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Co-investigators: Mt L. Murray, MD
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Ulrike Schwarze, MDD

Associate Professor, Department ol Pathology

Andrew Cheng, MDD

Acting [nstructor/Senior Fellow

Department of Medicine, Division of Cardiology

Melante G, Pepin, LGC, Licensed Genetic Counselor

Dru Leistnr, 1GE, Licensed Genetic Counselor

Sam Bailev, L.OG, Licensed Genetic Counselor
Department of Pathology

Toll Free Number: 1-888-288-7362
Fax: 1-206-616-1R894

RESEARCHER'S STATEMENT

We are asking your child to be in a research study. The purpose of this consent is 1o give you the
information you will need to help you decide whether or not to permit your child to participate in
the study, Please read the form carefully, You may ask questons about the purpose of this
research, what we would ask you to do. the possible risks and benefits, vour child’s rights as a
volunteer, and anything clse about the reseavch or this form that is not clear. When all ol your
questions have been answered, vou can decide if you want your child w be in the study or not.
This process is called “informed conscmt™, We will give vou a copy of this form for your
records.

FURPOSE OF THLE 5TUDY

We are trying to lind out what causes inherited connective tissue disorders that involve bones,
skin, and blood vessels. These disorders arc passed down in tamilies, The discases include
osteogenesis imperfecta (O1), Ehlers -Danlos syndrome (ELS), and others. Our rescarch lab
studies proteins called collagens. We also study the genes (the IDNA) that tell the cells how to
make collagens. We work with cells and tissues from people with these disorders because we
want to see how the changes in the DINA and proteins cause the disorders. We also gather
medical information about these people 1o undersiand the clinical aspeets of the disorders.

We are asking vou (o give consent to take part in our research study because your doctor believes

that your child may have a genctic collagen disorder. There are two ways for vour child 1o be

involved in this study. One s to sign up at the time that a sample from your child is already

being tested in the Collagen Diagnostic Lab®. Another way is to have your child’s sample sent in

for the study only. In cither case, we are asking 1o store and use your child's cells and/om DAL (VL

for research and to review medical information about vour child from medical records. We are

also asking your consent o share vour child’s sample and genetic information with M]mr*t” 34 2013
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collagen researchers. The sample and information that we share with them will not identify your
child. {(*housed at the same location)

STUDY PROCEDURES

Sample Collection & Storage: The sample collection is the same whether vou are having
clinical testing or sending a sample for research'only. We will ask vour child for a saliva (spit)
sample, a blood draw or a skin biopsy or a combination of these. 1§ we want to look at the genes,
we will ask for saliva or a blood sample. To look at proteins, we need a skin biopsy.

i Suliva sample: A "spit kit" with step by step instructions will be provided 1o vou to collect the
saliva sample.

~ Blood draw: To get a sample of your child’s blood. we will take ubout 3 teaspoons ol blood
from & vein in his'her arm using a needle,

Skin biopsy: To get a sample of your child’s skin, we have to lake a small piece off. We usc a
tool that will take a little circle of skin for the sample. The sample is very small. s about the
sizc of a grain of rice or a small green pea. Belore we take the sample we will make your child's
skin pumb so it won't hurt, We will do that with medicine that i3 put into the skin through a
small needle,

The sample and information donated for study will be stored indefinitely in our Laboratory in the
Department of Pathology at the University of Washington.

Review of Health Information: We will look at vour child's medical history and family history
as part of the study. When the sample is sent to us for westing or research we will also gel
medical information from your child's doctor . If your child is a patient at the University of
Washington we will get medical information from the hospital chart. We may also ask to look at
records from another clinic or hospital, 1850, we will ask vou to sign # separaie "request Lor
medical records”.

Optional Contact of Relatives: When we look at vour family history, we may find family
members that we want to include in the study. We will ask you o contact the relative and give
them a consent form that describes the study. This is optional and will not change your child's
participation in the study il vou choose not to do si.

Database Data Entry: We may choose to share vour child's gencue information and medical

data with a "disorder specific mutation database". o addition, the National Institutes ol Health
have sct up a health rescarch database of genelic {genotvpe) and health (phenotype) dals

Genotype data includes genetic information, Phenotype data includes health information like
blood pressure, cholesterol levels or information that is specific to a disorder. The purpose ot this
database is 10 allow many different rescarchers to use a large pool of data. This data will help
them to understand how genes cause human discase, 16 you agree 1o allow us tw send the data of
vour child to these databases it will only be identitied by a code and never by your child’s name.
There is a question al the end of this consent form where vou can choose whether or nit wetan
share this information with these databases.
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BENEFITS OF THE STUDY

Information leamed from studying of cells from your child may benefit others with the disorder.
The research mav or may not henefil your family,

RISKS, STRESS, AND DISCOMFORT

The bioad drasw may cause some pain and bleeding where the needle is inserted. There is a small
visk of infection. Some people [eel faint when having their bloud drawn. Be sure to tell the
person drawing the bloed it this has happened 1o your child in the past. The skin biopsy may
leave a small scar after it heals. There is u small chance of a reaction o the skin anesthetic.
Please tell the person taking the biopsy i1 your child has had a reaction w anesthelic in the past.

