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Abstract

The art of medicine and treating the other human is a complex issue consists of three elements those are
(DOCTOERS, PATEINTS ,DISEASE) for long time the physicians use the medics and knife as only tool to
treat their patient and forgotten that there was third tool to be used which is communications with patients .
Nowadays, informed consent has replaced the old paternalistic notion of “the doctor knows best”, with a more
collaborative patient-physician relationship.

Objectives: To evaluate the content and comprehensiveness of informed preoperative consent from patient and
physician view, Express the important of the patient commitments to giving the pre-operative consent, Find out
the effect of patient acknowledgment with pre-operative form on their consent and effect on the operation rates,
To measure the level of doctor commitment to explain the preoperative form for their patients and the level of
explanation given to them

Methods and Data Collection: A descriptive cross sectional study was carried out from first of august to 31 of
december of 2012 . The sample 103 patient was extracted from patients, operated by different Obstetricians
(working at Karbala Maternity Hospital). We developed two types of questionnaires(one for patients and other
for the doctors) The questionnaire consists of several items organized in four parts: 1) The demographic data
2)The obstetric information 3) informed consent knowledge and 4) post interviewing data.Specialist obstetrician
explained the purpose of the study to each patient atthe second postoperative day asked for her consent to be
included in the study and to complete the questionnaire and to explain the form of consent found in patient file
and the suggested informed consent that developed according the guideline of the WHO and universal
consensual by different academic associations.. The Chi square test was used tocompare the results Differences
with a p value <0.05 were considered statistically significant.

Results and Discussion:In total, 103 patients operated by different surgeons, volunteered to respond to the
questionnaire. Most of them were in 26-35 years age group.About 58.3% % of patient have previous surgery
one or more , of them 51% they did not know about the consent form at all . About 92% haven’t read the
consent form. 99% of patients have understood the concept of consent just after we read the consent form ,while
100% of them agreed that they understood the consentmore after explanation . 84% of patients agreed that the
consent should be changed. Regarding the response of the surgeons in the hospital there is mismatch between
their answers and the patient answer about any explanation preoperatively ,43% of surgeons did not see the
patient signature on consent form preoperatively , 61.9% not sure that their patient signed by themselves on the
consent form 33.3% of surgeons preoperative don’t give any information to the patient most of them state that
is not their duty,23.8% Of surgeons don’t share their patients in decision making, 43% of surgeons face problem
with patient and family , 44% of these problems because of communications about 90% of them answer that we
can prevent these problem by good informed consent ,53% of surgeons faced a patient who refused to do the
operation after the consent only 33% of surgeons attended course about informed consent .

Conclusion and recommendations: unfortunately we haven't any protocol or education programs about
preoperative informed consent and its follow-up by both surgeons and patients so we recommend to initiate
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those protocols and programs and more courses to train the doctors and medical staff and administrative staff
about those protocols . and to change the consent form to approved one.

Keywords: Preoperative Consent, Karbala Maternity Hospital, Karbala, Iraq.
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Introduction

iolations in the ethical treatment as numerous medical experiments, such as

of humans have resulted in the

development of ethical codes and
regulations that affect research protocols.
Two famous unethical studies are the Nazi
experiments conducted during World War
IT and the Tuskegee syphilis study,. Third
Reich committed unethical and atrocious
activities in the 1930s and 1940s, including
human sterilization and euthanasia, as well
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exposing participants to high altitudes,
freezing temperatures, poisons, and
malaria. Prisoners who could not refuse
participation were subjected to surgical
procedures. Unfortunately, this type of
research was not performed ,treating the
other human is a complex issue consists of
three elements those are (DOCTOERS,
PATEINTS ,DISEASE)
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Certain aspects of obtaining and giving
informed consent (IC) became an issue in
biomedical ethics for the first time during
a period stretching from the mid-17th to
the early 19th century; IC was concerned
with the same principles that prevail
today [1].An international legal precedent
was established by a statement made by
Justice Cardozo in Schloendorff v New
York Hospital (1914): “Every human
being of adult years and sound mind has a
right to determine what shall be done with
his own body and a surgeon who performs
an operation without his patient’s consent,
commits an assault...”

