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ABSTRACT

Study Obijectives:

= To assess the importance and need of the specified informed consent
form.

= To increase legal safety for both patients and doctors through specific
consent forms for surgery.

= To make patients easily understand the purpose, benefits, procedure,
complications, risks, and alternatives of surgery that they need as
treatment.

= To make the explanation process easy and less time-consuming for
consultants/doctors/health care providers.

Methodology:

e Study Design: Descriptive Study.

e Setting: KD Hospital, Ahmedabad (Gujarat)

e Sample Size: 61 — Consultant/Doctors, Nursing staff, Quality department staff and
medical admin staff

e Sampling Technique: Convenience sampling

e Data Collection Procedure: Data collected through a structured questionnaire.
Google form and printed papers are created and circulated through email, social
media, and manually to the consultants/Doctors and Quality, Medical Admin and
Nursing Staff. Questionnaires include a total of 10 questions. The quantitative
approach was used for data collection by using YES/NO attributes and the Likert
Scale for the questions.

e Data Analysis Plan:

e MS Excel used for data analysis of collected data from the questionnaire.

Key Results:

More or less every department staff think that there is need of specified informed consent
form for improved quality of care and in aspect of medico legal safety, highest positive
response came from the doctors which is 95%, medical admin 100% and quality
department staff also 100% agrees to it and only few of nursing staff which are 3.3%

response negatively to it.
Conclusion:

This study revealed the results that present that Specified informed consent form has a

great importance in Medical Practices according to the majority of the doctors, and

6



Quality, Medical admin and nursing staff of the KD Hospital at Ahmedabad and there are
need of the Specified Informed Consent form for different surgeries of different
departments. So according to the need of the informed consent, Specified Informed

Consent prepared for 3 Departments Gastro, Uro and Ortho.
Key Words:

Specific Informed Consent Form, Medico legal, Major surgeries
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DISSERTATION

Submitted by — Dr. Gandhi Drashti Atulbhai
Guided by: Dr. Susmit Jain
Roll no. — 1096

Evaluation of the need and Preparation of Specified Informed Consent
Forms of Major Surgeries in 3 departments — Gastro, Uro, and Ortho in

a Super Specialty Tertiary Care Hospital

Chapter 1: Introduction

Informed Consent Form for surgery is a document with important information
about a medical procedure/surgery or treatment with the information on
possible risks and benefits.
Consent form has to be signed by a patient/ Patient relative prior to a medical
procedure to confirm that he or she agrees to the procedure and is aware of
any risks and complications that might be involved. The primary purpose of
the consent form is to provide evidence that the patient or his/her relative gave
consent to the procedure in question.
An informed consent form is a process of communication between
patient/patient relative and their health care provider that often leads to
agreement or permission for care, treatment, or services. Every patient has the
right to be informed and to ask questions if there is any kind of doubts, they
have regarding the treatment.
Information may include the informed following:

* Purpose of the surgery/treatment

+ Benefits of the surgery

» Procedure of the surgery

* Risk and complications may be included in the surgery
13



+ Alternatives of surgery
» The section where patients sign the form once he/she fully informed
and cleared their every doubt and after that if they are fully agreed to

receive the treatment and one space of witness signature.

Once the patient signs the consent form it means,

* The patient/patient relative understands the information and has had an
opportunity to ask any questions.

* The patient/patient relative has received all the information from their

healthcare practitioner regarding his/her treatment options.

* With the help of this information, the patient and/or patient's family members
can decide if they want to proceed with the indicated course of therapy or
surgery. The patient or a patient's relative may occasionally decide to take only
a portion of the prescribed care. They can discuss alternative choices with their

healthcare professional.

* The patient/patient may sign a consent document to indicate their agreement
to receive all or some of the treatment options. The paperwork must be filled

out and signed in order for the doctor to proceed with the treatment plan.

The main intention of the informed consent process is to protect the patient as
well as doctors from any questions or legal procedures after surgery. A
consent form is a legal document that ensures an ongoing communication
process between patient/patient relative and their health care provider. It
implies that the health care provider/doctor has given all the information about
the patient's condition and treatment options and that information can be used

by the patient and their relative to choose the option that feels right for them.

