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Abstract
Objectives: The primary objective of the study was to evaluate whether formal communications skills training improves the
quality of written informed consent.
The secondary objective was to evaluate the patient satisfaction index.
Methods: Group 1 was subjected to communication for written informed consent by untrained Post-graduate residents. The
session evaluated by Objective Structured Clinical Examination (OSCE).
The post graduate residents were then given a communications skills training. Pre-test and post-test were obtained for the
educational intervention.
Group 2 was subjected to a communication skills training for the purpose of written informed consent by the same post-graduate
residents after communication skills training and evaluated by Objective structured clinical examination.
The data was analyzed by Paired "T test and Student “T" test.
Result: OSCE data of group 1 was 4.05 as compared to 8.85 of group 2, t = — 15.46 the P value < 0.0001 was highly significant.
Communications skills (group 1) training post-test (9.33) was highly significant with t = -13.61, p < 0.0001.
The patient satisfaction levels showed an increase from (group 1) 7.95 to 9.25 (group 2). The t value = -4.57 and p < 0.0001
was found to be highly significant.
Conclusions: The communications skills training received a very good post test score and confirmed our belief in the use of role-
play. The OSCE evaluation of both study groups revealed that the scores were improved significantly in group 2 and that a
structured training definitely improved the quality of written informed consent. It also led to an increased patient satisfaction
index in our hospital.
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Introduction

Indian practice of medicine has hinged on the
paternalistic model for a very long time now, where the
patient trusted the doctor to decide what was best for
them. After 2007 the consumer protection act was
expanded to include the medical community as well.
Most of the litigations® arise from miscommunication
or being treated as non-persons.® It also showed that
there are a lot of dissatisfied patients.

In 2011 the Maharashtra university of health
sciences® recognized this issue and decided to integrate
communications skills as a part of its curriculum as it
was not a part of the course. Whereas it is a central
component of skills in the western countries.®

Doctors however are not trained formally in
communication skills and do falter at times. Few
doctors are good at interpersonal communications but
all are not as good. A formal curriculum will solve the
problem. Communication skills are the most important
interpersonal skill in a doctor patient relationship
leading to patient satisfaction and less malpractice
suits.>® The doctor patient relationship hinges on this
skill.)

Another important aspect of the doctor patient
communication is obtaining the written informed

consent for the purpose of surgery/ procedure.® It is a
patients right to be aware of the illness they suffer from,
the various treatment options available, the benefits and
risks of the treatment/surgery and the risks of not
receiving treatment at all,®% as pointed out in Royal
College Of Obstetricians & Gynecologists guidelines
for obtaining informed consent.?

Developing and maintaining a good rapport with
the patient and explaining the patient/ relatives the
diagnosis, procedure/ surgery, risks involved and
prognosis is important for building this rapport and
relationship and thus patient satisfaction The time has
now come to shift from paternalistic (doctor centered)
model to patient centered approach in our clinical
communications. The use of communication skills for
the purpose of obtaining informed consent for surgery
and the use of role-play for learning this skill seems to
be the way forward,11-13)

This study will try to find out that, does training
post graduate residents in communications skills by
using role-plays lead to better informed consent and
patient satisfaction.
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Objectives

The primary objective of the study was to evaluate
if a formal communications skills training
(intervention) improves the quality of written informed
consent in patients about to undergo surgery.

The secondary objective was to evaluate the patient
satisfaction index before and after the communications
skills training.

Methods

Institutional ethics committee approval is waived
in India for research in medical education and hence
was not sought.®4 The permission from the Dean of the
medical college was taken.
Study design: A prospective,
controlled study was carried out.
Study setting: The department of Obstetrics and
gynecology at a medical college hospital.
Participants: Post-graduate residents
operative patients were the participants.
Sampling method: The sample was a non-randomized
convenient sample of 20 patients in each group
All patients undergoing major operative interventions
such as lower segment caesarean section, total
abdominal hysterectomy and vaginal hysterectomy
were included in the study.

They were separated into 2 groups first 20 in group
1 and next 20 in group 2.
Group 1 patients were the controls and the process of
obtaining written informed consent by obstetrics and
gynecology residents for the above mention surgeries
will be according to current practices. The
communications session was evaluated with an

Non- randomized

and Post-

feedback form was rated from very poor (0) to very
good (>8)

Intervention: One day training workshop was
conducted on effective communications skill using role
play and teacher as simulated patients, for the purpose
of obtaining written informed consent for post-graduate
residents. A pre-test and post-test was administered to
evaluate the training.

Group 2 cases (post intervention) were the study group
and written informed consent was taken for the above
mentioned surgery using effective communication
skills. The evaluation of communications skills was
done by Objective structured clinical examination
(OSCE) and patient feedback.

The data obtained by evaluation of OSCE and
patient feedback questionnaire (Ordinal data) were
guantitative. Statistical analysis was done with Paired
T test and Student “t* test was applied as test for
significance. The level of significance was fixed at P <
0.05.

Patient satisfaction index was assessed with the
patient feedback forms and use of role play as an
effective training method was assessed by using Pre-
test and Post-test results.

