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RESEARCHER’S STATEMENT

PURPOSE AND BENEFITS
We are asking you (your child) to be in a research study because a sample from you (your child) is being sent to
the CDL for diagnostic testing or because you agreed to send a sample for a research study (with a separate
consent). We are asking you (your child) to participate in the CDL Repository — to give permission to store and
use your (his/her) cells or DNA for research and to review medical information about you (him/her). Your
consent is also requested to allow us to share your (your child’s) cells, anonymously, with other researchers.
This means that no information identifying you (your child) will be sent with the cells.

The Collagen Diagnostic Lab (CDL) offers laboratory testing of collagens (a protein) and/or collagen genes
(DNA sequence) for osteogenesis imperfecta (OI), Ehlers -Danlos syndrome (EDS) and several other inherited
disorders of collagen. The CDL also does research by studying cells from people with these disorders and
gathering medical information about them. We try to understand how gene mutations cause disease and how
the disease affects people in families at different ages. The research study results are published in a medical

PROCEDURES
As part of CDL lab testing services, all samples sent to us for testing are stored for two years from the date of
study. At the end of two years, the samples are thrown out unless you (your child) agree to let us put the cells in
a Repository for research.  If you (your child) choose to participate in the CDL Repository, we will take the

to the repository. When we want to learn more about the genetic disorder you (your child) has, we will thaw the
cells or DNA and study them. We will review the medical records that accompany the sample and we ma
contact you to request additional medical records at that time. The information from medical reeords il be.
entered into a database in the CDL, so it can be compared to data from other individuals with tl'ﬁ iaTe ‘disqr“der.
If your (your child’s) cells are sent to another researcher, the sample will not be identified by name ! 7 ~0u"

,:U‘ LR Bt B
b Sa WA ae



RISKS, STRESS, AND DISCOMFORT
You (your child) may feel some embarrassment by sharing personal health information. Otherwise there should
be no discomfort or pain to you from agreeing to participate in this study.

OTHER INFORMATION
Your/your child’s participation in the CDL Repository is optional; yow/your child can participate or not.
If youw/your child decides not to participate, it will not affect the medical care yowhe/she receives in any way.

The Certificate of Confidentiality does not prevent the researchers from disclosing voluntarily, without Your/your child's
consent, information that would identify youwyour child as a participant in the research project under the Sfollowing
circumstances: when the research participate discloses participation or knowledge of child abuse or intent to hurt
himself or others.

Please contact Dr. Byers, Melanie Pepin, or Dru Leistritz to discuss any issues about consent at a toll free
number — available specifically for questions about consent. (1-888-288-7362)

SUBJECT’S STATEMENT
This study has been explained to me (my child). I (my child) volunteer(s) to take part in this research. I ( we)
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Please read below and check the boxes as appropriate to your decision:
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I agree that my/my child’s cells or molecules derived from them, like proteins or DNA, may be
sent to other investigators to help identify the underlying basis of my/my child’s disorder.
I do not consent to ha ving my/my child’s cells or molecules derived from them sent to other research

investigators.

I wish to be informed throu

my/my child’s cells or DNA.

I DO NOT wish to be informed through my Physician or by other means, if new information is derived
child’s cells or DNA.

You have my permission to contact

Sfrom the study of my/my

other research studies.

Contact information:

Referring Physician:
Address:

City:

Telephone:

gh my physician, if new information is derived from the study of

me in the future to request permission for my participation in
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State:

My contact information:
Address:

City:

Telephone:

FAX:
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State:

FAX:

E-mail:

Ce:
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