It is very common to use general consent form for every surgery but with
changing medicolegal scenario, there is need to create informed consent forms
specific to the procedure/surgery. Every surgery has a different purpose,
benefits, procedure and risks, and complications and alternatives to that

surgery. So, if there is only one general consent form used for every surgery
14



then it might get difficult to explain to the patient every aspect of the surgery
through the one general consent form and might get a time-consuming
procedure both for the patient as well as doctors.

Hence, the project was carried out to evaluate the importance and need of the
specific informed consent form in medical practices by taking survey of the
doctors/consultants and staff of Quality department, Medical Admin
department and Nursing department of KD Hospital, Ahmedabad, and to
prepare specific informed consent forms for major surgeries of 3 departments
of KD Hospital which include Gastroenterology, Urology, and Orthopedic
with the help and continuous guidance and approval of consultants of
respective departments. The major surgeries which included are following,

In Gastroenterology - Whipple’s Procedure, Frey’s Procedure, Ventral Hernia
Repair, Laparoscopic Fundoplication, and Ileostomy Closure are included.

In Urology — PCNL, VIU, TURP, URS, RIRS, Cystoscopy, DJ Stenting, and
Stent Removal are included.

In Orthopedic — TKR, THR, and Shoulder Replacement are included.

The aim of the study was to evaluate specific informed consent forms need
and importance in medical practices and to create informed consent

forms for 3 departments gastro, uro and ortho.

The study was carried out with the following objectives:

= To assess the importance and need of the specified informed consent
form.

= To increase legal safety for both patients and doctors through specific
consent forms for surgery.

= To make patients easily understand the purpose, benefits, procedure,
complications, risks, and alternatives of surgery that they need as
treatment.

= To make the explanation process easy and less time-consuming for

consultants/doctors/health care providers.
15



Chapter 2: Review of Literature

Sr No. Title Author and year Research Salient
Design Features
“Perception e Muhammad Cross “According to
s and . . .
oractices Asharib sectional results patients
regarding Arshad study had enough
the process
of e Naureen knowledge
obtaining Omar about the
informed _ )
consent e Zaid Amjad process of the
from e Khalid informed
surgical
Bashir consent and

patients at a
tertiary care
hospital”
1)

e Muhammad
Irfan

e Irfan Ullah

(2022)

considered it
important in
developing
countries.
Language,
higher
educational
status and
position, and
not being
asked by
relatives were
all recognized
as hurdles to
patients
signing
informed
consent forms.
A higher

percentage of
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patient are
satisfied with

the informed

consent
process.”
“The e L.J. Convie, Descriptive | “A total of 94
patient and * E Carson, study findings were
° .
clinician McCusker, taken from the
experience e RS main
) McCain, o
of informed e N. publications
consent for McKinley, and
_ o W.J iced
surgery: a Campbell, categorise
systematic e S.JKitk& into 17
. e M. Clarke .
review of categories,
the resulting in six
qualitative (2020) synthesised
evidence”( findings on
2) patient

characteristics,
knowledge,
communicatio
n, the model
patient, trust,
and decision
making. Which
are following,
The first one ,
The manner in
which the
informed
consent
procedure is
carried out is

heavily
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influenced by
the patient's
inherent
features.

The second
oneis, The
sharing of
knowledge
was described
as a crucial
feature of the
consent
procedure by
patients and
professionals
involved in the
process.

Third one,
Patients and
clinicians alike
saw consent as
a test of
communicatio
n abilities.
Next one,
Patients' desire
to be seen as a
"model
patient” makes
it difficult for
them to
participate
fully in the

informed
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consent
process.

On the fifth,
the consent
procedure has
the potential to
increase or
decrease trust.
The patient's
decision to
consent or not
consent was
influenced by
this trust.

