Informed Consent/Decline for Reveal
SNP Microarray - Pediatric Testing

Check one:

O, agree to allow my/my child’s blood or tissue
sample provided for genetic testing fo be used for
the purpose of (diagnosis/research) (development/
quality control). | understand that if | agree, any
information identifying me/my child will be kept
confidential so that it will not be possible to
determine from whom the sample was drawn.

O request that the sample be destroyed immediately
affer testing. | understand that it will not be available
if re-testing is required.

All rights fo the samples will belong fo the laboratory
conducting the festing. There will be no compensation
in the event of an invention resulting from the research
and development using this sample.

Your signature on this form indicates that you
understand to your satisfaction the information
about genetic testing and agree to have the test(s)
done. In no way does this waive your legal rights or
release anyone from their legal and professional
responsibilifies. If you have further questions concerning
matters related to this consent, you may wish to seek
professional genetic counseling prior fo signing this
form. Consultation with a medical geneticist, genetic
counselor or your referring physician also may be
warranted affer the test has been completed.

(Signature of patient or legal guardian) (Date)

(Signature of health care provider) (Date)
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SNP Microarray

Reveal® SNP Microarray is a test that analyzes
chromosomes for changes that can explain
certain birth defects, developmental delay, or
intellectual disability, and autism spectrum
disorders. This brochure is designed to answer
some of your questions about chromosome
analysis and the Reveal SNP Microarray.

What is chromosome analysis?

Chromosome analysis involves looking at a person’s
chromosomes under a microscope. Most people have
46 chromosomes in each cell of their body: 23 are
inherited from their mother, and 23 are inherited from
their father. Chromosomes are made up of DNA, which
contains a code that tells each cell in the body how to
function.

Chromosome analysis can detect certain missing or
extra pieces of DNA, whether it's a whole chromosome
or just a small part of one. It can also fell if the DNA in
the chromosome has been rearranged. Changes in
the amount or structure of a person’s DNA may be a
cause of infellectual disabilities, certain birth defects,
and autism spectrum disorders. 23

What is the Reveal SNP Microarray test
and what are its advantages?

Reveal SNP Microarray is an advanced technique that
makes it possible to examine a patient’s chromosomes
in greater detail than can be seen under a
microscope. This allows for the detection of smaller
changes in the amount of DNA. 45

In addition to detecting small gains or losses of
genetic material, Reveal SNP Microarray can also show
if a pair of chromosomes came from just one of the
patient’s parents or whether a patient’s parents are
closely related.*® These events may explain certain
genetic disorders. 245

Why might my doctor order the
Reveal SNP Microarray for me?

Your doctor may decide Reveal SNP Microarray
could provide valuable information to help diagnose
a problem that might not be detected by routine
chromosome testing.®

What kind of sample is needed for
Reveal SNP Microarray?

DNA is obtained from a sample of about 1 tfeaspoonful
of your child’s blood.

What might an abnormal test
result mean?

Any changes found in your child’s DNA—and the
possible health effects of those changes, if known—
will be discussed with you by your doctor or genetic
counselor. Follow-up testing on DNA from you and
the child's other parent may be requested to find out
whether a DNA change was inherited or is a new
change in your child.

Sometimes a DNA change may be found and the
effect it could have on a person’s health is unknown.?
Ofther fimes a DNA change may be found that will
have no effect on a person’s health. Researchers are
still trying to defermine the possible health effects

of all the DNA changes that can be detfected with
microarray festing.

What are the limitations of
SNP microarray testing?

= Not all intellectual disabilities and health problems
present at birth have a known genetic cause.

m The amount of change in your child’s DNA may be
too small to be detected by the fest.

m Structural changes to DNA that do not result
in gains or losses of genetic material (called
balanced rearrangements) cannot be detected.

m Some people have DNA changes in some, but
not all of their cells. This is called mosaicism.
Microarrays cannot always detect these when the
percent of abnormal cells is low.

A normal Reveal SNP Microarray result (one in which
no DNA changes are found) may be the result of
one of these limitations, or it may mean there is fruly
no abnormality in your child’s DNA.

What if | have more questions
about Reveal SNP Microarray?

If you have questions or want more information
about Reveal SNP Microarray, ask your doctor,
genetic counselor or other genetics health care
provider. Information is also available on our patient
education welbsite, www.mytestingoptions.com.
Additionally, you may search an online address
book provided by the National Society of Genetic
Counselors for a genetic counselor in your area at
WWW.NSgc.org.

Informed Consent/Decline for Reveal®
SNP Microarray - Pediatric Testing

| understand the following and freely give my
consent fo have this genetic test performed.

| have had an opportunity to read the information
provided in this brochure and/or my physician has
explained the risks, benefits and limitations for the
fests ordered.| am aware that genetic counseling is
available fo me both before and after testing.

It has been explained to me that:

m The test may provide an indication of risk for me or
my child.

m The ability of genetic testing o provide risk
information or a diagnosis varies with the type of test.
| have been provided with information about the
detection rate, and/or my health care provider has
discussed it with me in detail.

m This fest may not provide conclusive results for a
number of reasons. Some of the reasons are: 1) the
need fo test other family members; 2) individual
genetic variation; and/or 3) technical reasons.

m This testing can give information about who is, or is
not, the mother or father of a child. | agree to provide
a family history to the best of my knowledge.

m All fest results are confidential and will be released
only to the ordering physician or that physician’s
designated representative, or for further treatment,
payment, or health care operations.

m Procedures fo obtfain blood may have associated
risks, such as bruising from blood collection. These
risks have been explained to me.

m An additional blood sample may have to be
obtained in the absence of results or if the results are
inconclusive.

m All samples are coded with unique identifying
information fo assure quality and confidentiality.

= My/my child’s sample will be securely stored in case
re-testing is necessary. Samples are stored according
fo applicable federal, state and professional
regulations. If no regulation applies, samples will be
stored no longer than 60 days from the collection
date. At the end of that time, the sample will be
destroyed.
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