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CONSENT FOR CHROMOQSOME .| Patient Name: MR#:
SNP MICROARRAY TESTING

UPSTATE

UNIVERSITY HOSPITAL

Arcoaunt & COoR: Date:

Your heelth care providar has racommended that you consider having a genstic test called Chromosome SNIP Microarray (CSM)
which may confinm a disease diapnosis or indicata that you {or your chitd) is B carrier or has an Incrassad rigk of expressing &
genstic disease. You may aiso wish to abtain genstic zounseling prior to signing this form.

1.

What is Chromosome SNP Microarray Testing? Approximatsly 10oc of blood will be drewn by vour physician or a profes-
sional phlabotomist. The DNA (genstic matarial of the celf) will be isolated and evaluated. The Chromosama SNP Micro-
array (CSM} testing analyzes the whole genome for gains and losses (capy number change) of genetic matarial (DNA).
This test reveals the same type of infarmation as a standard karyetype analysis, but tha resslution i mush bigher and tha
information ebtained is mush more detailed. The Cytogenetias Laboratory uses a microarray developed by Affymatrix, inc.
which is called the Cytoscan HO.

What is the purpose of GSM? This test provides a high resctution scan of an individual's genetic materlal to determing if
thera are gains or losses of genetic information that may explain abnormal clinical findings identified by your physician,
The results may confirm & disaasa disgnosis or indicats that an individuatis a carrier or has an increased risk of express-
ing a genetic diseasa. ldentification of an abnormality may be halpful in managing your haalth cara andfor determining
the best traatmant for your condition. in soma cases, no clinically significant anomalies will ba found, thus the test wil
provide no diract information about the causs of your medical condition.

What are the limitatlons? Micraarray analysis was developed to detect copy number gain or lass in genamic DNA. £SM
testing can only identify changes (anauploidiss, duplications, delstions, mogeicism) for the spacific regians included in the
microarrey. it cannotdetect balanced rearrangamants (translorations, inversions, insertions), point mutations; or imbal-
sncas of regions not surveyed by the microarray. C8M may not datect very small gains, losses, or low levsls of mosa-
iciam thet are belaw the rasglution of the array thatis usad. While results of this test are over 80% acourate, errors such
as false positives or false nagatives may oceur. Furthermors, a negativa rasult (failure to detact an abnormality) does not
exclude the possibility of & pathogenic mutation in the regions imerrogated by this assay.

Interpretation of test results is based on currently known genetic abnormalitias (mutations] that have been dirgctly as-
saciated with disease, This test may identify changes inyour genome that have not heen corretated with disease, so
these findings would be reported as having no known conssquences. It is possible thatin the futura obe or more of thase
genetic anomalies may become diagnostically impartant, but it is not possibla to predictthat at this time,

Corract interpretation is also dependent on the accuracy of the clinical and family history informaticn submitted with tha
sample, Howaver, this type of genetie testing can sometimes reveal that the true biological relationship between farily
members is not consistent with the history provided. For example, non-paterrity may ba detacted, which means thattha
stated father of anindividual is not the true biological father,

Additional testing may he necessary for confirmation of pasitiva results. By signing this consent, you agrae to allaw the
laborarary te parform supplementarytesting, such as fluorescence in situ hybridization (FISH), 1o confirm the CSM rasults.
In some gases, & full intarpretation of the data may require C3M studies on other family members {usually both parents)
to detarmine If spacific gains or [nsses af genstic matsrial ara inharitad. Thase data may help to detarming it the changes
are berign or if othar family members may be at risk of acquiring the same diseasa. If additional testing I appropriate,
you will be contacted by your referring physician,

What will happen to the cells once the test is completa? No clinical tests other than those authorized will ba performad.
Tha sample will be discarded within 60 days after testing is complate, unless an additional aonsent for lengar spacimen
retention is ehtained. ‘

| agree that my (or my child's) sample may be used for test validetion or sducation after persanal identifiers have been
removed, Inthis ¢ase,the sample may be storad indefinitaly. 1f1 de NOT wish t allow uge of the semple fortast valida
tion or education, | will chack this box (1. ‘
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8. Whatwill happen to the test rasults? All results and racords shall be treated es confidential. The results of the ganatic
tasting will ba sentto the health care profassianals who requested the testing,

10. How wilH abtain results from the test? Flaase contact your ghysician or designated genetic counselor to obtain test
results and interpretation of the findings.

11. | specifically authoriza my tast results to ba provided to my health cere insurer or heslth maimenance organization to the
extentthat they are reasonably required for the purposes of claims administration.

12. Tha New York State Genetics Testing Confidentiality Law Article 7, Ssction 79-1 raquires that alt individuals bs infarmed of
the nature of the genetic testing being requested, | confirm that my physician has sxplainad to ma the raason forthis tast-
ing, the procedure, the possible results and implications theraof, and the approximate time for results to become available,
Bymy s:gnature onthisinforned consent, | canfirm that [ heve had an opportunity to obtain professional genatic caunsei-
ing prior to signing this informed censent. My questions have been answered and my concerns addressed to my satisfac-
tion, | understand that | may agk for further infarmation or additional counssling and ftwill ba pravidad to me.

13. I'hava read this entire dorument and understand its coments.
If you have any Guestions about the test which wili be perfermed, you may cuntect tha Gyteganstics Laboratory at 315-484-3718,
Please indicete the name and address of any other physicians to whom you wish a copy of the reportte be sant.

Name:

Addrass:

My signature below indicates that the ehove infurmation has bean oxplained 1o me
and that I give consent for chromegome SNP microarray testing.

Date:

Signature of Patient ur Perent/Guardian, if patient is & minor:

Patient'’s neme (printed):

Signature of Refarring Phys!clen/Genstic Counselor

Raferring Physician/Genetic Counselor Name {printad):
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UPSTATE

MEIHCAL UNIVERSITY
Department of Pathology

Cytogenetics Laboratory

DOCUMENTATION OF MEDICAL NECESSITY FOR MICROARRAY TESTING

TO BE COMPLETE RI PROVIDER
Patient Name: Date of Birth:
Ingurance Provider: Policy [D #:

This patlent is currently being cared for by the following physiclan, who has ordered Microarray testing,
CPT Code(s) §1229:

Referring Physician:

Phone; Fax:

Indication(s) for Testing:

Previous Genetic Testing:
Medical Necessity Notes (attach additional pages if needed):

O HOLD CELLS, DO IF KARYOTYPE I8 NORMAL.

ICD9 Codes (check all that apply):

Delayed Developmental Milestones (783.42) O Other:
Dysmorphi¢ Features (796.4)

Developmental Delay (315.9)

Seizure Disorder (345.9)

Multiple Congenital Anomalies (759.7)

Autism Spectrum Disorder (209.0)

Fallute to Thrive Child (Child 783.41: Newborn 779.34) (circle ons)

Clarify Abnormal Chromosomes (758,89 } Provide results and 2 capy of karyotype.

Oooooooo

Making a diagnosis is essential for this patient's current healthcara and ongoing medical management,

Signed: Date:
AW B e U A O N R A AR R R R KR AR KRR R ARG gy

PRE-AUTHORIZATION OFFICE USE ONLY

PLEASE FORWARD PRE-AUTHORIZATION TO:

Cytogenetics Laboratory/Upstate Medical University Pre Pre-autherization #

750 East Adams Street, Syracuse, NY 13210
Phone: (315)464-4716  Fax: (315) 464-4718, Attention: Lor/Cindy

Email: plaistel@upstate.edu and/or lafountc@upstate.edu
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