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ABSTRACT

Background: Informed consent for surgery has
become a critical component in surgical practice.
Patients learn about the diagnosis (disease
condition), management options, surgical
interventions (indications, risks, and benefits) and
then agree to receive treatment through a well-
prepared informed consent. In Tanzania, the
National Guideline for Safe Care Standards explains
that health facilities should have a clearly defined
process of getting informed consent and in surgical
procedures, it directs that the consent form should
state the type of anesthesia and procedure to be
performed on the patient. Increased medico-legal
litigation and the desire to provide patients with
more say concerning their own treatment has
highlighted the need to strengthen quality of
informed consent in surgical procedures. This study
was designed to determine the practice of informed
consent among patients undergoing major surgeries
in the surgical department at a regional referral
hospital in Dar es Salaam, Tanzania.
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Methods: A hospital based descriptive cross-
sectional study was conducted at Temeke Regional
Referral Hospital in Dar es Salaam Tanzania
involving seventy-one patients aged 18 years or
above who were admitted in surgical wards and had
undergone major surgical procedure from July to
August 2022. Convenience sampling technique was
utilized to recruit the study participants. Data
collection was done by using a questionnaire in
Swahili and analyzed using the statistical package
for the social sciences (SPSS) computer software
version 23.0.

Results: A total of 71 patients were enrolled; 53
(74.6 %) were male and 18 (25.4%) were female.
There were more emergency surgeries 37(52.1%)
than elective surgeries 34 (47.9%). Most
participants (69%) had their consent being taken
few hours before surgery and on the operating table.
Majority received pre-anesthetic evaluation while at
the operating table (56.3%). Information about
surgery was delivered by surgeons who performed
surgery in 39.4 % of the participants. On the other
hand, 84.5% of the participants knew the diagnosis
prior surgery, 60.6% reported to have been informed
about the benefits of the intended surgery while only
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1.4% were informed about the alternative of the
surgery. Only 26.9% were informed on the
consequences of not undergoing surgery;38% were
given time to ask questions, but only 40.8% were
involved in making decisions for the intended
surgery. Majority of the study participants (84.5%)
knew the type of anesthesia to be used and only 8.5%
were informed about possible risks for the intended
anesthesia and surgery.

Conclusion: This study highlighted areas of
inadequacy in surgical informed consent practice at
Temeke Regional Referral Hospital. Informed
consent for surgery was mostly taken few hours
before surgery and while on the operating table, pre-
operative evaluation mostly was done while patients
were on the operating table, surgery risks and
alternative to treatment options were poorly
communicated. Therefore, every aspect of surgical
informed consent should be well communicated to
patients and given adequate time for decision
making. Also, for elective cases surgical informed
consent should be taken a day before surgery to
allow patients make their own decisions without
undue coercion.

INTRODUCTION

Informed consent for surgery has become a critical
component in surgical practice. It is an essential step
in helping patients be aware of the disease condition,
possible management options and the associated
consequences of the treatment options.' Patients
learns about and understand the purpose, benefits
and potential risks of a medical or surgical
intervention and then agree to receive the intended
treatment.” There are specific requirements for
what has to be disclosed to patients and for the
accompanying documentation. Informed consent
may be used for different purposes in different
contexts: legal, ethical, or administrative.’Informed
consent forms the ethical foundation for the modern
practice of shared decision making and patient-
centered care. Although consent can be implied or
expressed orally, consent for surgical procedures
requires recorded documentation.**

For an informed consent to be valid the patient must
be competent to take the decision; have received
sufficient information to decide without coercion.
Consent should begin with a brief explanation of the
clinical diagnosis, planned operation, including the
anesthetic agent involved. It is wise to describe what
the patient may expect to experience during surgery,
ifunder alocal, regional, or general anesthetic agent.
Sufficient information to make a decision should
also include an explanation of the risks and benefits
involved, any alternative treatments, the risks and
benefits of non-operative management. The goal is
to inform patients well enough to allow them to
make balanced decisions. The information must be
basic and in a language the patient is familiar with.
Little information fails to inform, while too much
information may be counter-productive and only
lead to confusion.”” When physicians and patients
take medical informed consent seriously, the
patient-physician relationship becomes a true
partnership with shared decision-making authority
and responsibility for outcomes.™"

In Tanzania, the National Guideline for Safe Care
Standards explains that health facilities should have
a clearly defined process of getting an informed
consent. It goes further explaining all parts, and how
consent should be attained. In surgical procedures, it
directs that the consent form should state the type of
anesthesia and procedure to be performed to a
specific patient. Current guideline states that the
person obtaining a consent must either be capable of
performing the procedure himself or herself; or have
received specialist training in advising patients
about the procedure.”

It is prudent to obtain informed consent for surgery
at the time of listing in clinic when the risks and
benefits are often explained. The patient will feel
comfortable to proceed, and hence will not be acting
under coercion.’