And the last
one is,
Important
other people,
their physical
condition, and
whether they
saw a choice
of therapeutic
choices all
influenced
patients'
decision-
making during

the consent

process.”
“Does e Perihan Elif | Observational | “126 Informed
content of .
informed Ekmekci Study Consent forms
consent were randomly
forms make selected and
surgeons
vulnerable
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o

lawsuits?”

3)

Muberra
Devrim
Guner

Ilayda
Nurelif
Toman

Gulce Karaca
Berkem
Karakoyunlu
Rabia Catal
Merve Erdem
Emre

Omeroglu

(2020)

analyzed for
22 criteria,
80% of the 126
ICFs contained
Risks,
diagnosis,
procedure
explanation,
prioritization
of the
willingness of
the patient, and
a blank space
for doctor and
patient
signature,
Other 20% of
the ICFs
contained
duration of
patient
admitted
period,
alternatives
treatment —
benefits and
complications
and severity of
the diagnosed
disease.
According to
conclusion all
ICFs are

insufficient for
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defending the
healthcare

professional or

doctors/surgeo
ns
during
lawsuit.”
“Medico- e Asim Sheikh | Descriptive | “Do’s and
legal issues N
in consent (2018) Study Don’ts in
and Consent Form
medical _
ice” according to
practice
(4) discussion in
the article

some do’s are,
Consider the
consent as a
process,
Consider
consent as a
continuous
process,

Talk to your
patient and
engage in
communicatio
n,

Make sure you
reserve enough
time for
talking and
communicatin
g with your

patient,
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Recognize that
a patient who
is an adult is
presumed to
have ability,
Recognize that
the functional
test is the one
that determines
capacity,
When a
capacity
problem
emerges, take
the required
actions to get it
resolved, with
the help of the
court, if
necessary,
Give the
patient a clear
explanation of
any significant
complications
related to the
treatment,
Accept that it
is okay for a
patient to make
"an
unreasonable
judgement."

However, a
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patient's
"irrationality”
could raise
questions
about capacity
and some
don’ts are,
Consider
obtaining
consent to be a
formality,
Delegating the
process of
obtaining
consent in an
inappropriate
manner to
someone who
don’t has
sufficient
knowledge of
the proposed
inquiry or
course of
treatment, is
unaware of the
risks involved,
and is unable
to explain and
discuss these
issues,

Hasten the

discussion of
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complications
with patients,
Assume that an
adult patient
lacks capacity
and treat them
accordingly,
Ignore or
eliminate
family
members'
opinions
regarding a
patient who
has no capacity
since this
information
can be used to
determine the
patient's
desires,
Disregard
children's
viewpoints,
Don't explain
important
risks in a way
that the patient
will
understand,
Get consent
just before the
procedure, or
at the
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"eleventh
hour." ,

Ask the
patient's
permission if
they are
anxious,
sedated, or in
pain.
Disregard an

advance
directive.”
“The Kusa Kumar Review “In the larger
(I)rpf)r?frct)?rr:;ed Shaha, Article interest of the
Cons:ept in Ambika patient-doctor
Medicine” Prasad Patra relationship,
Siddhartha all clinicians
Das and medical
researchers
(2013) should take
Informed
Consent

seriously, and
there should be
no
compromise in
disclosing
information
that is not
"reasonable” in
the eyes of the
court.

Written

recordings of
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such
exchanges can
be the doctor's
greatest
defense in the
event of a
negative
medical
outcome, as
the court can
demand
relevant
documents/X-
ray pictures of
the patient.
There are eight
strategies to
improve the
informed
consent
process.

