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PATIENT INFORMED CONSENT FOR CYTOGENETIC TESTING

Wife's Full Name: :dag I ol

Se1A Gljgll pandll Gle Gle yA) ol 48slgo

Husband's Full Name: ;2o Jl ouwl

D.O.B. MRN D.O.B. MRN

We, the married couple, Mr. )l g Pl Al
Nationality: ; ID/Passport No: ouulljlgn / dugall g Auuinl
and  Mrs. 6auuilg
Nationality: ; ID/Passport No: auljlgn / dugall g Auuinl

Residing at the following address:

W ylgdicly groddoll

Allindividuals must be informed of the nature of the genetic testing being
requested.

You may also wish to obtain genetic counseling prior to signing this form.

General description of Cytogenetic tests:
l:l Karyotype analysis:
I:l Peripheral Blood |:| CVS (Chorionic Villus sampling)

|:| Amniofic Fluid |:| Other

Karyotype analysis is a test that studies and evaluates the number and the
structure of chromosomes that are present in the cells of an individual, in order

to exclude/detect a chromosomal abnormality that might be associated with the
patient's clinical history or clinical abnormalities. The chromosomes are structures
within the cell nucleus that contain the Individuals genetic material DNA.

¢ The limitations of this tests leys in the potential size of the chromosomal
abnormality and the number of abnormal cells within our body (mosaicism).

o Akaryotype can never exclude extremely subtle chromosome abnormalities
that are at the limit of resolution of light microscopy.

e Detection of mosaicism: Although mosaicism may be detected by routine
karyotyping it can never be 100% excluded. However, if there is an indication
of suspected mosaicism, additional cells will be examined to exclude 10%
mosaicism at a 95% confidence level.

e Amniotic fluid: The preparations obtained from these sample may be sufficient
quality fo defect numerical and large structural abnormalities only.

o Maternal cell contamination of amniotic fluid (0.5%), cell cultures, is well
documented and therefore represents a potential source of diagnosis error.
Adequate measures to minimize the inclusion of maternal cells in prenatal
samples are a part of the laboratory quality assurance program.

e CVStest limitations: Maternal cell contamination (MCC), confined placental
mosaicism (CPM) and vanishing twins, may greatly increase the possibility
of misdiagnosis. Adequate measures fo minimize the inclusion of MCC and
reduce the misdiagnosis due o CPM are a part of the laboratory quality
assurance program.

I:l Fluorescence in situ hybridization (FISH):

l:l Peripheral Blood |:|Other

FISH is specialized Molecular Cytogenetic technique that uses fluorescently labeled
DNA fragments of known composition that can specifically bind to the DNA region
tested. FISH technology can be used to defect microdeletions that are not visible

by standard cytogenetic banding patterns, it allows for the rapid determination of
whether specific genes, loci, or regions are present or if deletions, amplifications, or
other structural rearrangements have occurred. It is also used for the rapid detection/
exclusion of a specific chromosomal aneuploidy and it may be the most appropriate
method of confirming suspected mosaicism.

o The limitations of FISH analysis: FISH provides information only about the probe
locus in question. It does not substitute for complete chromosomal analysis.
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I:l Y Chromosome Microdeletions (YCM)

l:l Peripheral Blood

The detection of microdeletions in the AZFa, AZFb, and AZFc regions aids in
diagnosis of male infertility and provides prognostic information for assisted
reproductive procedures, such as testicular sperm extraction followed by
intracytoplasmic sperm injection (TESE-ICSI)

e Limitations: False positive/negative results may occur due to rare
polymorphisms, genetic variants, blood transfusions, or bone marrow
transplants. A negative result does not rule out azoospermia, oligospermia, or
spermatogenic defects caused by other genetic factors

l:l Sperm DNA ragmentation test:

is the study of the percentage of the spermatozoa carrying damaged
(fragmented) DNA. The test is used as a biomarker of male infertility diagnosis.

o Limitations: this test is applied to assess the DNA fragmentation index only.

l:’ Aneuploidy testing by Next Generation Sequencing (NGS):

l:l Amniotic Fluid

I:l CVS (Chorionic Villus sampling)
l:l Products of conception

NGS is a technology that parallel sequences massive amounts of short DNA
strands from randomly fragmented copies of a genome and allows analysis
of all chromosomes (1-22, X and Y). This test studies and evaluates the number
of chromosomes that are present in the cells in the sample (chromosomal
aneuploidies), in order to exclude/detect a chromosomal abnormality that
might be associated with the patient's clinical history or clinical abnormalities.