The study done in Italy to ascertain whether written
informed consent inform surgical patients, found
that 90.9% of those who reported to have read the
written informed consent provided, judged it to be
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clear, 52.0% had it a day before the surgery at the
earliest and 41.1% received it some hours or
immediately before the procedure. Most attention
was given to the diagnosis and the type of surgical
procedure, which was communicated respectively
t0 92.8% and 88.2% of the patients.'

A study done in Greece on patients' perception of
quality of pre-operative Informed consent found all
patients to be aware of their underlying diagnosis
and the reason for surgery and 58.4% of the patients
stated that they had not been informed about other
possible therapeutic choices."

Siddiqui et al in Pakistan conducted an audit of
informed consent in surgical patients at a university
teaching hospital found that 8.5% cases had their
consent not taken, 38% of the surveyed patients
acknowledged that they understood the information
given to them while 66% were informed about the
type of anesthesia."

Decision making is a very important aspect of
informed consent. A study in Nigeria on the attitude
towards informed consent found that more than 70%
of the respondents irrespective of educational status
would not leave all decisions about their healthcare
to the doctor. More than 85% of those with tertiary
education would prefer an informed consent to be
obtained by the operating surgeon while only 33.8%
of those with no formal education would prefer the
informed consent to be taken by the operating
surgeon. "’

The study done in a teaching hospital in Southern
Ethiopia on surgical informed consent (SIC) found:
18.4% of the respondents to have reported that the
surgeon performing the operation had offered SIC,
while 36.6% of respondents could not recall who
had offered SIC. However, 8.3% of respondents
received SIC service while already on the operation
table for their procedure. Majority of the
respondents (73.9%) were informed about the
availability of alternative treatment options.
Additionally, 88.3% of the respondents were not
informed about the type of anesthesia to be used
during surgery and related complications."

A study done in Uganda showed that 80% of the
participants knew the indication for their surgery
and only 23.7 % were able to identify the person who
obtained their consent. "

Increased medico-legal litigation and the desire to
provide patients with more say concerning their own
health has highlighted the need to strengthen quality
of informed consent in surgical procedures. In low
income developing countries, a few researchers
have explored the practice of surgical consent pre-
operatively.”"”

The aim of this study was to evaluate the practice of
informed consent among patients undergoing major
surgeries in surgical department at a regional referral
hospital in Dar es Salaam Tanzania.

METHODS

The study was a hospital based prospective
descriptive cross-sectional study conducted at
Temeke regional referral hospital in Dar es Salaam,
Tanzania. It involved patients admitted to the
surgical ward for major surgical procedures from 1*
July to 31" August 2022. Convenience sampling
technique was used to recruit study participants. All
surgical patients who were 18 years or above and
underwent major surgeries and consented to
participate in the study were recruited. Data
collection was done by using a questionnaire in
Swabhili version. The study protocol followed the
ethical guidelines of the 1975 Helsinki Declaration.
Approval of the study was given by hospital ethical
clearance committee (ethical approval number;
TRRH/RSC/9/8/52). Data was processed using the
statistical package for social sciences computer
software version 23.0.

RESULTS

A total of 71 patients were enrolled: 53 (74.6 %)
were male and 18 (25.4%) were female. The mean
age was 44.8 years with standard deviation of 16.8.
All patients were interviewed, and their hospital
record card observed for presence of written
informed consent. One participant could not
remember whether or not consent was taken and his
file was also observed not to have a written informed
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consent (Table 1).

Majority of the participants were from Temeke
district (71.8%) while only 5.6% were from outside
Dar es Salaam. Moreover, 45.1% of the study
participants had primary educational level (Table 1)

Table 1: Socio-demographic characteristics of
the patients.

Variable Patients (N=71)
[n(%)]

Age (years)

Mean 44.8

Standard deviation 16.8

Sex

Male 53 (74.6%)

Female 18 (25.4%)

Education level

No formal education 3 (4.2%)

Primary education 32 (45.1%)

Secondary education 27 (38.0%)

Tertiary education 9 (12.7%)

Regarding the nature of surgery, 37 (52.1%) were
emergency and 34 (47.9%) were elective cases. Also
69% of the respondents reported their consent to
have been taken few hours before the surgery and on
the operating table while 16.9% reported their
consent to be taken day before surgery.

About the venue for pre-anesthetic evaluation, 23%
was done at anesthesia clinic before admission,
12.7% was done in the ward, 4.2% in both
anesthesia clinic and in the ward, 56.3% in the
operation table and 2.8% were not sure about the
venue where pre-anesthetic evaluation was done.

