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Institutional Review Board (IRB): An Analytical Study of
a Practical Experience
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Ethical standards of medical practice and clinical
research, especially those conducted on human
beings, are largely looked upon as theoretical
frameworks and texts. Very rarely do we read
documented practical applications in our
hospitals.

Studying the practical experience of the IRB at
the Islamic Hospital in Amman, which started
more than 12 years ago, is noteworthy to shed a
useful light on the first documented practical
application of bioethics.

Prior to the official regulations on bioethics in
Jordan, the first committee on medical ethics was
formed at the Islamic Hospital in 1987 by the
Board of Directors and was given the name
(Committee of Medical Ethics).

Members of this first committee included the
chairmen of medical departments, specialists with
experience in bioethics, assistant medical
directors and scholars in jurisprudence (Figh).

The scope of functions included:

= Monitoring compliance of all medical research
with recognized ethical standards, especially
research  on  humans. Contemporary
internationally recognized codes of biomedical
ethics are to be adopted, with due
consideration to local values and culture.

= Applying recognized jurisprudence (Figh)
standards, as adopted by Fatwa and Islamic
Figh Councils, towards medical issues and
procedures that have ethical-religious
background.

(J Med J 2012; Vol. 46(1):69- 81)

In 2000, the Food and Drug Administration
issued guidelines to all medical institutions to
form ethical committees under the title:
Institutional Review Board (IRB).

The main motives were to deal properly with
drug research conducted by drug manufacturers,
local and international.

There has been variable compliance by medical
institutions in the country until the present time.
IRBs are to be formed by hospital administrations
and include at least 5 members:

= Medical professionals

= One woman, non-medical, from the
community

= One attorney

= One Islamic scholar

The term of office for members of IRBs is two
years.

Reports of all IRB meetings should be signed by
all members present in any meeting, and names
of absent members should be written.

Official authorities have been mainly interested
in IRB decisions related to drug research as
requested by drug manufacturers.

It is pertinent to look into the practical experience
as applied by the IRB at the Islamic Hospital over
the past 12 years, which is subdivided into 3
spheres:
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(1) Drug studies

The IRB received 10 applications from drug
manufacturers, presented through  medical
specialists assigned to conduct or overview such
studies.

The IRB at the Islamic Hospital depended mainly
on recognized international and local principles
and guidelines that regulate drug research on
human subjects.

The IRB main concerns are:

= Safety of volunteers.

= Due attention towards drug research not
clearly approved in countries where drug
manufacturers are registered. It has been
noteworthy that some drug companies tend to
perform drug research in third world
countries, especial in Africa and Asia. Their
motives are either to cut down on cost or to
circumvent ethical limitations in their own
countries.

(2) Medical research conducted at the hospital
by physicians, other medical professionals, or
students of higher studies in universities of
Jordan

There have been 39 applications. The IRB
adopted international standards and codes of
ethical conduct, as sponsored by the Declaration
of Helsinki and the details of application adopted
by the Council for International Organizations of
Medical Sciences (CIOMS).

(3) Medical issues and procedures that require
Islamic jurisprudence (Figh) opinion

The IRB depended on recognized jurisprudence
principles and guidelines, as adopted by the
Islamic Figh and Fatwa Councils.

The IRB found a wealth of contemporary
literature that covers almost all medical issues
and procedures in clinical practice.

From the practical point, the IRB consulted with
jurisprudence scholars in Jordan, in new cases
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that needed opinion.

For issues with given jurisprudence opinion, the
IRB used this opinion towards similar cases,
without repeated consultations with jurists. This
has proven to be practical and time-saving.

Over the past 12 years, the following is an
overview of discussed cases.

The procedure started with a written application
by the patient to his/her medical practitioner,
requesting a certain procedure or therapy. These
request forms were provided by the Ministry of
Health.

The treating physician would write his/her
medical findings, plans and recommendations,
and present them to the IRB.