Nowadays, informed consent has
replaced the old paternalistic notion of

“the doctor knows best”, with a more

collaborative patient-physician
relationship. Patients expect to be
informed of the risk of surgical

interventions[2]. Communication is a key
component especially in the case the
patient has to weigh the risks and
benefits of a recommended treatment,
and the overall quality of patient care[3].
On the other hand, it seems that even
though patients welcome the
collaborative spirit, they may not all be
interested in taking complete charge of
their medical decisions[4], some prefer
the physician to be the primary decision
maker[5] and a few are even willing to
surrender  utter control to  their
physician[6], [7].
The most important goal of informed
consent is to effectively inform patients
about the recommendations and reasoning
process of the doctor and help the patient
make the final decision about their
healthcare[8]. This process involves the
discussion of several elements including
the nature of the proposed medical
intervention, duration of hospital stay,
alternative therapeutic options, risks,
benefits, inconveniences, and uncertainties
related to each alternative. The doctor
assesses  the  patients' level  of
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comprehension  and  provides  the
information in a way and to an extent that
satisfies the individual's needs and ensures
that all questions have been answered.
Finally, it should be clear that patients may
change their mind at any point[8].

Information, regarding the procedure for
which consent is asked, Consent can be
obtained in different ways but basically
there are three types of valid consent.
Consent can be written, oral or non-verbal.

* Consent in writing. By far the best form
of consent as this provides a record of
evidence the patient has consented.
» Consent by word of mouth. “Are you
ready to have your injection?”
* Non-verbal consent. Often defined as
implied consent such as when a patient
holds out their arm to have their blood
pressure checked [9] . Either method has
certain advantages and  drawbacks.
Documents  often present complex
information that is hard to be understood
by patients. On the other hand, verbal
information is rather difficult to retain[7].
It should be mentioned that -ethicists
consider that a signed written form is not
equivalent to IC itself. They believe that IC
is a dialogue between doctor and patient. A
written form promotes the dialogue
process, and helps to ensure that the patient
has talked with the doctor and agrees to
proceed. The written form should not
replace the personal contact and informed
consent should not only be written. A
signature on a consent form does not itself
prove the consent is valid. The point of the
form is to record the patient’s decision, and
also increasingly the discussions that have
taken place. The healthcare organization
must have a policy setting out when
written consent should be obtained. The
requirement for adequate documentation is
integral to the regulatory professional
codes of conduct. Documentation provides
a tool for communication between
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members of the healthcare team to ensure

continuity and consistency of care[10]
Communication has become a significant
feature of consent [11]
Recommendations in informed consent
have advised practitioners to improve
communication with patients in order to
help reduce complaints and litigation
claims and to increase patient autonomy.
The ever-increasing availability of NHS
guidelines and  publications  has
encouraged patients to obtain additional
information regarding their health and
decision-making. Yet only a few patients
will understand, remember and use the
information they receive correctly.
Communication skills are not innate;
some see them developingthrough
experience [11] while others argue that
they may not necessarily improve with
practice and need to be taught.
Developing communication skills in
informed consent ensures that patients
receive relevant information in a way
that they are able to understand, which
will ultimately help them to make an
informed choice regarding consent for
surgery . In a truly successful informed
consent, patients fully comprehend the

procedure, their rights and
responsibilities[ 12]. However, the

amount and type of information that
should be given to patients is questioned
and many believe that too much
information increases pre-surgery
anxiety' [13]. For low-risk medical
procedures physicians may not inform
their patients in detail, however, consent
should be a requisite'[14]. Finally,
patients with poor literacy should be
identified and the information provided
should have adequate continuum,
readability and comprehensibility[14].
The degree of physicians' control over the
process of decision-making is
controversial. Physicians should preferably
act as navigators for their patients'
decision-making by providing a reasonable
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amount of information that will help the
patient comprehend the ramifications of
choice. They should not make decisions for
the patient, even if he or she wishes so.
The consequences of a patient's choice
cannot be shared, and medical decisions
should not be shared with the doctor either.
Perhaps, shared medical decision makes
choices easier for the patient. However,
this is not the goal of informed consent.
Patients have to understand all the risks
and uncertainties of their decision[5].
When patients come to the point of having
the procedure, there must be some way to
show that they have been informed of the
risks and benefits and that they agree to
have it done (Fortes-Mayer 2002). The
essence of informed consent for health
professionals is their duty to ensure that,
before any treatment or intervention, the
patient is fully informed and gives
agreement voluntarily