SOURCE OF FUNDING
The study team recetves financial support from the Ureudmann Foundauon.
CONFIDENTIALITY OF RESEARCH INFORMATION

Your child’s participation in the study is voluntary and confidential. The study records will be
stored in a computer that only the researchers can access. We have no plans to share your child's
data with unvone outside the study stalf. They will he stored there for as long as the study is
open, Government or university stall sometimes review studies such as this one to make sure
they are being done safely and legally. If a review of this study takes plice, your child's records
may be examined. The reviewers will proteet vour privacy, The study records will not be used to
put vour c¢hild at legal risk of harm.

We have a Certificate of Confidentiality from the federal National Institute of Health;
National Institute of Arthritis and Musculoskeletal and SKkin Disceases. This helps us protect
your privacy. lhe Certificate means that we do not have w give out identifymg information
about vou even il we are asked 10 by a court of law. We will use the Certificare to resist any
demands lor idemilying information.

We can’t use the Certificate to withhold your rescarch information if vou give your written
consent to give it to an insurer, cmployer, or other person, Also, you or o member ol your family
can share information about yoursell or your part inthis rescarch il you wish,

There are some limits to this protection.  We will voluntarily provide the information to:
o g member of the federal government who needs it in order o audit or evaluate the
research:
o individuals at the University of Washington, the funding ageney. and other groups
involved in the research, if they need the information to make sure the research is being
done correctly:
o the federal Food and Drug Administration (FDA), if required by the FDA:
o someone who is accused ol u crime. i1 he or she believes that our research records could
be used for defense;
e Law enforcement authorities. if we learn of child abuse, elder abuse, or the intéht'ts Rany = iy
yoursell or others.
SER 2.3 701
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OTHER INFORMATION

There will be no charge to you for laboratory studies undertaken as part of this research. We
may publish the results from the research study in a medicul journal o educate doetors and
scientists and Lo aic further research. [§ published, the report will not identity your child, No
money or other payment will be given to your child or your family for participating in this
project. If you want to have vour child's sample destroved. please contact Dr, Byers divectly or
make the request through vour physician.

Please contact any of research investigators listed on the first page of the consent
form to discuss thesc issues further. There is a toll free number - available specifically for
questions about consent, (1-888-288-7362).

COMPENSATION FOR INJURY

If you think your child may have an injury or illness related to this study. comact the study
investigator, Dr. Peler Byers at 206-343-4206. right away. e will treat vour child or refer you
for treatment. The UW will pay up 1o $10.000 0 reimburse for tecatment ol injury or illness
resulting from the study. No money has been sel aside 1o pay Tor things like lost wages, los! time,
or pain, However, you do not waive any rights by signing this consent form,

Investigators Signature: Investigator’s printed name date

SUBJECT 'S STATEMENT
This study has been explained to me und my child, 1 agree to allow my child to 1ake part in this research, | have had
a chunee lo usk questions. 1171 have questions later aboul the researeh, [ can ask one of the researchers listed alove,
IF | have questions about my child's rights as a research subjeet, [ ean call the University of Washington Human
Subjects Division at (206} 343-0098. [ give permission to the rescarchers o use my child's medical records s
described inthis consent formy. Twill receive w cepy ufthis consent form,

Name of Subject Name und Signature of Parent Date

Please read below and check the hox with your decision for each question:

Sharing Cells: [ agree that my child's cells or molecules devived Irom them, like proteins
or DINA, may he sent to other investigators for rescarch purposes.
L ¥ES [ NO

Sharing Data: | agree that my child's genetic data and a briel medical history may be sent 1o
collective databanks,
O%YES 0O NO

Receiving results: I wish to be informed i new information is derived from the stidvofiny
child's cclls or DNA.
O YES O NGO SFP 73 AR
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Recontact:  You have my permission 10 conlact us in the [uture 1o request pennission for my
child’s participation in additional clinical research studics.
O ¥ES L NO

Contact information;

Referring Physician: -

Address; il : : . -
Gites i -

Telephone: = Bl

My contact information;

Address, g P
City: B State:

Telephone: =3 FAX: B ==

F-mual:

AFFROVELD
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