1. Improve
your rapport.
2. Discuss all
therapy
choices with
them,
regardless of
whether or not
they are
covered by
insurance
3.Use these
feature;
Alternative
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Benefits
Common risks
Devastating
risks

Patient
Specific risks
Facial
expressions,
body language,
and questions

4. Determine
the amount of
medicine
information
the patient
requires.

5. Keep
records

6.
Documentation
7. Avoid
making
guarantees

8. Discuss

about results”

“Informed
consent for
clinical
treatment.”(
5)

Daniel E.
Hall,
Allan V.
Prochazka,

Aaron S.
Fink

(2012)

Descriptive

study

“Purposes of
informed
consents:
Legal, Ethical
and
Administrative
compliance
Factors affect
obtaining
informed
consent:

Patient
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Comprehensio
n, Patients’ use
of information
which are
disclosed,
Informed
Consent
demands
maturity and
self-awareness
from the
providers,
meeting
minimal
standards by
physician.
Informed
consent is a
complicated
procedure that
necessitates
flexibility in
order to
achieve its
numerous
objectives. The
legal goal is to
preserve
patients' rights;
the ethical goal
is to encourage
autonomous
decision-

making; the

28



administrative
goal is to
provide
efficient health
care; and the
interpersonal
goal is to
create the trust
necessary to
proceed with
therapeutic

procedures.”

“Patient-

Centered

Informed
Consent in
Surgical

Practice”

James L.

Bernat,

Lynn M.

Peterson
(2006)

Literature

Review

“Surgical
consent is an
ongoing
process of
communicatio
n that
continues
during
preoperative,
perioperative,
and
postoperative
care rather
than being an
event or a
signature on a
document.
Consent is best
understood in
the context of
patient-

centered
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medicine as
joint decision-
making with
patients or

their proxy.”

“Current
practices
and
medico-
legal
aspects of
pre-
operative
consent”

(6)

C Osime
Okojie,

F Osadolor,
S
Mohammed
(2004)

Cross-
sectional

study

“139
respondents,
118 among
them were
noted for
documentation
regarding
consent,74.6%
felt that they
had enough
time to reflect
on consent
obtained, 48
respondents
were meeting
first time the
person who
obtained their
consent. 100
above
respondents
were not
informed about
risk of the
procedure,
overall, 50%
above of the
respondents
felt satisfied
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with the
information

supplied.”

Chapter 3: Methodology

The key research question was “Is specific informed consent form important for

medical practices and why?”

STUDY DESIGN: Descriptive Study.

SETTING: KD Hospital, Ahmedabad (Gujarat)

STUDY POPULATION

= Inclusion criteria: Doctors, Nursing Staff, Quality Department Staff
and Medical Admin staff of KD Hospital
= Exclusion criteria: The other departments of Hospital

= Study tools: structured questionnaire

DURATION OF STUDY: 3 months (Arpil,2022 to June 2022)

SAMPLE SIZE: 61 — Consultant/Doctors, Nursing staff, Quality department staff and

medical admin staff

SAMPLING TECHNIQUE: Convenience sampling

DATA COLLECTION PROCEDURE: Data collected through a structured
questionnaire. Google form and printed papers are created and circulated through email,
social media, and manually to the consultants/Doctors and Quality, Medical Admin and
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Nursing Staff. Questionnaires include a total of 10 questions. The quantitative approach

was used for data collection by using YES/NO attributes and the Likert Scale for the

questions.

OPERATIONAL DEFINITIONS:

Gastroenterology — The branch of the medicine which deals with disorders of

the stomach and intestines.

Urology — The branch of medicine and physiology concerned with the

function and disorders of the urinary systems

Orthopaedic — relating to the branch of medicine dealing with the correction

of deformities of bones or muscles.

DATA ANALYSIS PLAN:

MS Excel used for data analysis of collected data from the questionnaire.

ETHICAL CONSIDERATIONS:

Neither the employee ID or names of the participants were noted down to
preserve their identity, prevent anxiety and social desirability bias. It was
completely voluntary to respond to the questionnaire or refuse to participate

in the study.
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Chapter 4: Data Compilation - Analysis and Results

A total of 61 staff members of the KD Hospital, Ahmedabad responded to
the survey were studied and they are doctors and staff members from

Quality, Medical Admin, and Nursing Department.