The Greek legislation has not set specific
rules defining in detail the way IC should
be communicated to patients. Thus, it is
left to the judgment of physicians to
choose the way to inform patients and
acquire the latter's consent on performing
medical procedures[15,16]. Greece was
among the first European countries (1992)
to enact legislation directly addressing the
rights of mentally healthy patients to IC.
However, partial measures were taken for
the wide implementation of the legislation.
Five years later, in 1997, patients' rights act
were extended to impose the provision
addressed by the law 2071/92[17].

We sought to record and evaluate patients'
views of the way surgeons communicate
IC in the Greek health care setting.
Furthermore, we aimed to record the
information that patients really
comprehended as well as their perception
of the significance of IC. This is an
exploratory pilot study. It has been
confirmed in English Law that informed
consent has no application. So when you
hear the expression informed consent
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remember this doctrine has no legal
standing in English Law
Study problem: Preoperative informed
consent
Study location and time: Karbala
maternity hospital during 2012

Objectives of the Study
1. To evaluate the content and
comprehensiveness of informed

preoperative consent from patient view .

2. To evaluate the content and
comprehensiveness of informed
preoperative consent from physician
view

3. Express the important of the patient
commitments to giving the pre-operative
consent.

4. Find out the effect of patient
acknowledgment with pre-operative form
on their consent.

5. Find out the effect of  patient
acknowledgment with pre-operative
form on the operation rates.

6. To measure the level of doctor
commitment to explain the preoperative
form for their patients.

7. To measure the level of doctors
explanation of preoperative form for
patients.

Methods and Materials

A descriptive cross sectional study was
carried out from first of august to 31 of
december of 2012 There were 103
patientsenrolled in the study from those
patient operated by different Obstetricians
(working at Karbala Maternity Hospital).
There was no specific protocol or
methodology on the selection of the
participants of this survey as this was a
convenience sample. We develop two type
the questionnaires(one for patients and
other for the doctors) by special
obstetrician ~ with statistical assistance
from special member of community
medicine department in college of
medicine in karbala university and
Babylonuniversity, after pilot test for these

questionnaires to evaluate its validity we
reach the final version that is used ,special
obstetrician explained the purpose of the
study to each patient  atthe second
postoperative dayand get her consent to be
included in the study and to complete the
questionnaire and to explain the form of
consent found in patient fileand the
suggested informed consent that
developed according the guideline of the
WHO and universal consensual by
different academic associations that should
be contain the following data in detail
(diagnosis,Course of disease and
outcome, operative procedure, evolution
of the disease with or without treatment,
operative risks, postoperative care,
Complications of the operation, Benefit
from operation, Options of treatment,
Course if surgery is not performed,
Success and failure rate, , Duration of
operation, and Stay at hospital). The
questionnaire was developed taking into
consideration current literature regarding
the goals and requirements for informed
consent .The doctor questionnaire was
distributed to the all surgeons, anesthetists
that worked at karbala maternity hospital
constituting 21 doctors in total. The patient
questionnaire is consists of several items
organized in four parts:

a) The demographic data: includedgender,

b) The

marital status, age, education level,
profession and place of residence general
information questions

obstetric  information include
:questions  regarding  number  of
pregnancies, number of children, number
of previous surgeries, place of last
surgery, type of last surgery and whether
it was emergency or cold

c) informed consent knowledge include:
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We have asked many question to the
patients to indicate their previous
knowledge about the presence of
preoperative consent and the process of
how to get the consent and process of
signature and who is the one responsible
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for accepting the surgery and signing on
the consent
d)

post interviewing data
included:Questions regarding the
patients' opinion on the questionnaire
itself after explanation by competent
doctor taking into account the
international component of proper
informed consent including)

The data were analyzed with SPSS

versionl6software .The Chi square test
was used tocompare the results
Differences with a p value <0.05 were
considered statistically significant. The
data are reported as the mean + standard
deviation.

