
____________________ (Institution) and also in a
computer file at the statistical headquarters of the
Eastern Cooperative Oncology Group (ECOG). The
confidentiality of the central computer record is
carefully guarded. During their required reviews,
representatives of the Food and Drug
Administration (FDA) and the National Cancer
Institute (NCI) may have access to medical records
which contain your identity. A qualified representa-
tive of the drug manufacturer(s) may also have
access to your study records. However, no informa-
tion by which you can be identified will be released
or published. Histopathologic material, including
slides, may be sent to a central office for review.

I have read all the above, asked questions,
received answers concerning areas I did not under-
stand and I willingly give my consent to participate
in this program. Upon signing this form, I will
receive a copy.
_____________________________ (Patient signature)
_____________ (Date)
_____________________________ (Witness signature)
_____________ (Date)

I, ______________________, willingly agree that
any unused urine collected for this protocol may be
stored at the Central Laboratory. This remaining
urine may be used for future research that could
include genetic research (about diseases that are
passed on in families). This research will not have
an effect on my care, therefore, neither I nor my
doctor will receive results of this testing. No medi-
cal report will be added to my records. My medical
records may be reviewed in the future for purposes
of obtaining more information about my health, buy
my name and address will remain confidential and
will not be released. The urine will be used for
research purposes only, it will not be sold and may
not have a direct benefit to me or my cancer.

If I decide now that my urine can be kept for
research, I can change my mind at any time. I just
need to contact my doctor and withdraw my con-
sent for the use of my urine for research.

I have read all of the above, asked questions and
received answers concerning areas that I did not
understand. I willingly consent to allow my urine to
be stored for future research.

______________________________ (Patient signature)
___________ (Date)
_____________________________ (Witness signature)
___________ (Date)

b. Another Example of a Contemporary
Consent Form (Reproduced in Part)

The following reproduces, in part, a second
consent form. This is the second of two
consent forms that were the subject of the
study of Coyne et al. (44,45,46). This second
consent form contains all of the information as
found in the above-reproduced consent form,
plus some additional information. But the
second consent form takes a more step-by-step
approach suitable for understanding by the
layperson.

Informed Consent For a Research Study
Chemotherapy Treatments for Non-Small Cell

Lung Cancer

Please use the space on the right to write down
any questions you might have. You also can put a
check in the box if you have questions on that
section.

About the Study Notes/Questions

What am I being asked to do? &

You are being asked to make a choice about tak-
ing part in a research study. This research study
compares four different drug treatments (chemo-
therapy) for advanced non-small cell lung cancer.
You are being asked to be part of this study because
you have this type of cancer.

Why are we doing this study? &

Advanced non-small cell lung cancer is very
hard to treat. There is no known cure. Better treat-
ments are needed. We are doing the study to see
which, if any, of four treatments works best at slow-
ing the growth of this type of cancer. We also want
to look at the risks and side effects for each of the

44Cella D. Consent form was developed by Peter Raich for an ECOG study. E-mail of November 9, 2009.
45Coyne CA, Xu R, Raich P, et al. Randomized, controlled trial of an easy-to-read informed consent statement for

clinical trial participation: a study of the Eastern Cooperative Oncology Group. J. Clin. Oncol. 2003;21:836�42.
46Permission to reproduce provided by Dr P.C. Raich. E-mail of April 6, 2011.
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