1. Respondents according to the Department:

Respondents Frequency

Doctors 20
Quality Department 3
Medical Admin Department 8
Nursing staff 30

Table 1 Respondents distributions according to Departments

W Doctors
B Quality Department
M Medical Admin Department

Nursing staff

Fig. 1 Respondents distribution according to the Department
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2. Participants Experience in Healthcare Sector

4

NURSING DEPARTMENT
MEDICAL ADMIN DEPARTMENT
QUALITY DEPARTMENT

DOCTORS

0 2 4 6 8 10 12 14 16

k = More than 10 year  ® More than 5 year  ® More than 1 year ‘

Fig. 2 Respondents experience

3. Did you experience or know about any Medico-legal issues that

happened due to problems of consent form?

DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT

‘ = No = Yes ‘
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Fig. 3 Experience or know about Medico legal issues that happened due to
problems of consent form

4. Do you think Specified Informed consent form will play important
role in terms of medico legal?

e Response from the total respondents (Fig. 4)

4. Do you think Specified Informed consent form will play important role in terms of medico legal?

61 responses
@ Strongly Agree
@ Agree
@ Neutral
/ @ Disagree
‘ @ Strongly Disagree

e Response from different department:

87.50% ™
6
0o 0 0 0 60

DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT
m Strongly agree and agree = Neutral Strongly disagree and disagree
(Fig. 5)
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5. Do you face any kind of complaints from the patients or patients’
relatives regarding lack of information about the surgery even after

proper explanation?

e Response from the total respondents (Fig. 6)

5.Do you face any kind of complaints from the patients or patients' relatives regarding lack of
information about the surgery even after proper explanation?

61 responses

@ Yes
® No
@ Agree

‘ @ Strongly Agree
= —— 1

e Response from different department:

DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT

B No ™ Yes

(Fig. 7)
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6. Do you think Specific Informed Consent forms as compared to
general consent forms will improve Medico legal safety?

e Response from the total respondents (Fig. 8)

6. Do you think Specific Informed Consent forms as compared to general consent forms will

improve Medico legal safety?
61 responses

® Yes
® No

¢ Response from different department:

0 0

DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT

mNo mYes

(Fig. 9)

If yes, then please explain why,
Only 3 Respondents which are doctors
Reasons given by them are: -

e Risks and complications according to surgery

e Compared to general Consent it shows more clarity in procedure, risks and benefits

o General consent contains common complications of surgery while specific informed
consent contains surgery specific information
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7. Does Specified Informed Consent form leads patient to less confusion
and offers more clarity?

e Response from the total respondents (Fig. 10)

7. Does Specified Informed Consent form leads patient to less confusion and offers more clarity?
61 responses

@ Strongly Agree
® Agree

@ Neutral

@ Disagree

@ Strongly Disagree

e Response from different department:

o o o o 0 G.688
DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT
m Strongly agree and agree » Neutral u Strongly disagree and disagree

Fig. 11
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8. Does Specified Informed Consent form will help in increase
satisfaction of patient?

e Response from the total respondents (Fig. 12)

8. Does Specified Informed Consent form will help in increase satisfaction of patient ?
61 responses

@ Strongly Agree
@ Agree

@ Neutral

@ Disagree

@ Strongly Disagree

¢ Response from different department:

I 8
13.33%
0 0 0o 0

DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT

m Strongly agree and agree m Neutral m Strongly disagree and disagree

Fig. 13
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9. Do you think Specified Informed consent form leads to Less time
consuming and easy explanation process?

e Response from the total respondents (Fig. 14)

9. Do you think Specified Informed consent form leads to Less time consuming and easy
explanation process?

61 responses

@ Strongly Agree
® Agree

@ Neutral

® Disagree

@ Strongly Disagree

e Response from different department:

7
6%
0 0o 0 0

DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT

W Strongly agree and agree » Neutral u Strongly disagree and disagree

Fig. 15
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10. Do you think that there is need of Specified Informed Consent form
for improved quality of care and in aspect of medico legal safety?

e Response from the total respondents (Fig.16)

10. Do you think that there is need of Specified Informed Consent form for improved quality of
care and in aspect of medico legal safety?

