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Incidental and Secondary Findings
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1:00-2:30 PM ET

Welcome!

Elisa A. Hurley, PhD
Executive Director 
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Mary L. Gray, PhD, and Christian Sandvig, PhD, 
will discuss the Facebook emotional contagion study 
and focus on some of the commonly raised questions 
pertaining to internet and social media research. 

Elizabeth Buchanan, PhD, will moderate 
this discussion.

www.primr.org/webinars

Take PRIM&R’s online course and learn how to:

 Describe the ethical principles and regulations that 
govern human subjects research

 Apply these principles and rules to biomedical, 
behavioral, and social science protocols

 Effectively express yourself during an IRB meeting

Affordable: education for individuals and institution
Convenient: accessible 24/7 from any computer

Valuable: knowledge for your IRB members

www.primr.org/eroc/
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www.primr.org/aer14

Join us for 8 preconference programs, 13 plenary 
sessions, and 129 breakouts sessions.

Keynote speakers:

 John T. Wilbanks, Chief Commons Officer, Sage Bionetworks

 Anthony S. Fauci, MD, Director, National Institute of Allergy 
and Infectious Diseases, NIH

 Susan E. Lederer, PhD, Robert Turell Professor of the History 
of Medicine and Bioethics, University of Wisconsin School of 
Medicine and Public Health

Regular registration rate ends on 11/20
Special conference hotel rate through 11/5

Elizabeth R. Pike, JD, LLM
Senior Policy and Research Analyst

Presidential Commission for the 
Study of Bioethical Issues

Nicolle K. Strand, JD, M.Bioethics
Research Analyst

Presidential Commission for the 
Study of Bioethical Issues
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Anticipate and Communicate for IRBs: Ethical 
Management of Incidental and Secondary Findings

Presidential Commission for the Study of Bioethical Issues

PRIM&R Webinar, October 7, 2014

Elizabeth R. Pike, J.D., LL.M
Senior Policy and Research Analyst

Nicolle K. Strand, J.D., M.Bioethics
Research Analyst

8The Bioethics Commission
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AMY GUTMANN, PhD, CHAIR

JAMES W. WAGNER, PhD, VICE CHAIR

ANITA L. ALLEN, JD, PhD 

JOHN D. ARRAS, PhD

BARBARA F. ATKINSON, MD 

NITA A. FARAHANY, JD, PhD 

CHRISTINE GRADY, RN, PhD 

STEPHEN L. HAUSER, MD

RAJU S. KUCHERLAPATI, PhD

NELSON L. MICHAEL, MD, PhD

DANIEL P. SULMASY, MD, PhD

The Bioethics Commission

10Bioethics Commission Reports
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11Released: December 12, 2013

12Contrast with the Commission
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Question 1: In which of the following cases would discovery of a 
BRCA mutation be considered an anticipatable incidental finding?

a) When conducting whole genome sequencing for the purpose of 
discovering any variant of significance (“tell me everything”).

b) When conducting genetic testing for an unrelated disorder, and 
clinical practice guidelines suggest also looking for BRCA 
mutations.

c) When conducting genetic testing for the express purpose of 
discovering a BRCA mutation. 

d) When conducting whole genome sequencing for research about 
the genetic cause of an unrelated disease. 

Review
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Certain types of tests are unlikely to give rise to 
incidental and secondary findings.

• Discrete tests: produce only the particular results 
sought (e.g., pregnancy tests)

• Broad diagnostic tests: meant to find any 
abnormality (e.g., full body scans)

Tests for which practitioners obtain both the 
information sought and additional information 
potentially give rise to incidental and secondary 
findings.

Modalities

16Modalities

Large-scale Genetic Sequencing

Testing of Biological Specimens

Imaging
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Large-Scale Genetic Sequencing

• Encompasses whole genome 
sequencing, whole exome 
sequencing, and other next-
generation genomic analyses

• Potential to yield large numbers of 
incidental and secondary findings.

• Much of what is discovered is of 
unknown or uncertain medical value

• Implications for biologically-linked 
family members

Modalities

Genetic Research

18

Testing of Biological Specimens

• Includes testing of blood, urine, or 
other tissues

• Incidental and secondary findings 
could definitively indicate a health 
issue of concern, or could require 
additional diagnostic tests to 
determine any health implications

Modalities

Incidental Finding of Sickle Cell Trait
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Imaging
• Includes magnetic resonance imaging (MRI), 

computed tomography (CT) scans, X-rays, 
neuroimaging, and ultrasounds

• Imaging products report results of the entire 
field of view (e.g., a CT scan of the abdomen 
can include images of the kidneys, liver, adrenal 
glands, and pancreas, with the possibility of 
discovering incidental and secondary findings 
in those organs)

• The likelihood of encountering incidental 
findings using imaging techniques is high, even 
among asymptomatic individuals

Modalities

3-D Fetal Ultrasound 
Taken by a DTC Company

20

Question 2: Which of the following is an example of a test or 
procedure that could give rise to incidental findings?

a) A test measuring blood glucose levels in diabetics.

b) A CT scan of the abdomen. 

c) A test for strep throat. 

d) A genetic test for Huntington’s disease. 