Result

The process of conducting a communication
session for obtaining written informed consent was
observed and evaluated by an OSCE for 40 patients (20
pre interventional and 20 post-intervention). There was
an improvement in the patient’s involvement in her
health issues not withstanding educational statuses.

The evaluation of OSCE scores for pre and post

Objective structured clinical examination (OSCE).  educational  innovational  intervention  showed
During the post-operative period patient feedback form promising results.
was used to evaluate patient satisfaction levels. The
Table 1: OSCE scores for communication during obtaining written informed Consent
OSCE N | Mean | Median | Standard Standard T P Result
deviation | error of Mean | value value
Groupl | 20 | 4.05 4 1.050 0.235 -15.46 | <0.0001 Highly
Group2 | 20 | 8.85 9 0.973 218 Significant

N= sample size.

On analysis of data there was a statistically significant improvement in the mean scores of OSCE, in group 1
(pre-intervention) was 4.05 as compared to (post-intervention) group 2 score of 8.85 as shown in Table 1. The
median scores were increased from 4 to 9 after the educational intervention. On applying test of significance (the
paired T test) the t value was —15.46 the p value < 0.0001 was highly significant. Not only did the post-graduate
students benefit from the intervention but also passed on the benefit to the patients.

The intervention was a one day (6 hours) communications skills training with emphasis on obtaining voluntary
written informed consent. Role play and simulated patients were conducted and evaluated. Pre-test and post-test

questionnaires were administered.
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Table 2: The pre-test and post-test scores of communication skills training

Pre/post N | Mean | Median | Standard Standard T P Result
test Deviation | error of Mean | value value
Group 1 12 | 5.17 5 0.937 0.937 -13.61 | <0.0001 Highly
Group 2 12 | 9.93 9 0.492 0.142 Significant

N=sample size.

The intervention (i.e. use of role-play and simulated patient for 1 day training) for the purpose of
communications skills training for obtaining written informed consent in Post Graduate residents showed an
increase in mean scores in post-test (5.17 to 9.33) in group 2. The paired t test was highly significant with t = -13.61,
< 0.0001. Statistically significant results were seen in the ability to take written informed consent in group 2 (post

interventional).

The results of patient satisfaction obtained by patient feedback are tabulated below. The student’s t test was

applied as the test for significance.

Table 3: Patient satisfaction index

Patient N | Mean | Median | Standard Standard T P Result
feedback deviation | error of Mean | value | value
Group 1 20 | 7.95 8 1.050 0.235 -4.57 | <0.0001 Highly
Group 2 20 | 9.25 9 0.716 0.160 Significant

N= Sample size.

The patient satisfaction levels assed by patient
feedback showed an increase in mean scores from
(group 1) 7.95 to 9.25 (group 2) the (students t test was
applied as test for significance) t value = -4.57 and p <
0.0001 was found to be highly significant.

The patient satisfaction index increased to 92.5%
from 79.5% after the intervention.

Discussion

Rosenbaum et al® Adult learning is best
facilitated through instruction that is interactive and
learner-centered, draws on previous experience and
knowledge, is relevant to the learner’s practice, allows
the learner to apply what is being learned in a timely
manner, and includes the opportunity for feedback and
reflection.

Abdelkhayek et al®® reported that their study
encouraged their program to increase the use of faculty
as simulated patients for formative and summative
assessment of students. It also allowed the teachers to
identify weaknesses in the students and how to improve
them through modification in training.

Manzoor et al®® state that role play is a powerful
intervention which can be used to enhance cognition,
psychomotor skills and affective domains in learners.
The power of role play to engage emotions is its power
as a teaching aid.

D Nestel et al®® found “Role-play was reported to
be an effective means of learning communications
skills

The value of a proper written informed consent in
avoiding complaints and litigation in the future has
been stressed by E Daniels et al.®

Thompson et al®” also agree that communications
skills raining improved surgery residents' ability to
discuss and document informed consent.

Ranjan et®® all agree that patients level of
satisfaction is increased by better level of recognition
and understanding of their ailments.

During the time of implementation of the project
there was no complaint from patients regarding their
management and neither was there any litigation!!!
Conclusion

Communications skills has come up in western
medicine as an effective tool for obtaining consent, to
developing a good doctor patient relationship, reducing
litigation, improving patient satisfaction and the overall
quality of healthcare. Communication skills have been a
core curriculum since almost 10 — 12 years now.

Structured training for communications skills using
role-play has been shown to be highly effective. Also
use of faculty as simulated patient for role-play helps
faculty evaluate the skills of the trainee during the
training. The pre-test and post-test led to very heart—
warming results for the educator.

Our study has shown encouraging results in use of
communications skills training for the purpose of taking
written informed consent and has helped the patient
satisfaction index in our hospital.

It is the duty of a doctor to communicate with the
patient and obtain a proper informed consent. This
communication if done in a structured way goes miles
in improving the doctor patient relationship and in the
long run reducing medical negligence suits.

More importantly the study has inculcated in our
post graduate residents the value of communication
skills for interaction with patients and developing a
good doctor patient relationship.

Limitations
Small sample size (n = 40) was a constraint in the
study and larger studies are necessary.
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