The IRB might request the treating physician to
present certain cases in person.

No procedure or therapy with jurisprudence
background could be undertaken without prior
approval by the IRB.

This has been made known to administration,
chairman of medical departments, anesthesia
specialists and concerned nursing staff.

Issues and cases discussed and decisions made
included:

¢ Surgical contraception (tubal ligation)

e Termination of pregnancy (TOP)

o Hysterectomy in mentally retarded females
e Sex selection

¢ Organ donation and transplantation

e Brain death

e Sex change

(1) Surgical contraception (tubal ligation)

Number of applications: 68
Causes for request:
Repeated previous Cesarean Sections (CS): 36
Mother’s medical condition: 26
Increased number of children: 4
Mother’s age: 2

J Med J 2012; March: Vol. 46(1) http/dar.ju.edu.jojmj



(IRB): An Analytical Study of a Practical Experience... Aly A. Misha'l

In this regard, the principal standard adopted by
the IRB is that no surgical contraception is
allowed unless continuation of the pregnancy
would threaten the life of the mother, and that
other forms of temporary means of birth control
are inapplicable in view of serious side effects, or
in view of the existence of medical conditions
that prevent using temporary means of birth
control.

In cases with repeated CS, the treating
obstetrician-gynecologist should provide
evidence that any new pregnancy would most
likely lead to uterine rupture.

In cases when the surgeon, while performing a
CS, is confronted with a uterine wall that
threatens to rupture with any subsequent
pregnancy, the IRB leaves the decision to his/her
conscious and Tagwa to ligate the tubes, when
the danger of uterine rupture is most likely in
his/her judgment.

It should be outlined that there is no place for
approval of tubal ligation based on social or
psychological considerations, on the basis of
mother’s age, the self-viewed increased number
of children, or the presence of medical conditions
that do not threaten the mother’s life during
pregnancy or labor.

(2) Hysterectomy
Number of cases presented: 3

The first case was for a pregnant woman at 13
weeks of gestation with an established diagnosis
of squamous cell carcinoma of the cervix that
needed urgent treatment.

The patient, her husband and the treating
physician  requested both a TOP and
hysterectomy.

In view of the Figh rule that places due
consideration of the mother’s life, which is stable
and respected, in comparison to the life of the
fetus which is secondary, the request was
approved by the IRB.
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The second case was a 12-year-old girl, mentally
retarded due to the surgical removal of a brain
tumor. The parents requested the gynecologist to
perform a hysterectomy as a precaution to
possible sexual abuse and pregnancy.

The IRB rejected this request in view of the Figh
opinion that the family and society are
responsible for the protection of this girl from
sexual abuse. Moreover, a hysterectomy in such a
circumstance is considered a license for repeated
sexual abuse and negligence to safeguard this

girl.

The third case was a 20-year-old woman with
mental retardation since early childhood. The
motives for requesting a hysterectomy were the
same as the second case, and the opinion of the
IRB was the same.

(3) Termination of pregnancy (TOP)
Thirty nine requests were presented to the IRB.

= Twenty two requests for TOP were presented
because of various medical conditions of the
mother.

The Figh standards applied by the IRB stipulate
that a TOP is allowed only when continuation of
the pregnancy will threaten the mother’s life, or
when therapies used to treat the mother medical
condition cause threatening of her life.
Otherwise, the IRB disapproves a TOP whether
prior to or after the first 120 days of gestation.

Some of presented cases are worth mentioning as
illustrative examples,

= A mother, pregnant at 23 weeks of gestation
suffered an accident which resulted in brain
death established by a qualified committee.
The IRB decided to maintain the mother on an
artificial life support means as long as possible
until 26-27 weeks of gestation when early
delivery could be conducted.