Review
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21Contexts

Researchers

Direct-to-Consumer
Providers

Clinicians

22Ethical Principles

Longstanding ethical principles ground consideration of 
incidental and secondary findings.

• Respect for Persons: respects an individual’s capacity for 
rational self-determination

• Beneficence: calls on individuals to take actions to ensure 
the wellbeing of others

• Justice and Fairness: calls for fair and equitable treatment 
of all

• Intellectual Freedom and Responsibility: protects 
intellectual exploration while requiring that individuals take 
responsibility for their actions

The interpretation, application, scope, strength, and 
stringency of each principle varies across contexts.
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Practitioners in all contexts must:

The Takeaway

24

Recommendation 1: Practitioners should inform potential 
recipients about incidental and secondary findings and the 
plan for disclosing and managing those findings.

Recommendation 2: Professional groups should develop 
guidelines and best practices for managing incidental and 
secondary findings.

Recommendation 3: Federal agencies and interested parties 
should continue to fund research about incidental and 
secondary findings.

Recommendation 4: Entities should prepare educational 
materials to inform stakeholders about incidental and 
secondary findings.

Recommendation 5: All individuals should have access to 
quality information about incidental and secondary 
findings before and after testing.

Overarching Recommendations
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The Clinical Context
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Carol Krucoff

• Over-hydrated during a marathon; had 
a seizure after crossing the finish line 
and fell into a coma

• An MRI revealed a small acoustic 
neuroma (brain tumor)

• Watched and waited for nine years

• “Had I not learned about it as an 
incidental finding, I would have been 
blissfully ignorant.” 

Clinical – Case Study
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Question 3: What type of finding was Carol Krucoff’s acoustic 
neuroma?

a) A primary finding.

b) An unanticipatable incidental finding. 

c) An anticipatable incidental finding. 

d) A discovery finding. 

Review

28Clinical – Practical Considerations

• Clinicians have fiduciary duties to patients (a duty to 
act in a patient’s best interest). 

• Clinicians and patients should engage in shared 
decision making that respects a patient’s ability to 
make autonomous decisions. 

• Clinicians should ascertain and respect patient 
preferences—including a patient’s right not to know—
consistent with the clinician’s fiduciary duty. 
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Recommendation 6: Clinicians should inform patients 
about incidental and secondary findings and engage 
in shared decision making about next steps. 

Recommendation 7: Clinicians should be thoughtful 
about communicating difficult information.

Recommendation 8: Federal agencies should study the 
comparative and cost effectiveness of using discrete 
tests versus bundled tests or a battery of tests. 

Recommendation 9: Medical educators should continue 
to cultivate “diagnostic elegance” and “therapeutic 
parsimony.”

Recommendation 10: Organizations should produce 
evidence-based standards for screening programs
that consider incidental findings. 

Clinical – Recommendations

30

The Research Context



10/3/2014

16

31

Sarah Hilgenberg

• As a student at Stanford Medicine, enrolled in a brain imaging 
study; participated in an fMRI test

• Researchers found an anomaly in the scan (an arteriovenous
malformation); clinicians recommended removal of the mass

• Views the incidental finding as potentially life-saving

Research – Case Study

32

Question 4: What type of finding was Sarah Hilgenberg’s
arteriovenous malformation?

a) An anticipatable incidental finding.

b) A secondary finding. 

c) A discovery finding. 

d) An unanticipatable incidental finding. 

Review
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• Researchers have obligations to participants 
and the creation of generalizable knowledge.

• The wide variety of research creates a 
challenge for developing best practices 
applicable to all protocols.

• Costs associated with returning incidental and 
secondary findings could interfere with the 
creation of generalizable knowledge.

• In certain types of research (e.g., research 
using de-identified data), returning incidental 
or secondary findings can be logistically 
difficult or practically infeasible.

Research – Practical Considerations

34

• No federal law, federal regulation, or state law directly 
addresses the return of incidental or secondary 
findings.

• The Common Rule requires disclosure about potential 
benefits and risks of research; incidental and secondary 
findings should be disclosed if considered a benefit or 
risk. 

• In limited circumstances, HIPAA grants individuals a 
right to access certain aspects of their medical 
information upon request.

• CLIA mandates laboratory standards for certain 
laboratory testing; uncertainty about whether research 
findings can be returned if not obtained in a CLIA-
certified laboratory.

Research – Legal Considerations
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• Respect for Persons: Through the informed consent 
process, researchers must provide enough information for 
participants to make autonomous, informed decisions to 
participate.

• Beneficence: Researchers must demonstrate concern for 
the wellbeing of participants; should consider whether the 
benefits of disclosure outweigh the risks.

• Justice and Fairness: Equitable distribution of benefits 
and burdens of research.

• Intellectual Freedom and Responsibility: Researchers 
have the liberty to investigate, but must act responsibly.

