR 46.



Informed Consent (1)
• 45 CFR 46.116: “Except as provided elsewhere in 

this policy, no investigator may involve a human being 
in research covered by this policy unless the 
investigator has obtained the legally effective informed 
consent of the subject or the subject’s legally 
authorized representative.  An investigator shall seek 
such consent only under circumstances that provide 
the prospective subject or the representative sufficient 
opportunity to consider whether or not to participate 
and that minimize the possibility of coercion or undue 
influence.”

Presenter
Presentation Notes
This is a key part to the definition of human subject that must be considered with respect to identifiable private information.  



Informed Consent (2)

• Required basic element listed at 45 CFR 
46.116(a).

• Additional elements required when 
appropriate are listed at 45 CFR 46.116(b).

Presenter
Presentation Notes
This is a key part to the definition of human subject that must be considered with respect to identifiable private information.  



Informed Consent (3)

• Informed consent is an active, ongoing 
process, not a document.

• Informed consent requires full disclosure of 
appropriate information, adequate 
comprehension, and voluntary choice.

• “Blanket consent” and “passive consent” are 
concepts without basis in the regulations.

Presenter
Presentation Notes
This is a key part to the definition of human subject that must be considered with respect to identifiable private information.  



Waiver or Alteration of Requirements 
to Obtain Informed Consent

• The research involves no more than minimal risk to 
the subjects.

• The waiver or alteration will not adversely effect the 
rights and welfare of the subjects.

• The research could not practicably be carried without 
the waiver or alteration.

• Whenever appropriate, the subjects will be provided 
with additional pertinent information after 
participation.

Presenter
Presentation Notes
This is a key part to the definition of human subject that must be considered with respect to identifiable private information.  



Waiver or Alteration of Requirement 
to Document Informed Consent

• The only record linking the subject to the research 
would be the consent document and the principal risk 
would be potential harm resulting from a breach of 
confidentiality; or

• The research presents no more than minimal risk of 
harm to subjects and involves no procedures for which 
written consent is normally required outside the 
research context.

Presenter
Presentation Notes
This is a key part to the definition of human subject that must be considered with respect to identifiable private information.  



Conclusions
• Some medical education research is exempt.
• Medical education research that is not 

exempt must comply with the requirements 
of 45 CFR part 46, when applicable. 

• Informed consent is an active, on-going 
process. 

• For some medical education research, waiver 
of requirement to obtain informed consent or 
to document informed consent may be 
approvable by the IRB. 

Presenter
Presentation Notes
This is a key part to the definition of human subject that must be considered with respect to identifiable private information.  



The View from the Trenches

• Jane Dumsha, M.S., CHES, and 
• David Yens, Ph.D.



Program Evaluation, Research or 
Both?

• Definitions
• Institutional policies & procedures

– Exemption from informed consent requirements vs. 
exemption from IRB review requirements

Presenter
Presentation Notes
Program evaluation can be a systematic investigation, but not external (published) – “contribute to generalizable knowledge”





Disclosure and Risk

• How does an IRB (or an IRB administrator) 
define or quantify “reasonably”?
– “…any disclosure of the human subjects' responses 

outside the research could reasonably place the 
subjects at risk…”

• Or do we err on the side of caution?
• Is erring on the side of caution creating needless 

burdens and/or barriers?

Presenter
Presentation Notes
Does wariness increase in more litigious local environments?



Even if there’s no case law out there, are we afraid our institution will be the first case?

Are some institutions/IRBs requiring full review and written informed consent for activities that don’t really require it because they want to protect subjects - and the institution?



(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:  i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.





Case Example

• Faculty conduct a course or program evaluation
• Later, they want to publish their results in a 

journal
• At what point do they need to obtain IRB review 

and approval?
• Is consent from students (evaluators) and/or other 

faculty (evaluees) required?

Presenter
Presentation Notes
Evaluation is systematic and permits conclusions to be drawn, but internal and therefore not intended to contribute to generalizable knowledge



Publication = contribution to generalizable knowledge



Does this fall under exemption #4 – “on the shelf” data?  And if it’s not aggregate data/statistics, would using it *reasonably* place subjects at risk?