= A pregnant woman at 9 weeks of gestation
with a previous history of a hypercoagulable
state was diagnosed with the coagulopathy
termed Factor V Leiden mutation, which
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seriously threatens the mother’s life if
pregnancy  continues. A  hematologist
supported this diagnosis in a special meeting
with the IRB. A TOP was approved.

= TOP due to fetal anomalies:

o A fetus with two heads at 23 weeks of
gestation. The request for a TOP was denied
because there was no threat to the mother’s
life.

o A fetus with a chromosomal anomaly and
generalized lymphedema. The request was
denied for the same reason as above. The IRB
denied a TOP for various fetal anomalies
unless the continuation of pregnancy would
threaten the mother’s life.

o Eight cases of fetal anencephaly at 13-20
weeks of gestation. This is a fetal anomaly
where the fetus has no chance to live after
birth. The IRB approved TOPs in all these
cases.

0 One case with special significance was
presented for a fetus with anencephaly and
frog eye appearance at the mid 5 months of
gestation. The IRB was confronted with a
controversy in the Figh opinion. Some jurists
do not approve a TOP in cases with
anencephaly when the gestation is over 120
days unless the continuation of the pregnancy
threatens the mother’s life. Other jurists allow
it in view of professional reports from
OB/GYN specialists indicating an increased
frequency of cesarean sections and other
complications and in view of the immediate
death of the fetus after delivery. The IRB
adopted this opinion and allowed a TOP.

The 120 days of gestation is the presumed timing
of ensoulment (breathing in of the soul into the
fetus). This timing is controversial among jurists.
Some of them have the opinion that the
ensoulment occurs at 40-45 days following
gestation (estimated to be 42 days after
implantation, or 45 days after fertilization).

Many jurists believe that the soul and ensoulment
are within the exclusive knowledge of Allah
(SWT), and there are no exclusive Quranic verses
of prophetic Ahadith (sayings) to indicate
precisely the timing of ensoulment.
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Some jurists believe that the Quranic verses that
addressed various fetal stages of development
were revealed to teach us about Allah’s Devine
power and perfection of creation and knowledge
and not to justify the timing of an abortion.

In all cases of TOP, the treating physicians were
advised to consult with their attorneys in view of
the prevailing law in Jordan which prohibits a
TOP unless there is a real danger to the mother’s
life.

(4) Sex change

The IRB received 6 requests for sex change. Five
of them were between 14-21 years of age, and all
were raised as males. They were born with a
diagnosis of congenital adrenal hyperplasia
(CAH) and were managed with corticosteroids
since early childhood, which probably masked
the full presentation of this entity.

The karyotype was 46XX in all of them. All 5
had male or ambiguous external genitalia with
female internal sex organs (uterus and ovaries)
but no testes. All 5 insisted to stay as males. This
desire was supported by their accompanying
family members. One of the patients threatened
to commit suicide if converted to a female.

The cases were discussed with Islamic Figh
scholars. There was a consensus to perform all
needed procedures to keep them as males, in view
of their social and psychological rearing. They,
subsequently, underwent surgical removal of
their female internal organs, and a mastectomy
was undertaken in some of them. Some of the
subjects required external genitalia repair.

The sixth case was a 3-month-old infant which
was born with ambiguous genitalia and a large
phallus and named as a male at birth. The
karyotype was 46XX with female internal sex
organs and no testes. The diagnosis was again
CAH.

The case was discussed with a Figh scholar, and
in view of the lack of social and psychological
rearing, it was approved to convert the infant to a
female.
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(5) Brain death

A qualified committee of 3 professionals (an
intensivist, neurologist and  neurosurgeon)
diagnosed the status of brain death in over 10
cases, using recognized international parameters.

Physicians involved in organ donation or
transplantation, were excluded from the
committee. In some of the cases, family members
agreed to organ donation from the deceased.

(6) Sex selection

Seventy six applications were presented to the
IRB to select male babies.

The Figh opinion adopted by the IRB on this
issue is summarized as follows:

A. On a wide scale in the community or nation, it
is not allowed in view of the real possibility to
affect the equilibrium between males and
females in society.