Table 1Demographic Data

Results

In total, 103 patients operated by different
surgeons, volunteered to respond to the
questionnaire. About 41.7 % were in 26-35
years age group, 31.1% were in the age
group between 18-15 years and only about
10.7% were below 18, 2.9% were older
than 45 years. Regarding the marital status,
7.8%, 87.4%, 4.9%, of the respondents
were single, married and widowed,
respectively.  About 63.1% of the
respondents were of low educational level
(elementary school) while 36.9% of the
respondents had high education level.
78.6% of the patients were housewives,
14.6% were employees the rest were
students(Tablel).

Age (years) Number Percent
less than 18 11 10.7
18-25 32 31.1
26-35 43 41.7
36-45 14 13.6
46-55 2 1.9
56-64 1 1.0
Total 103 100.0
Marital State Number Percent
Married 90 87.4
Unmarried 8 7.8
Widow 5 4.9
Total 103 100.0
Education Number Percent
Level
Low 65 63.1
Education*
High 38 36.9
Education**
Total 103 100.0
Occupation Number Percent
House Wife 81 78.6
Student 7 6.8
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Employee 15 14.6

Total 103 100.0
Social State Number Percent

high High

Borderline Borderline

Low Low
Total
* Completed only primary school or less.
** Completed high school or more .

58.3 % of patients have previous operations done in governmental hospitals. 49.5 % were
including 38% of them having more than emergency and 50.5 % elective operation
one previous surgery and most of them were (table 2).

Table (2)operation information's

Previous Number Percent
Surgeries
None 43 41.7
One 22 21.4
More than One 38 36.9
Total 103 100.0
Place of Last Number Percent
Surgery
Governmental 53 88.3
Hospital
Funded Hospital 7 11.7
Total 60 100.0
Type of Number Percent
Current
Surgery
Obstetric 83 83.0
Gynecologic 17 17.0
Total
Emergency vs. Number Percent
Elective
Emergency 51 49.5
Cold 52 50.5
Total 103 100.0

51%of previous operations did not know about the consent form at allThe P value for this
association is 0.101(table 3).
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Table (3)Relation between number of Previous Surgeries and Knowledge on Pre-operative Consent

Do You Know about the Total
Presence of Pre-operative
Consent?
Yes No
Number of previous One Count 14 8 22
operations % within Number of 63.6% 36.4% | 100.0%
Previous Surgeries
More than Count 14 24 38
One % within Number of 36.8% 63.2% | 100.0%
Previous Surgeries
Total Count 45 58 103
% within Number of 43.7% 56.3% | 100.0%
Previous Surgeries

56.3% of patients

have no idea about
presence of consent in file, about 62.1%
knew their rolein accepting or refusing the
operation , 45% of patients give the consent
by themselvesand 55%by others , 54.4 % of

Table (4)Patient Knowledge about consent and its procedure

Do You Know about the Presence of Pre-operative

Consent?
Number Percent
Yes 45 43.7
No 58 56.3
Total 103 100.0
Do You Know that You Should Accept or Refuse By
Yourself?
Number Percent
Yes 64 62.1
No 39 37.9
Total 103 100.0
Do You Know that You Should Sign By Yourself?
Number Percent
Yes 47 45.6
No 56 54.4
Total 103 100.0
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patients don’t know that they must sign by
them self on consent form , In this operation
92.1% didn’t ever read the consent, No one
ever explained the pre-operative consent to
the patient(table 4).
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100% of patients

Who Did Sign Instead of You?

Number Percent
Husband 30 47.6
Brother 10 15.9
Mother 14 22.2
Mother of 1 1.6
Husband
Other 8 12.7
Total 63 100.0
Educational Level of the Person Signed
Number Percent
Low 41 65.1
Education
High 22 34.9
Education
Total 63 100.0
Total 103 100.0
In This Operation Have You Read the Consent?
Number Percent
Yes 8 7.8
No 95 92.2
Total 103 100.0

have understood the
modified form of consent better

of the pre-operative consent should be
after changed according the modified form for

undergoing the surgery, 32.4% of patient
change their decision and refuse to do
operation if they have this explanation before
surgery , 97.9% agreed that consent is
necessary , 84.5% suggested that the content

better understanding, 8% of the participant
evaluate the concept as comprehensive , 6%
suggested changing the title and content of
the consent, 1% suggested adding item and
another 1% suggested adding item (table 5).