Faculty are sometimes subjects, too



IRB if they want to present a poster, e.g., at this meeting?



(4) Research involving the collection or study of existing data, documents, records, … recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.





What Are Ethical Issues in Recruiting 
Students?

• Perceived or actual coercion
– Announcements
– “Brownie points”

• Hidden risks
– Faculty blinding & bias
– Future litigation (reasonable risk or far-fetched?)

• Equitable selection

Presenter
Presentation Notes
Class size

Announcements (a) via e-mail vs. (b) in class vs. (c) informal

What does study entail?  What kinds of survey questions?  What if it’s about OMM (e.g., in the curriculum)?



Survey Case Example

• Surveys about student study habits
– Data on* small subset of students collected without 

identifiers 
– Data collected with identifiers to link to other data, 

such as grades, for individual students

*“on” could mean from students directly or from faculty e.g., 
advisors

Presenter
Presentation Notes
Even without identifiers, could link students and responses (e.g., if in a special study skills program)



Could disclosure of responses *reasonably* place subjects at risk of liability or be damaging to their financial standing (including malpractice insurability), employability or reputation?



Master list linking codes to identifiers, such as names or student numbers



What Are Ethical Issues in Obtaining 
Consent from Students?

• Privacy
• Confidentiality
• Perceived or actual coercion
• “Blanket” consent
• Anonymity, privacy & confidentiality and 

electronic data storage & retrieval

Presenter
Presentation Notes
Perceived right to say no – and how is data handled for those who refuse?



Electronic data storage & retrieval including electronic medical school applications, course management software, integrated computer systems (Web CT, SCT Banner, etc.)



“Invasions of privacy happen when research participants lose control of the types of personal information revealed about themselves. Privacy provides people with some protection against harmful or unpleasant experiences – against punishment and exploitation by others, against embarrassment or lowered self-esteem, against threats to the integrity and autonomy of the individual. Invasions of privacy can increase the likelihood of harm because they deprive the individual of that protection.”



“Violations of confidentiality occur when information about a research participant is disseminated to audiences for whom it was not intended without the subject’s  authorization.”



http://www.aaas.org/spp/sfrl/projects/intres/report.pdf  (ETHICAL AND LEGAL ASPECTS OF HUMAN SUBJECTS RESEARCH ON THE INTERNET)





Existing Data Case Example A

• Use of non-anonymous data collected for non- 
research purposes
– Videotapes
– Other assessment tools, including exams

Presenter
Presentation Notes
Consent to videotape NOT same as consent for research



Existing Data Case Example B

• Linking previously unlinked data to identify 
predictors of individual performance
– MCAT scores and Board scores

Presenter
Presentation Notes
Could disclosure *reasonably* place subjects at risk of liability or be damaging to their financial standing (including malpractice insurability), employability or reputation?  



?Damage if predicts a student is doomed to fail, including conscious or unconscious faculty bias



Concerns about reputation, even while still in med school, if information accidentally disclosed



Could information be used against them in malpractice cases?   (subpoena or testimony)





Electronic Data Case Example

• Faculty use course management software to give 
quizzes and tests and record grades

• Someone wants to do a study to see if 
performance predictors can be identified

• If disclosure could reasonably place the subjects 
at risk, then
– Informed consent and right to say no
– How is data segregation handled for those who refuse?

Presenter
Presentation Notes
“Someone” could include same faculty person responsible for course(s)



How private and confidential is data, particularly in the networked environment of a medical school?  Examples:  Accidental/hack-in access to data; support staff have passwords; conversations among faculty about students



“With respect to data storage, privacy and confidentiality may be inadvertently breached when the researcher stores the data on a computer with Internet access and unauthorized persons hack into the system.” http://www.aaas.org/spp/sfrl/projects/intres/report.pdf  (ETHICAL AND LEGAL ASPECTS OF HUMAN SUBJECTS RESEARCH ON THE INTERNET)



OHRP Input

• Gray areas
• Solutions to challenges

– Student-created secret codes

Presenter
Presentation Notes
Longitudinal or pre-/post- surveys using secret code chosen by student (pet goldfish’s name)



Where should secret prompt be stored in case they forget code?
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