B. Sex selection on a medical basis is approved
when the fetus if from a certain gender would

acquire certain inherited anomalies or
diseases, e.g. hemophilia.
C. Sex selection is allowed for social

considerations, such as parents who have a
number of children from one gender and none
from the other.

In this context, the IRB reviewed available Figh
opinion and consulted with Figh scholars.
Opinions are not clearly unified. Some Figh
opinion does not allow sex selection for social
considerations. Some jurists have the opinion that
if decisions are taken on a case-by-case basis, the
numbers will be limited and will not affect the
male-female balance in society. They approve the
procedure for what they termed as necessity.

The IRB faced another issue related to the
process of sex selection whether it should be
allowed in cases where IVF is definitely needed
for fertility or where IVF is to be conducted for
the sole purpose of sex selection when the mother
could conceive without it.
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The IRB found individual jurist opinion divided.
Some would allow sex selection, if conducted
within the context of IVF when it is impossible
for the mother to get pregnant without it. Their
approval was on the basis that these cases are
very limited and would not affect the male-
female balance. Other scholars disapproved
conducting IVF in a woman who has no difficulty
in conceiving without it.

The IRB, considering all these factors and
opinions, chose to allow sex selection, on a case-
by-case basis, if the following situations are
available:

= The parents have a number of children from
one gender and none from the other, and the
mother is over 35 years of age (older women
have less chances of fertility).

= One of the parents or both suffer from medical
conditions that render fertility compromised.
In such situations, the IRB have allowed sex
selection by IVF, only if the mother could not
conceive without this procedure. In cases
where pregnancy could be achieved normally,
without IVF, the IRB chose to await further
Figh clarification, which needs proper
consultations and understandings by Figh-
medical councils.

= One request for separation of Y and X
chromosomes for the purpose of sex selection
was presented to the IRB. The requested
procedure was approved, on a case-by-case
basis, along the standards for sex selection.

(7) Fetal reduction

The case was presented for a woman who
underwent IVF in another hospital by a
gynecologist who introduced all 7 fertilized ova
to her womb, and she became pregnant with all of
them. The patient and family requested Figh
opinion as to the validity of the suggested
intended procedure to inject a lethal substance
into the hearts of 4 fetuses to try to save the lives
of the remaining 3.

Initially the IRB members felt that the procedure

which was intended to be performed in another
institution was so cruel and objectionable. But
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later on, a Fatwa council approved it in view of
the certain death of all fetuses if the procedure
was not performed to save some of them.

This was an outline of viable practical
experiences, through which the IRB encountered
significant challenges from the ethico-religious
and medical dimensions. Facing these challenges
to reach at sound and acceptable solutions that
do not contradict prevailing law and Islamic
jurisprudence should be an eye opener to the need
for clear and agreed-upon legislation and
regulations to help practicing professionals and
hospital administrations in making sound and
proper decisions.

Members of the IRB pray to Allah (SWT), the
source of all knowledge and wisdom, to accept
their efforts and to forgive them if their decisions
were wrong as that was not their real intention.
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Suggested Readings

1.

The International Islamic Code for Medical and
Health Ethics, 2005 issued by the Islamic
Organization for Medical Studies (IOMS).
www.islamset.org

Contemporary medical issues in light of Islamic
Jurisprudence, 1995 (Arabic). Issued by the Jordan
Society of Islamic Medical Sciences-The Jordan
Medical Association.

Contemporary medical issues in light of Islamic
Jurisprudence, 2000(Arabic). Issued by the Jordan
Society of Islamic Medical Sciences- The Jordan
Medical Association.

Council for International Organizations of Medical
Sciences (CIOMS). International ethical guidelines
for biomedical research involving human subjects.
Geneva, World Health Organization 2002.
www.cioms.ch/frame_guidelines_now_2002.htm
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