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Excerpt from HFHS CONSENT TO PARTICIPATE IN A RESEARCH STUDY

PROJECT TITLE:

SWOG 0126, Phase II Trial of Chronic Oral Z1839 (Iressa) in Both Previously
Untreated and Previously Untreated Patients with Selected Stage IIIB and IV
Bronchioloalveolar Carcinoma (BAC); and SWOG 9925, Lung Specimen
Repository Protocol, Ancillary.

Specimen Consent Supplemental Sheets

How are Specimens Used for Research?

Where do specimens come from?

A specimen may be from a blood sample or from bone marrow, skin,
toenails or other body materials.  People who are trained to handle
specimens and protect donors’ rights make sure that the highest
standards of quality control are followed by the Southwest Oncology
Group.  Your doctor does not work for the Southwest Oncology Group, but
has agreed to help collect specimens from many patients.  Many doctors
across the country are helping in the same way.

Why do people do research with specimens?

Research with specimens can help to find out more about what causes
cancer, how to prevent it, how to treat it, and how to cure it.
Research using specimens can also answer other health questions.  Some
of these include finding the causes of diabetes and heart disease, or
finding genetic links to Alzheimer’s.

What type of research will be done with my specimen?

Many different kinds of studies use specimens.  Some researchers may
develop new tests to find diseases.  Others may develop new ways to
treat or even cure diseases.  In the future, some of the research may
help to develop new products, such as tests and drugs.  Some research
looks at diseases that are passed on in families (called genetic
research).  Research done with your specimen may look for genetic
causes and signs of disease.

How do researches get the specimen?

Researchers from universities, hospitals, and other health
organizations conduct research using specimens.  They contact the
Southwest Oncology Group and request samples for their studies.  The
Southwest Oncology Group reviews the way that these studies will be
done, and decides if any of the samples can be used.  The Southwest
Oncology Group gets the specimen and information about you from your
hospital, and sends the specimen samples and some information about you
to the researcher.  The Southwest Oncology Group will not send your
name, address, phone number, social security number or any other
identifying information to the researcher.
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Will I find out the results of the research using my specimen?

You will not receive the results of research done with your specimen.
This is because research can take a long time and must use specimen
samples from many people before results are known.  Results from
research using your specimen may not be ready for many years and will
not affect your care right now, but they may be helpful to people like
you in the future.

Why do you need information from my health records?

In order to do research with your specimen, researchers may need to
know some things about you.  (For example:  Are you male or female?
What is your race or ethnic group?  How old are you?  Have you ever
smoked?)  This helps researchers answer questions about diseases.  The
information that will be given to the researcher may include your age,
sex, race, diagnosis, treatments and family history.  This inormation
is collected by your hospital from your health record and sent to the
Southwest Oncology Group.  If more information is needed, the Southwest
Oncology Group will send it to the researcher.

Will my name be attached to the records that are given to the
researcher?

No.  Your name, address, phone number and anything else that could
identify you will be removed before they go to the researcher.  The
researcher will not know who you are.

How could the records be used in ways that might be harmful to me?

Sometimes, health records have been used against patients and their
families.  For example, insurance companies may deny a patient
insurance or employers may not hire someone with a certain illness
(such as AIDS or cancer).  The results of genetic research may not
apply to you, but to your family members too.  For disease caused by
gene changes, the information in one person’s health record could be
used against family members.

How am I protected?

The Southwest Oncology Group is in charge of making sure that
information about you is kept private.  The Southwest Oncology Group
will take careful steps to prevent misuse of records.  Your name,
address, phone number and any other indentifying information will be
taken off anything associated with your specimen before it is given to
the researcher.  This would make it very difficult for any research
results to be linked to you or your family.  Also, people outside the
research process will not have access to results about any one person,
which will help to protect your privacy.

What if I have more questions?

If you have any questions, please talk to your doctor or nurse, or call
our research review board at Henry Ford Health System.


