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Can a physical who gives the care #1412
to the patient obtain the consent
from the prospective research participants

or not?
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A genomic biomarker
A measurable DNA and/or RNA characteristic that is an indicator

of normal biologic processes, pathogenic processes, and/or
response to therapeutic or other interventions.
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Pharmacogenomics (PGx) vhsanladluding

The study of variations of DNA and RNA characteristics as
related to drug response.
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Pharmacogenetics (PGt)tNaaWUGAIFT

A subset of pharmacogenomics (PGx). The study of variations in
DNA sequence as related to drug response.
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Can a physician who gives the care to the patient obtain the
consent from the prospective research participants or not?

Dear everyone,

There have been some questions raised about “Can a physician
who gives the care to the patient obtain the consent from the
prospective research participants or not?” What I learn is that
different EC/IRBs in Thailand have different opinions on this
matter.

I have thus passed this issue to my good friend (Dr. Ruth Macklin
) who is a professor of bioethics and who has been working
closely with me in the WHO/SERG (http://www.who.int/
reproductive-health/hrp/ethical issues.html) for 14 years and we
are now working together as WHO/ERC members (http://
www.who.int/rpc/research _ethics/en/). I have learned a lot in
human research ethics from her.

FYT (http://www.princeton.edu/~bioethic/about_us/advisors/
macklin.html) Ruth Macklin is Professor of Bioethics at Albert
Einstein College of Medicine in the Bronx, New York . She is a
graduate of Cornell University and received her Ph.D. in
Philosophy from Case Western Reserve University. She has more
than one hundred thirty scholarly publications, as well as articles
in magazines and newspapers for general audiences. She is author
or editor of ten books, including Mortal Choices (Houghton
Mifflin, 1988), Enemies of Patients ( Oxford , 1993), and Surrogates



and Other Mothers ( Temple , 1994). Her publications include
articles on AIDS, human reproduction, the ethics of human subjects
in research, and topics in health policy. She is an elected member
of the Institute of Medicine of the National Academy of Sciences
and is co-chair of the National Advisory Board on Ethics in
Reproduction. She serves on the Executive Board of the American
Association of Bioethics, is Vice-President of the International
Association of Bioethics, serves as an adviser to the World Health
Organization, and chairs the UNAIDS Ethical Review Committee.

With her concurrence, I thus share this correspondence with you
and hope that we may be able to synchronise and get broader
perspectives about this issue

Dear Dwip,

As best I can, here is my answer to your question. First we have
to determine whether the care physician is also the PI or other
collaborator on the research. If he or she is part of the research
team, the care physician may recruit his or her patients and obtain
informed consent. It is true, even in that situation, that there may
be an element of pressure. That possibility has been discussed in
the research ethics literature over the years. However, it would
often be logistically difficult to assign the task of recruitment or
obtaining informed consent to someone else. The person obtaining
consent must, of course, be a member of the research team, since
that person must be knowledgeable about the research. In no case
is it acceptable for medical students to obtain patients’ consent
for research. However, a research fellow who is a member of the
research team may obtain consent, as can the research coordinator,
who is often a research nurse.

If the situation you are thinking of is that in which the treating
physician is not connected with the research, then it is correct
that he or she should not be the one to obtain consent for research
being conducted by another physician. There is one more situation
to consider. That is one in which prospective research subjects
are not patients of the researcher, and the researcher needs to do
the recruitment from another physician’s patients (this is the
immediately preceding situation). In this case, the researcher may
not directly contact the treating physician’s patients, since that
would be a breach of confidentiality. Instead, the role of the care
physician is to ask his or her patients if they would be willing to
meet or be contacted by the research physician (or a member of

the research team). This inquiry could be in person or could be
sent by letter. The point here is that the care physician should be
the one who makes direct contact with his or her patients, preventing
a stranger from doing so. What I have described above are the
procedures my own institution has established. I really don’t know
what other US institutions do, and I suspect there may be some

departures from these procedures in the research world at large.
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