e Limitations: Balanced chromosomal rearrangements, chromosomal gains
and losses smaller than 10Mb, mosaicism lower than 30%, uniparental
disomy and some triploidies cannot be excluded, as these are in the
limitations of the technique. Results on uncultured POC, CVS samples may
not represent the fetal cells if a maternal cell contamination is present, or
if there is confined placental mosaicism. Amniotic fluid samples may be
contaminated with maternal blood cells or cells from vanished twins, also,
amniotic fluid from pregnancies with oligohydramnion are often mainly from
maternal origin. Samples affected with autolysis or necrosis may not give
any results. Mosaicism assessment: It is not possible to reliably exclude
mosaicism from any analysis.

| consent to the preservation and use of my leftover specimens and
de-identified test results in the statistics database for the laboratory's
quality improvement, research and validation purposes as stated in the
informed consent.

I:l No tests other than those authorized will be performed.

¢ | have been provided with a full opportunity to ask any questions or express
any concerns | may have. My questions have been answered and my
concerns addressed to my satisfaction. | understand that | may ask for further
information and it will be given to me.

¢ | have read this entire document and understand its contents.

o [fyou have any questions about the test which will be performed, you may
contfact the Cytogenetics Laboratory at 026433494.

e My signature below indicates that the above information has been explained
to me and that | give consent for karyotype analysis and/or FISH analysis
and/or Sperm DNA fragmentation analysis (check one or all).

Right of revocation

You may contact your service provider to revoke your consent to the test in full or
in part at any time, without providing a reason. You have the right not fo be
informed of test results (right not to know), to halt testing processes at anytime
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prior fo receiving the results, and fo request the destruction of all test materials 2dlillg Judaul
and results.
Husband's Signature g Jl @16qJ Date aujLul Wife's Signature  angjJl ¢16qi Date aujlll
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Physician’s Statement: | have discussed the karyotype analysis
and/or FISH analysis and/or Sperm DNA fragmentation analysis
and/or NGS with the above mentioned husband and wife. The
discussion included the risks, complications and alternatives
procedure/treatment. To the best of my knowledge the couple
understood the discussion, all questions have been answered

and the couple consents to the procedure.

599l ol Julni nné el ¢gigo cuitdl : cuwnll gly
V9 sgiod Jilwl segul Aol Julai gl FISH Juai ol

2ol &0 Gl Judinil dinuwlgy dueinll deinll JUEA Juial
lorlAolly nlAed! duitdliodl clio ollel ¢jgbaoll dagjlig
auitsliodl Lole win glag Pl s aladl bl Aol elia g
Il e glag i Gelgg alluwll J4 (e dulall ciodg

Name of withess 2 abidiouwl

Signature &sg Ul Date ayu

WITNESS

Ul yal

am a healthcare facility employee who is not the patient's

physician and | have witnessed the patient voluntarily signed this

form.

@ iitodl gl adleodl Ll caund g dunndl e gl jA 10 5a) @ihgoll
cokos JIBU AR &89 28 Aol gl aaubl duanll ailoars yAgaoll
.L_?,OLOT adalyl

Name of withess 2 abillp_wl

Signature &gl Date ayu

INTERPRETER / TRANSLATOR (If Needed)

@ dalall & o8 b gl / P2 yioll

To the best of my knowledge, the patient understood what was
interpreted / translated and voluntarily signed this form.

2(lod @899 al J&i Lo g o i Lo puadi 28 Ay podl ode a0 ]
Jp8 Ul A ajal)]

Name, title of interpreter / translator Inuwgll gl o ied! ol

Signature &sg Ul Date ayJl

Guidelines

1. Information & questions: Members of the medical team
should answer patient's questions in a simple, easy to
understand, and objective manner, without exaggeration or
promises. The aim is to give them enough information on all
aspects of the disease, diagnostic measures and treatments,
as well as any side effects and usual complications. This
should be: clear, scientific, easily understood, and enough to
assist him/her in taking decisions. This information shall not
contain any promises or expectations.

2. Language: There should be a common language between the

patient and physician in order to understand content of the
declaration, a translator may be used, if necessary, who must
also sign the declaration.

3. Only the UAE law shall be applied to any dispute: that may
arise regarding the freatment or dealing with the patient. The
UAE courts are exclusively competent to decide and judge on
such dispute.

Confidentiality Statement:

Your medical information is strictly confidential. Test results and
any collected data will only be shared with authorized medical
personnel involved in your care. We prioritize your privacy and

comply with all relevant laws and regulations.
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