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Objectives
At the completion of this session participants will:
 Discuss historical events that lead to the 

development of research ethics.
 Understand the formation of Institutional Review 

Boards (IRB) as a result of research atrocities. 
 Describe major components of the IRB 

application.
 Describe common ethical issues and strategies to 

manage these during the conduct of clinical 
research. 

 Share ethical concerns or experiences and 
engage in dialogue with an expert in the field. 
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General or Specialty Care?



Research Ethics
• “My manager knows what I’m doing”
• “But my colleague never did this.” 
• “The company said they’ll provide free 

product for the study…”
• “We should be practicing this way…”
• “I was just doing a QI project and…”
• “We are always in the patient charts, why 

should I have to go through the IRB?” 



Research Ethics:
Historical Evolution

• The Nuremberg Code
• Declaration of Helsinki
• Unethical treatment of research subjects

– Tuskegee Syphilis Study
– The Willowbrook Study

• The Belmont Report



The Nuremberg Code

• 1948
• Nazi physicians
• Code

– Voluntary
– Informed consent
– Risk/benefit analysis
– Withdrawal 



Declaration of Helsinki

• 18th World Medical 
Assembly 1964

• Subjects higher 
interest

• Best known treatment



Tuskegee Syphilis Study

• 1932-1972
• Vulnerable population
• Advent of penicillin



The Willowbrook Study

• Infectivity of Hepatitis
• State school for 

mentally disabled youth
• All admissions must be 

part of this study
• Injected with Hepatitis 

virus
• No informed consent 

about serious 
consequences



The Belmont Report

• 1974 National 
Research Act

• Establishment of IRBs
• Ethical principles

– Respect
– Beneficence
– Justice



Cases: Recent History
• Hopkins case
• Gelsinger case
• TGN1412, a humanized monoclonal 

antibody
• Immunization and autism
Medical journal retracts study linking 

autism to vaccine - CNN.com

http://www.emailthis.clickability.com/et/emailThis?clickMap=viewThis&etMailToID=1396840460


Institutional Review Boards
• Committee responsibilities

– Ethical studies
– Federal guidelines followed
– Well designed research

• Committee members
– Science
– Ethics
– Non-scientific



IRB Application Basics
• http://www.hhs.gov/ohrp/regulations-and-

policy/decision-
charts/#c1http://www.hhs.gov/ohrp/regul
ations-and-policy/decision-charts/#c1

• Examples

http://www.hhs.gov/ohrp/regulations-and-policy/decision-charts/#c1http://www.hhs.gov/ohrp/regulations-and-policy/decision-charts/#c1


What Review Category is it?

• Scenario

– The investigator wishes to study if a
verbal subliminal persuasive message
(Danger!) will influence the physiological 
behavior (change in galvanic skin 
response, heart and respiratory rates) of
the undergraduate students.



What Review Category is it?

• Why is this an expedited review?
– This study presents no more than minimal risk 

as per the criteria listed in 45 CFR 46.101(b)(4)
and is included in one of expedited review
categories: prospective collection of biological
specimens for research purposes by
noninvasive means. Checking heart and
respiratory rate is noninvasive as is the 
attachment of monitors on the finger tips to
measure galvanic skin response.



What Review Category is it?

• Scenario

– The investigator wishes to study the
effects of an over-the-counter herbal 
supplement with no FDA approval on 
muscular strength following an exercise 
intervention on healthy adults.



What Review Category is it?

• Why is this a full board review?
–There is more than minimal risk, as per

the criteria listed in 45 CFR 46.101(b)(4).
The use of an herbal supplement and the 
implementation of the exercise protocol
indicates this study would need to be 
reviewed by the full IRB board to 
determine level of risk for the 
participants.



What Review Category is it?
• Scenario

– The investigator wishes to determine the 
differences in taste, texture and visual
appeal of two identical cookies, sans one
ingredient; baking soda vs baking powder 
in students in a college level research 
class. The goal is to publish these results 
in a pedagogy journal.



What Review Category is it?

• Why is this an exempt review?
–As per the criteria listed in 45 CFR

46.101(b)(4), studies of taste evaluation
qualify for exempt status only if (1)
wholesome foods without additives are
consumed; or (2) if a food is consumed
that contains a food ingredient at or 
below the level of and for a use found to
be safe. The federal exemption category
46.101(b)(6) applies to these studies.



Protected Health Information
• PHI & HIPAA
• 18 elements



PHI
1. Names;
2. All geographic subdivisions smaller than a 

State, including street address, city, county, 
precinct, zip code, and their equivalent 
geocodes, except for the initial three digits of 
a zip code if, according to the current 
publicly available data from the Bureau of 
the Census:The geographic unit formed by 
combining all zip codes with the same three 
initial digits contains more than 20,000 
people; and The initial three digits of a zip 
code for all such geographic units containing 
20,000 or fewer people is changed to 000.

3. All elements of dates (except year) for dates 
directly related to an individual, including 
birth date, admission date,, discharge date, 
date of death; and all ages over 89 and all 
elements of dates (including year) indicative 
of such age, except that such ages and 
elements may be aggregated into a single 
category of age 90 or older;

4. Telephone numbers;
5. Fax numbers;

6. Electronic mail addresses;

7. Social security numbers;

8. Medical record numbers;

9. Health plan beneficiary numbers;

10. Account numbers;

11. Certificate/license numbers;

12. Vehicle identifiers and serial numbers, 
including license plate numbers;

13. Device identifiers and serial numbers;

14. Web Universal Resource Locators (URLs);

15. Internet Protocol (IP) address numbers;

16. Biometric identifiers, including finger and 
voice prints; 

17. Full face photographic images and any 
comparable images; and

18. Any other unique identifying number, 
characteristic, or code, except as permitted 
by paragraph (c) of this section;



Informed Consent :
Document Requirements

• Research purpose and 
procedures

• Risks and discomforts
• Potential benefits
• Alternative procedures 

or treatments
• Provisions for 

confidentiality

• Research related injury
• Contacts for additional 

information
• Voluntary participation 

and the right to 
discontinue 
participation without 
penalty



Informed Consent:
Creating a Document

• Simply Put – CDC 
http://www.cdc.gov/HealthLiteracy/pdf/Si
mply_Put.pdf

• Institutional requirements
• Examples

– Do
– Don't

http://www.cdc.gov/HealthLiteracy/pdf/Simply_Put.pdf


ANA guidelines
• Freedom from injury
• Privacy and dignity
• Anonymity and confidentiality
• Also check code of ethics and anything 

else that mirrors NIH's requirements.



Common Ethical Issues
• Access

– Human subjects
– Data

• Benefit vs risk
• Informed consent readability
• Compensation
• Confidentiality vs anonymity

– Data access
– Data management



Common Ethical Issues
• Respect

– Persons
– Data
– Privacy

• Questionable circumstances
• “Common knowledge”
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