Table SPatient's perception about modified consent and their suggestions to improve the consent.

After we read the consent in the file Have You Understood the
Concept of Consent?

Number Percent
Yes 102 99.0
No 1 1.0
Total 103 100.0

After Explanation Of Modified Consent Did You Understand Concept
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of Consent BetterThan Before?

Number Percent
Yes 103 100.0
Total 103

If Yes Would You Agree to be Operated On?

Number Percent
Yes 70 67.7
No 33 32.3
Total 103 100.0

Is Pre-operative Consent Necessary?

Number Percent
Yes 100 97.1
No 3 2.9
Total 103 100.0

Your Evaluation of the Consent?

Number Percent
Thorough 8 7.8
Change content 87 84.5
Add Item 1 1.0
Change Title and 6 5.8
Content
Change Content and 1 1.0
Add Item
Total 103 100.0
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429 % of doctors explained the pre-
operative consent to the patient while 14.3%
have never explained the consent to the
patient , 66.66% being not their duty and
being very busy in 33.33% of cases, 42.9%
not seen the signature of their patient on
consent form , 61.9% from them not sure
that their patient sign the consent form by
themselves. Pre-operatively (66.7%) give
the patients information about their
operation while 33.3% of the surgeons have
not explained the operation(71.4%) stating

Table6consent taking and patient signature.

the cause to be not their duty , (14.3%)
blaming the patients to be of low
educational , 76.2%of surgeons shared
their patents in decision making regarding
management , 81% of surgeons think that
content of pre-operative informed consent is
comprehensive while 19% don’t agree with
them and suggested the followings: Need
more details to protect the surgeon and
anesthetist , No enough information about
complication , No enough information about
failure and success rates(table 6).

Have you explained theconsent to yourpatient?

Number Percent
Yes 9 42.9
No 3 14.3
To Some Extent 9 42.9
Total 21 100.0

If Not.Why?

Frequency Number Percent

Not My Duty 66.66 2
2
Very Busy 1 33.33 1
3 100.0 3
Pre-operatively did you see the patient signature?

Number Percent
Yes 12 57.1
No 9 42.9
Total 21 100.0

Are you sure that the patient signed by herself?

Number Percent
Yes 8 38.1
No 13 61.9
Total 21 100.0

Pre-operatively, Did you give your patient information about operation?

Number Percent
Yes 14 66.7
No 7 333
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Total 21 100.0
If Not, Why?
Number Percent
Low Patient Education 1 14.3
Not My Duty 5 71.4
more than one 1 14.3
Total 7 100.0
Did you share your patient in decision making regarding management?
Number Percent
Yes 16 76.2
No 5 23.8
Total 21 100.0

53% of surgeons faced a patient who refused
to do the operation after the consent.42.9%
of doctors faced problems with the patient
and family postoperatively and the most
common cause suggested being
communicative 90.5% agreed that these
problems can be prevented by proper

application of informed consent, 95.2%
insisted on their colleagues on proper
application of informed consent, most of
surgeons (66.7%) haven’t received courses
on importance of informed consent in their
medical schools(table 7).

Table 7 Postoperative problems encountered by surgeon and the role of consent in decreasing them.

Did you face any problem with the patient or her family post-operatively?
Number Percent
Yes 9 42.9
No 12 57.1
Total 21 100.0
If Yes, mention the suspected cause?
Administrative causes 1 11.1
Mismanagement causes 1 11.1
Communication causes 4 44.4
Over loaded job 2 22.2
Mismanagement and 1 11.1
overloaded causes
Total 9 100.0
Did you think that these problems can be prevented with your commitment
with proper IC application?
Number Percent
Yes 19 90.5
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No 2 9.5
Total 21 100.0
Did you insist on your colleagues to apply proper IC pre-operatively?