The surgeon who performed the operation provided
information about the surgery in 39.4% of the
patients while 25.4% were not sure about the cadre
of the person who provided information about
surgery, and the rest received information from
other health cadres (Figure 1).

surgery information provider

Figure 1: Distribution of surgery information
provider according to health cadre

Majority of the patients knew the diagnosis prior
surgery (84.5%).Majority of the study participants
(60.6%) reported to have been informed on the
benefits of the intended surgery while 1.4% was
given alternative to surgery and only 26.9% were
told about consequences of not undergoing surgery.

On the other hand, 38.0 % of the respondents
reported to have been given time to ask questions,
while 40.8% were involved in making decisions for
the intended surgery. Majority of the study
participants (84.5%) knew the type of anesthesia
used while only 8.5% were told about accompanied
surgery risks.

DISCUSSION

This study showed that majority of the patients
(84.5%) knew the diagnosis or nature of their illness
prior surgery. This corresponds to other studies in
which majority of patients received explanation of
the indications for their surgery prior their
procedures as shown in the study done in Ethiopia
where 85.9% of the study participants were told
about the diagnosis” and the study in Greece where
all patients knew their underlying diagnosis and
reason for surgery". Similarly, the study in Uganda
found 80% of the patients to have been given
explanations on the indication of their surgery*, and
the study done in Ethiopia found 87.3% of the study
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participants to have known the reason why they had
to undergo surgery.”

Current guideline states that the people obtaining
consent must either be capable of performing the
procedure themselves; or have received specialist
training in advising patients about the procedure.
This study revealed that 39.4 % of the study
participants received the explanation of surgery
indication from the surgeons. This is higher than the
number of patients informed by surgeons in the
study done by Million in Southern Ethiopia where
only 18.4% received information from surgeon and
36.6% could not recall."” Despite the fact that there
were more number of elective surgeries than
elective in both studies, the differences in the
findings can be due to the fact that the other study
had gynecology and obstetrics participants who are
mostly under care of nurses. Another study by M.
Asharib et.al also revealed the number of informed
consents taken by consulting surgeon to be lower
(40.6%) than that was taken by residents/house
officers 59.4%).”On the other hand, 23% of the
study participants could not identify the person
giving informed consent to surgery as explained in
the study done by Joseph Ochieng etal.”

Time and venue for taking informed consent raised
concern in this study, in which it revealed that 69%
of the respondents gave their consent few hours
before surgery and while on operating table. This
number is higher compared to other studies where
41.1% of participants received the informed consent
some hours or immediately before the procedure in
the study done by Erminia et.a/ in Italy' while only
8.3% of the respondents received their informed
consent while already in operating table in study
done by Million et.al in Southern Ethiopia'. The
difference in the findings may be contributed by
variety of study population where it included clients
from nine hospitals in the study by Erminia et al.
However, the study by Million et al could have
higher number of patients having their consent taken
few hours prior surgery and in operating table due to
the nature of clients who were only obstetrics and
gynecology cases and having more emergency cases

than elective but has not been the case. Taking
consent few hours prior surgery and when the
patient is already on the operating table may affect
patient decision-making as well as creating anxiety.’

Type of anesthesia used is also a very important
component of an informed consent. In this study
84.5% of the respondents knew the type of
anesthesia to be used while only 8.5% were aware
about the risks related to the intended surgery. Other
studies also show majority of patients knew the type
of anesthesia to be used. Siddiqui Faisal et.al in
Pakistan found 66 % of the participants knew the
type of anesthesia used” and the study done by
Tamire in Ethiopia where 56.1% of the patients were
informed about type of anesthesia used.” These
studies recruited both elective and emergency
participants who had already undergone surgery
with similar age groups. This can be the reason for
similarities in the findings. However, these findings
differ from the study done by Million et.al where
majority of the patients (88.3%) were not informed
about type of anesthesia to be used.” The number of
patients knowing the risks related to surgery and
anesthesia is much higher in other studies.”” Most
procedures for obstetrics and gynecology are done
under spinal anesthesia and most patients are aware
of'it. It can be the reason for this high number who
were not informed about type of anesthesia to be
used since some practitioners tend to practice
routinely.

In this study only 1.4% of the study participants
were given alternative treatment options, 60.6%
knew about surgery benefits and 26.9% were aware
about the consequences of not undergoing surgery.
This is different from the study done by Chane et.al
in which a good number of patients were given
information about alternative treatment options,
benefits of surgery and consequences of not
undergoing surgery.” The differences in these
findings may be caused by differences in study
settings; where one was conducted at a tertiary
hospital where quality and accountability is higher
compared to that of a regional hospital. Regarding
the recall of the nature of disease condition and the
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nature of planned procedure versus recall of risks
involved in the planned procedure and alternative
treatment options, the former was found to be well
recalled than the latter in some studies.”**

Moreover, 38% of the study participants in our
study were given time to ask questions and 40.1%
were involved in decision making. This number is
slightly lower than in the study done by Ochieng et
al where 56.1% of participants had their questions
being answered prior surgery.” The study settings
and differences in sample size can contribute to the
discrepancy in these two studies, where one was
done in three different university teaching hospitals
with large sample size (371 participants) while our
study was done at a regional referral hospital with
small sample size (71 participants).

