CHAPTER VI

ETHICAL  CONSIDERATION

The early amniocentesis and amnifiltration have been
studied in the ongoing pregnancy for prenatal diagnosis of
chromosome abnormalities,with minimal pregnancy
complications similar to second trimester amniocentesis.

The patient and hushand will go through the process
of genetic counselling for prenatal genetic diaanosis of
chromosome abnormality by reading the brochure (appendix 2.)
watching the audiovisual aid and verbal discussion with the
prenatal geneticist. The information and the content of the
counselling were included all of the following

1. What is the chromosome,

2. The process of cell division and the product of

the nondisjunction process through the Meiosis and mitotic
event,

3. The outcome and prognosis of chromosome
abnormality.

4. The management of the chromosome abnormality.

5. Who is the risk couple.

6. The prenatal diagnosis method,procedure,and also
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the risk.

The randomized clinical trial between the two groups,early

amniocentesis and the amnifiltration procedure will be
discussed in detail.
The informed consent were obtained from the couple who agree
to participate in this study.

The Pramonkutklao Hospita] ethical committee has
given approval for this study.

In the case of procedure failure and culture failure
the patient will be reschedule for second trimester
amniocentesis for chromosome study.
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INFORMED ~ CONSENT

| am completely informed about the study
objective,the procedure,and also the content of the prenatal
diagnosis for chromosome study include "What is the
chromosome", mechanism of nondisiunction,the result of
chromosome abnormality,the risk to have the chromosome
abnormality fetus and also the choice for the management of
chromosome abnormality.

| agree to answer the question being asked by the
interviewer and permit to have the amniotic fluid drawn,

| understand about the side effect that may
happen,and the limitation of the diagnostic procedure(for
chromosome abnormality only)

My hushand is completely informed and agree with all
the procedure.

Patient signature

e ——)\ ............ )
Husband signature

(.. . )
Witness signature

\LONGKORN..UNIVERSITY.... )

Witness signature
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EXPECTED BENEFIT and APPLICATION:

The amnifiltration can be used as a standard
procedure for prenatal diagnosis of chromosome abnormality
as early as 11-14 weeks of gestation. The amnifiltration
technique will reduce the culture time to be about 8 days,
the result of the chromosome study will be ready by 12-15
weeks of gestation.By this time the patient has not feel the
baby movement yet,and the pregnancy is not already evident,
The social and psychological trauma for termination of the
pregnancy as a consequence of the abnormal result in this
early in gestation will be minimized compared to the
termination in the 16 weeks or later in gestation age. The
maternal risk of termination in early stage of pregnancy is
also reduced compared to the termination in mid
trimester.The anxiety to the patient and family from the
period of waiting for the result will be reduced by 50% in
duration.

Another advantage of amnifiltration compared to
standard early amniocentasis is the reduction in the failure
rate of the culture. The culture success rate in the
amnifiltration technique is expected to he 100%. After
confirmed the efficacy of this amnifiltration in 11-14 weeks
of gestation,the further study in the pregnancy less than 11
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weeks should be investigated. For future prenatal diagnosis
of chromosome abnormality in first trimester will be
developed as a standard procedure.



	CHAPTER VI. Ethical consideration