61 responses

@ Strongly Agree
® Agree

@ Neutral

® Disagree

@ Strongly Disagree

e Response from different department:

5% 0 0 o 0 O
DOCTORS QUALITY MEDICAL ADMIN NURSING STAFF
DEPARTMENT DEPARTMENT
W Strongly agree and agree = Neutral Strongly disagree and disagree
(Fig. 17)
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PREPARED INFORMED CONSENT FORMS OF 3 DEPARTMENTS

1. ORTHO

a. Total Knee Replacement (7)







b. Total Hip Replacement(8)







c. Shoulder Replacement Surgery(9)







2. GASTRO DEPARTMENT

a. Frey’s Procedure (10)




b. lleostomy Closure




c. Whipple’s Procedure







d. Ventral Hernia Repair (11)







e. Laparoscopic Fundoplication







3. Urology Department

a. Cystoscopy (12)




b. Visual Internal Urethrotomy/ Direct Visual Internal Urethrotomy (13




c. Percutaneous Nephrolithotomy (14)




d. Ureteroscopy(15)




e. Transurethral Resection of the Prostate (16)




f. Retrograde Intrarenal Surgery (17)







g. DJ Stenting (18)







h. Stent Removal (19)




Chapter 5: Discussion

According to the results of the study done in the KD Hospital at Ahmedabad, most of
the employees believes that specific informed consent forms have great importance in
the medical practices. Total 61 employees responded to the survey, 20 of them were
doctors, 3 of them were from Quality Department and 8 from Medical Admin
Department, and from Nursing Department 30 employees responded. According to
results 15 out of 20 doctors who responded, experience or know about medicolegal
Issues that happened due to problems of consent form. All 3 respondents of Quality
Department responded positively to the same and from medical department out of 8, 5
respondents were experienced the same and from nursing staff 50% of them respond
positively and 50% of them didn’t have any experience about it. Hence, from the
observation we can say that more or less doctors and other participated departments’
staff experience or know about medicolegal issues which happened due to consent
forms. In response of the next question which is “Do you think Specified Informed
Consent form will play important role in terms of medico legal”, 80% of the participants
are Strongly agree and agree with it, 13.1% respond neutral and only around 7% of the
participants responded negatively. Among the participants all doctors, quality
department staff and medical admin department staff were 100% strongly agree and
agree with this but from the nursing department 13.33% were strongly disagree and
disagree. So from the results we can say that most of the participants think that specified
informed consent will play important role in terms of medico legal. According to the
next question’s results the highest respondents were 95% of the doctors and 90% of the
nurses who face complaints from the patients or patients’ relatives regarding lack of
information about the surgery even after proper explanation. Almost every staff member
responded positively to the question that specific informed forms as compared to
general consent form will improve medico legal safety and that informed consent form
leads patient to less confusion and offers more clarity, but 3% and 13% respectively
responded negatively to these questions. Participants also respond very positively that
specific informed consent will help in increase satisfaction of patient and also that
specified informed consent form leads to less time consuming and easy explanation
process for healthcare staff. More or less every department staff think that there is need
of specified informed consent form for improved quality of care and in aspect of medico

legal safety, highest positive response came from the doctors, medical admin and
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quality department staff and only few of nursing staff which are 3.3% response
negatively to it. From the results of the survey, we can say that more or less doctors and
every department staff responded positively that informed consent is important for

medical practices and there are need of specified informed consent forms.

Chapter 6: Conclusion

This study revealed the results that present that Specified informed consent form has a
great importance in Medical Practices according to the majority of the doctors, and
Quality, Medical admin and nursing staff of the KD Hospital at Ahmedabad and there
are need of the Specified Informed Consent form for different surgeries of different
departments. So according to the need of the informed consent, Specified Informed
Consent prepared for 3 Departments Gastro, Uro and Ortho.

Hence some suggestions to the organization are that they should translate the specific
informed consent form in 3 Languages which are English, Hindi and Gujarati so patient
can easily understand it,

Implement the newly prepared Informed Consent forms as soon as possible, Spread
awareness and arrange informative sessions about informed consent forms and medico
legal topic among the staff especially for less experienced doctors and nursing staff and
also prepare informed consent form for other treatment/surgeries of different department

which remained.
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