The limitation of this study was the presence of only
one reliable theatre room during the study period
hence prioritized surgeries to be conducted were
obstetric cases and emergency surgical procedures
atthe regional referral hospital.

CONCLUSION

This study highlighted areas of inadequacy in
surgical informed consent practice at Temeke
regional referral hospital. Informed consent for
surgery was mostly taken few hours prior surgery
and while on operating table, pre-operative
evaluation mostly was done while patients were on
operating table, surgery risks and alternative to
treatment options were poorly communicated.
Every aspect of surgical informed consent should be
well communicated to patients and given adequate
time for decision making and the consent should be
taken a day before surgery to allow patients to make
their own decisions without coercion.
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APPENDIX I:

INFORMED CONSENT AT TEMEKE
REGIONALREFERRALHOSPITAL

Greetings! We are Dr. Mary Mathias and Dr
Zephania Saitabau Abraham working on this study
with the aim of assessing the practice of informed
consent among patients undergoing major surgeries
at Temeke regional referral hospital.

Purpose of the study

This study aims at assessing the practice of
informed consent among patients who undergo
major surgery in surgical department in this
hospital. We need this information to identify the
gaps between ideal practice and current practice at
our hospital so that we can improve the quality of
care.

How to participate

The interviewer will be asking you questions while
and she/he will be filling the questionnaire on
voluntary basis

Risks

We do not more than minimal risk by participating
in this study.

Confidentiality

We would like to assure you that all the information
that you will provide will remain confidential and
will be used for study purpose only. No one will be
allowed to see or go through your answers except
the principal investigator only.

Right to withdraw and alternatives

Taking part in this study is purely voluntary. You can
stop participating at any time even if you have
already given your consent. Refusal to participate or
withdrawal will neither affect the quality of your
current treatment nor involve a penalty.

Consent

I have read and understood the explanation of the

study. [ accept to participate in the study.
Name and signature of the patient/guardian............

For more information or clarification, you may
contact Dr. Mary Mathias (0714911414) or Dr
Zephania Saitabau Abraham (0765878209)

APPENDIX II:

Title: The practice of informed consent among

patients undergoing major surgeries at a regional

referral hospital in Dar es Salaam Tanzania

Serial no........ccueneeee.

1. Age......

2. Sex a)male b)female

3. Address a) Temeke b) Other districts in Dar
es Salaam c¢) Outside Dar es Salaam

4. Marital status a) Single b) Married c¢) Divorced

5. Occupation a) Employed/self-employed (b)
Farmer (c) Business

6. Education level a) no formal education b)
primary education c¢) secondary education d)
college/university

7. Type/mature of surgery
Elective

8. Who provided you information about surgery? (
a) Surgeon who performed the operation (b)
Other Doctor ( ¢) Nurse d) Not sure about the
cadre

9. When was the consent taken a) On the surgery

day b) Days before surgery (c) Few hours before

surgery/on operation table

Where did you have anesthesia pre-operative

evaluation? (a)At anesthesia clinic before

admission (b) In the ward after admission (c) In

anesthesia clinic and in the ward (d) In

operating table (¢) Not sure

Did you know the diagnosis or nature of illness

prior surgery? (a) Yes (b) No

a) Emergency b)

10.

11.
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12.

13.

14.

15.

16.

17.

18.

19.

Did you know who was going to performed
surgery? (a) Yes (b) No

Do you know type of anesthesia used? (a) Yes
(b) No

Do you know/were you told about benefits of
surgery? (a) Yes (b) No

Do you know/told any risk related to your
surgery (a) Yes (b) No

Were you told consequences of not undergoing
surgery? (a) Yes (b)No

Were you given adequate time for making
decision about surgery? (a)Yes (b) No

Were you given adequate time to ask
questions? (a) Yes (b) No

Were you told any alternatives to surgery?

(a) Yes (b) No

Observation (for researcher)

20.

21.

i.
ii.
iii.
1v.
V.
Vi.

vil.

Check for written informed consent in patient
file (a) Present (b) improvised (c) absent
Check the contents of the informed consent
Diagnosis a) Yes b) No c) NA

Who will perform surgery a) Yes b) No ¢) NA
Nature of surgery a) Yes b) No ¢) NA

Type of anesthesia a) Yes b) No ¢) NA
Benefits of surgery a) Yes b) No c) NA

Risks of surgery a) Yes b) No ¢) NA
Alternatives to surgery a) Yes b) No ¢) NA

viii. Consequences of not undergoing surgery a)

Yes b) No c) NA
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