Research – Ethical Considerations

36

Recommendation 11: During the informed consent 
process, researchers should describe the scope of 
incidental and secondary findings, the process for 
managing the findings, and how participants might 
opt out of receiving findings. 

Recommendation 12: Researchers should develop a plan 
to manage anticipatable incidental findings that is 
reviewed and approved by an IRB. 

Recommendation 13: Researchers should develop a 
process for evaluating and managing unanticipatable 
findings that is approved by an IRB. 

Recommendation 14: Researchers who choose to look 
for secondary findings must have a plan approved by 
an IRB. Researchers have no duty to look for 
secondary findings. 

Research – Recommendations
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37Bioethics.gov Educational Materials

38Bioethics.gov Educational Materials
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39Bioethics.gov Educational Materials

40Bioethics.gov Educational Materials
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41Frequently Asked Questions

42

Case Study: You are overseeing a genome wide 
association study (GWAS). The purpose of the research is 
to discover new associations between genetic mutations 
and heart disease. The researchers begin analyzing data. 
After conducting genetic tests on 1,000 participants, they 
come to you for advice. They have discovered the 
BRCA1 mutation, which increases the risk for hereditary 
breast cancer, in 5 of their participants. They want to 
know what they should do. 
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Question 5: What kind of finding is this?

a) Primary

b) Secondary

c) Anticipatable incidental

d) Unanticipatable incidental

Review

44Frequently Asked Questions
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45Frequently Asked Questions

46Frequently Asked Questions
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47Frequently Asked Questions

48Frequently Asked Questions
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49Frequently Asked Questions

50Ethical Principles
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Case Study: You are overseeing a genome wide 
association study (GWAS). The purpose of the research is 
to discover new associations between genetic mutations 
and heart disease. The researchers begin analyzing data. 
After conducting genetic tests on 1,000 participants, they 
come to you for advice. They have discovered the 
BRCA1 mutation, which increases the risk for hereditary 
breast cancer, in 5 of their participants. They want to 
know what they should do. 

52

Question 6: When obtaining initial informed consent, the researchers 
never told the participants that they might notify them of individualized 
genetic test results. Some researchers feel strongly that the participants 
need to be notified about this significant, potentially lifesaving 
information. Which ethical principle(s) are these researchers primarily 
drawing from?

a) Respect for Persons

b) Beneficence

c) Justice and Fairness

d) Intellectual Freedom and Responsibility

Review
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Case Study: You are overseeing a genome wide 
association study (GWAS). The purpose of the research is 
to discover new associations between genetic mutations 
and heart disease. The researchers begin analyzing data. 
After conducting genetic tests on 1,000 participants, they 
come to you for advice. They have discovered the 
BRCA1 mutation, which increases the risk for hereditary 
breast cancer, in 5 of their participants. They want to 
know what they should do. 

54

Question 7: Others on the team feel that it will be expensive and time 
consuming to contact all of these participants and possibly hire a genetic 
counselor to deliver the news. This will detract from their main research 
agenda and limit the amount of data they will be able to afford to analyze. 
Which ethical principle(s) are these researchers primarily drawing from?

a) Respect for Persons

b) Beneficence

c) Justice and Fairness

d) Intellectual Freedom and Responsibility

Review
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Case Study: You are overseeing a genome wide 
association study (GWAS). The purpose of the research is 
to discover new associations between genetic mutations 
and heart disease. The researchers begin analyzing data. 
After conducting genetic tests on 1,000 participants, they 
come to you for advice. They have discovered the 
BRCA1 mutation, which increases the risk for hereditary 
breast cancer, in 5 of their participants. They want to 
know what they should do. 

56

Question 8: And still others on the team feel that, although they should 
revisit their policy on returning findings for the future, they should not notify 
current participants about their results because the participants have never 
been given the opportunity to express preferences about notification and did 
not consent to the return of individualized results. Which ethical principles 
are these researchers primarily drawing from?

a) Respect for Persons

b) Beneficence

c) Justice and Fairness

d) Intellectual Freedom and Responsibility

Review
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57Frequently Asked Questions

58Frequently Asked Questions
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59Frequently Asked Questions

60Frequently Asked Questions
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61Considerations “Checklist”

62Considerations “Checklist”
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63Bioethics.gov Educational Materials

64Participant Primer
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65Participant Primer

66Participant Primer
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67Connect with the Bioethics Commission

@Bioethicsgov

Bioethicsgov

info@bioethics.gov

Thank you!

Bioethics.gov

blog.Bioethics.gov

Questions and comments

To submit a question, 
simply click on the Q & A menu 

at the top of the screen.

webinars@primr.org



10/3/2014

35

Disclaimer

Please note that the presentations and 
views are those of the individual speakers, 
and do not represent the organizational 
views of PRIM&R.

Thank you!

Please complete the 
evaluation.

Elisa Hurley, PhD
Education Director 

Elisa A. Hurley, PhD
Executive Director 


