
 
7.1.2 Informed Consent in Research 
 
Informed consent is an essential safeguard in research. The obligation to obtain informed consent arises 
out of respect for persons and a desire to respect the autonomy of the individual deciding whether to 
volunteer to participate in biomedical or health research. For these reasons, no person may be used as a 
subject in research against his or her will. 
 
Physicians must ensure that the participant (or legally authorized representative) has given voluntary, 
informed consent before enrolling a prospective participant in a research protocol. With certain 
exceptions, to be valid, informed consent requires that the individual have the capacity to provide consent 
and have sufficient understanding of the subject matter involved to form a decision. The individual’s 
consent must also be voluntary. 
 
A valid consent process includes: 
 
(a) Ascertaining that the individual has decision-making capacity. 
 
(b) Reviewing the process and any materials to ensure that it is understandable to the study population.  
 
(c) Disclosing: 
 

(i) the nature of the experimental drug(s), device(s), or procedure(s) to be used in the research; 
 
(ii) any conflicts of interest relating to the research, in keeping with ethics guidance; 
 
(iii) any known risks or foreseeable hazards, including pain or discomfort that the participant might 

experience; 
 
(iv) the likelihood of therapeutic or other direct benefit for the participant; 
 
(v) that there are alternative courses of action open to the participant, including choosing standard or 

no treatment instead of participating in the study; 
 
(vi) the nature of the research plan and implications for the participant; 
 
(vii)  the differences between the physician’s responsibilities as a researcher and as the patient’s 

treating physician. 
 
(d)  Answering questions the prospective participant has. 
 
(e) Refraining from persuading the individual to enroll. 
 
(f) Avoiding encouraging unrealistic expectations. 
 
(g) Documenting the individual’s voluntary consent to participate. 
 
Participation in research by minors or other individuals who lack decision-making capacity is permissible 
in limited circumstances when: 



(h) Consent is given by the individual’s legally authorized representative, under circumstances in which
informed and prudent adults would reasonably be expected to volunteer themselves or their children
in research.

(i) The participant gives his or her assent to participation, where possible. Physicians should respect the
refusal of an individual who lacks decision-making capacity.

(j) There is potential for the individual to benefit from the study.

In certain situations, with special safeguards in keeping with ethics guidance, the obligation to obtain 
informed consent may be waived in research on emergency interventions. 
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Opinion 7.1.2, Informed Consent in Research, re-organizes content from several previous opinions and 
associated background reports: 

CEJA Report 3-A-16 Modernized Code of Medical Ethics

CEJA Report E-I-98 Conflicts of interest—biomedical research 

CEJA Report 2-A-96 Ethical use of placebo controls in clinical trials 

Report of the Judicial Council A-A-66 Declaration of Helsinki 



CEJA Report 3-A-16 Modernized Code of Medical Ethics 
 
7.1.2 Informed Consent in Research 
 
Informed consent is an essential safeguard in research. The obligation to obtain informed consent arises 
out of respect for persons and a desire to respect the autonomy of the individual deciding whether to 
volunteer to participate in biomedical or health research. For these reasons, no person may be used as a 
subject in research against his or her will. [New content sets out key ethical values and concerns 
explicitly.] 
 
Physicians must ensure that the participant (or legally authorized representative) has given voluntary, 
informed consent before enrolling a prospective participant in a research protocol. With certain 
exceptions, to be valid, informed consent requires that the individual have the capacity to provide consent 
and have sufficient understanding of the subject matter involved to form a decision. The individual’s 
consent must also be voluntary. [New content addresses gap in current guidance.] 
 
A valid consent process includes: 
 
(a) Ascertaining that the individual has decision-making capacity. 
 
(b) Reviewing the process and any materials to ensure that it is understandable to the study population. 

[New content highlights importance of consent process.] 
 
(c) Disclosing: 
 

(i) the nature of the experimental drug(s), device(s), or procedure(s) to be used in the research; 
 
(ii) any conflicts of interest relating to the research, in keeping with ethics guidance; 
 
(iii) any known risks or foreseeable hazards, including pain or discomfort that the participant might 

experience; 
 
(iv) the likelihood of therapeutic or other direct benefit for the participant; 
 
(v) that there are alternative courses of action open to the participant, including choosing standard or 

no treatment instead of participating in the study; 
 
(vi) the nature of the research plan and implications for the participant; [New content addresses gap 

in current guidance.] 
 