Number Percent
Yes 20 95.2
No 1 4.8
Total 21 100.0
Have you attended any course on importance of pre-operative IC in Medical
Practice?
Number Percent
Yes 7 333
No 14 66.7
Total 21 100.0

Discussions and Recommendations

In our community there is large number of
women are housewives and of low
educational level so this need special
program and clear regulation for health
education including the preoperative
counseling and informed consent that must
be organized by health provider. In our
study there is 63.1% of low education level
53.8% of them they did not know about the
presence of consent form , and 36.9% of
high level 60.5% of them don’t know about
the consent form that may reveal there is no
difference between two groups which
indicate the level of knowledge by informed
consent , In our study 73% of our sample
live in urban area so this need to concentrate
of effort for health education in these area .
About 58.3 % of patient have previous
surgery one or more , 51% of them they did
not know about the consent form and about
88% done those surgical procedure in
governmental hospital and that
unfortunately show there is no strict
protocol or guideline or proses that may be
followed in those hospital for this purpose.
There is no difference in percentage of
patient have emergency or cold surgery and
because of large number of patient that
don’t know any information about the
presence of consent form or about their role
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in accepting and giving the consent and any
information about the proses of giving this
consent and large number of our patient45%
of patients give the consent by themselves
and 55%by others even they are conscious
and have not emergency operationwhile
only (58.3%) in Pakistan study[18]. About
92% of our patients haven’t read the consent
form , unfortunately zero % of patients
have explanation about the consent form or
counseling preoperativecompare to(87.7%)
patients were informed about their
condition[18]. We found that about 99% of
patient include in our study have understand
the concept of consent just after we read the
consent form to the patient compare to 93%
Of other study [19] while 100% of them
agree that they more understand the
modified form than before explanation .
After explanation there is no change in
decision about the agreement of undergone
the operation in 67.7% of our sample . Only
7.8% of patient see that the consent form
found in patient medical file is thorough and
about 84% says it need change in content as
that explained by us to the patient (modified
form ) , about 8% says it need some changes
in title and add items as its seem to be legal
paper .about 97% of our patients agree that
the informed consent is important and
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necessary. These findings are similar to
those found in another study [19]

Regarding the response of the surgeons in
the hospital there is mismatch between their
answers and the patient answer about any
explanation preoperatively , only 43% of
surgeons explain the consent form to their
patients About 10% of surgeons think that
it's not duty to explained the consent form to
the patient. Unfortunately about 43% of
surgeons did not see the patient signature on
consent form preoperatively and about
61.9% not sure that their patient signed by
themselves on the consent form . About
33.3% of surgeons preoperative don’t give
any information to the patient most of them
state that is not their duty, about 23.8% Of
surgeons don’t share their patients in
decision making . There is about 53% of
surgeons faced a patient who refused to do
the operation after the consent . About 42.9%
of doctors faced problems with the patient
and family postoperatively and the most
common cause suggested being
communicative.Most of surgeons (66.7%)
haven’t received courses on importance of
informed consent in their medical schools

Conclusion

This study highlights the poor quality of
patient knowledge about surgical procedures
and the inadequate information provided
and process of information given or taken
from patients .

Our recommendations are:

1- We encourage on the ministry of health
and health directorate to initiatelocal
protocol for preoperative counseling form
taking in consideration the level of
education of our community.

2- We encourage the heath directorate of
karbala and all Iraqi health department to
initiate and follow-up especial local
protocol for valid preoperative informed
consent form with assistance from ministry
of higher education and scientific research
representative by colleges of medicine in all
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Iraqi universities and Irag-association of
physician

3- We encourage all medical colleagues to
change their on curriculum to involve more
information's and training session on
(humanity of medicine ,communication
skills, consent taking ,patient doctor
relationships , patient writs

4- We encourage the ministry of justice for
more participation in such issues by legal
education workshop for all health giver

5- We encourage the media to take large
role in people education about the patient —
physician relationship and about
preoperative informed consent

6- We encourage the ministry of health to
make more workshops and training courses
on (communications and preoperative
counseling and preoperative informed
consent )to all physicians and play role to
increase the number of surgeons works in all
hospitals .
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