(vii)  the differences between the physician’s responsibilities as a researcher and as the patient’s 

treating physician. 
 
(d)  Answering questions the prospective participant has. 
 
(e) Refraining from persuading the individual to enroll. 
 
(f) Avoiding encouraging unrealistic expectations. 
 
(g) Documenting the individual’s voluntary consent to participate. 
 



Participation in research by minors or other individuals who lack decision-making capacity is permissible 
in limited circumstances when: 
 
(h) Consent is given by the individual’s legally authorized representative, under circumstances in which 

informed and prudent adults would reasonably be expected to volunteer themselves or their children 
in research. 

 
(i) The participant gives his or her assent to participation, where possible. Physicians should respect the 

refusal of an individual who lacks decision-making capacity. [New content addresses gap in current 
guidance.] 

 
(j) There is potential for the individual to benefit from the study. [New content addresses gap in current 

guidance] 
 
In certain situations, with special safeguards in keeping with ethics guidance, the obligation to obtain 
informed consent may be waived in research on emergency interventions. 
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CEJA Report 3 – I-98
Conflicts of Interest:  Biomedical Research

INTRODUCTION

In December 1989 the Council on Scientific Affairs and the Council on Ethical and Judicial
Affairs issued their joint report “Conflicts of Interest in Medical Center/Industry Research
Relationships.”  In regards to disclosure, the guidelines state

(c) clinical investigators should disclose any material ties to companies whose products
they are investigating.  They should disclose their financial ties, participation in
educational activities supported by the companies, participation in other research projects
funded by the companies, consulting arrangements, and any other ties.  The disclosure
should be made to the medical center where the research is conducted, organizations that
are funding the research, and journals that publish the results of the research.1

Revitalized discussions about full disclosure of any financial interest by those who conduct
biomedical research have encouraged the Council to reconsider these minimum requirements.

DISCUSSION

It is difficult to deny that research-related gifts, either financial or material, play an important role
in supporting research and increasing productivity.  A study which examined academic scientists’
experience with research-related gifts from industries revealed that 75% of those who received
biomaterials, 66% of those who received discretionary funds, and 67% of those who received
research equipment rated these gifts as “essential,” “very important,” or “important” to the
progress of their research.  Correspondingly, the data suggested that such gifts were associated
with a variety of restrictions and expectations of returns, including the expectation of
prepublication review of articles or reports.2  The debate over calcium-channel antagonists has
exemplified the need for complete disclosure of relationships with pharmaceutical companies for
researchers who publish articles examining pharmaceutical products.  A recent study of
physicians’ financial relationships with the pharmaceutical industry demonstrated that supportive
authors were much more likely than critical authors to have financial associations with
manufacturers of calcium-channel antagonists, as well as with manufacturers of other products.3

In addition, it has been reported that the tobacco industry paid several scientists over $156,000 to
write letters to the editors of health and industry related journals, as well as newspapers such as
the Wall Street Journal, discrediting a 1993 Environmental Protection Agency report that linked
secondhand smoke to lung cancer.4  For example, one biostatistician received $10,000 to write a
letter to the Journal of the American Medical Association.5  Letter campaigns such as this may
mislead the public and the medical profession by presenting biased opinions that distort serious
health-related controversies.

Conflicts of interest vary and can be interpreted differently.  Many researchers and authors may
feel that they can remain objective in areas of their expertise regardless of financial associations
or research-related gifts.  Critics view this claim skeptically.  The integrity of the medical
community and the research done within depends on the avoidance of real or perceived conflicts
of interests and the accompanying biases.  Of utmost concern is protecting the public from a
researcher’s or author’s opinion that is tilted due to personal interests.
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RECOMMENDATION

Many medical journals have adopted policies that require conflicts of interest to be disclosed to
readers.6, 7  For the following reasons, the Council on Ethical and Judicial Affairs recommends
that the following statement be adopted and that the remainder of this report be filed:

1. An explanatory statement that discloses conflicts of interest to readers should accompany
published research.  Other types of publications, such as a letters to the editor, should also
include an explanatory statement that discloses any potential conflict of interest.
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