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ABSTRACT

Introduction: To perform blood transfusion, a physician should obtain informed consent from the patient. However, 
previous studies have shown a poor transfer of knowledge from the doctor to the patient regarding blood transfu-
sion, with conflicting information as recollected by patients from informed consent discussions. This study aims to 
describe knowledge of informed consent for blood transfusion from the patients’ perspective. Methods: A cross-sec-
tional study was performed from October 2019 to May 2020 at Hospital Melaka. The instrument used in this study 
was a structured, validated questionnaire written in the Malaysian language. Respondents aged 18 and above, who 
had given their consent for blood transfusion within three days, were recruited using purposive sampling. Logistic 
regression was used to investigate potential predictors for good knowledge. Results: Data analysis was performed 
on 239 sets of returned questionnaires, which showed that 85.8% of the respondents had good knowledge scores. 
Additionally, 94.1% of them were aware that informed consent is mandatory before the blood transfusion procedure. 
The lowest percentage of correct responses (43.9%) was regarding the timing of the informed consent. Respondents 
with a history of undergoing transfusion more than once (AOR = 2.18; 95% CI = 1.02, 4.65; p = 0.04), and practising 
Buddhism as a religion (AOR = 0.36; 95% CI = 0.15–0.86; p = 0.02) showed significant associations with knowledge. 
Conclusion: The respondents in this study were relatively knowledgeable about informed consent for blood transfu-
sion. However, further analysis revealed the deficiency of knowledge among the respondents in several aspects of 
this topic. The findings can help Malaysian health authority plan for interventions that would improve knowledge of 
informed consent on blood transfusion among patients and the public.
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INTRODUCTION

“Consent” is defined as “a voluntary and unambiguous 
agreement by a person with sufficient autonomy and 
competence, based on adequate comprehensible 
information and premeditation to make an intelligent 
decision about a proposed action” (1). Traditionally, 
the patient-doctor relationship is paternalistic, in which 
the decisions for patient care are made based on a 
physician’s perspective. However, in modern medicine, 
the paternalistic relationship has shifted to a shared 
decision-making process between the doctor and the 
patient. Patients are more knowledgeable and desire 
more significant involvement in their care by expressing 
their preferences, values, and goals. “Informed consent” 
is the best example of shared decision making, which 

demands mutual respect and participation (2). It 
requires evident appreciation and understanding of the 
facts, implications, and future repercussion of action 
(3). Informed consent also covers three overlapping 
dimensions, namely, legal, ethical, and administrative 
(4).

Blood transfusion is a form of tissue transplantation. 
Thus, in Malaysia, it mandates a special consent form 
to be signed by the patient (5). This form contains 
elements of informed consent (5). In the consent taking 
process, the physician needs to explain the indication, 
benefits, risks, and alternative to blood transfusion, as 
well as ensures that the patient understands the issues 
being discussed, with ample room for discussion. The 
patient’s decision regarding blood transfusion therapy 
should also be clearly documented.  

Regrettably, some studies have shown a poor transfer 
of knowledge regarding blood transfusion from the 
doctor to the patient (6,7). A cross-sectional study by 
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Court et al. (2011) on 164 adult patients, whose blood 
were crossmatched, demonstrated that only 58.8% of 
them felt apprised of the blood transfusion procedure 
(6). 67.0% of these patients remembered that they 
were informed of the benefits of the procedure (6). 
Moreover, the risk of blood transfusion was variably 
recalled by the respondents6. Only 48.2% of patients 
remembered being told about the possibility of incorrect 
blood component being transfused, while 55.6% were 
informed regarding the risk of contracting hepatitis and 
HIV (6). Additionally, a study involving 25 patients 
who received blood transfusion for the first time has 
found a wide variability of information recollected from 
informed consent discussion (7). This phenomenon was 
also observed for other forms of medical therapy (8,9). 

The suboptimal practice of obtaining informed consent 
and misconceptions towards the consent form could 
be the causes of this practical dilemma. The former 
cause could be linked to the physician factor. Examples 
of this factor could include time and staff constraints, 
and inadequately-trained or unauthorised personnel 
who obtain the consent (10,11). Heterogeneous patient 
population further complicates this problem, such as a 
first-timer versus regularly transfused patient, inquisitive 
versus unconcerned, and educated versus the illiterate 
patient. This problem could be further compounded 
by pain, anxiety, and fear of the unknown (12). As for 
the latter cause, physicians could have misconceived 
a signed consent form as a sign of complete patient 
understanding towards the blood transfusion procedure 
(4,13,14). 

To the best of our knowledge, no study has been 
conducted on the patient’s knowledge regarding 
informed consent for blood transfusion. Although several 
studies have evaluated the patient’s knowledge regarding 
informed consent for general procedures, their questions 
were incomprehensive (15-17), while the respondents 
were doctors in other studies (18,19). Hence, this study 
aimed to explore the proportion of good knowledge of 
informed consent for blood transfusion among patients. 
It has also determined the relationship between socio-
demographic factors with the proportion of good 
knowledge among patients, especially in a multicultural 
community, as found in Malaysia.

MATERIALS AND METHODS

A cross-sectional study was performed from October 
2019 to May 2020 at Hospital Melaka, a state hospital that 
provides tertiary care. This research used the Informed 
Consent for Blood Transfusion (ICBT) questionnaire, a 
structured and validated questionnaire in the Malaysian 
language (pending publication of study validation). 
The respondents’ inclusion criteria were medical and 
surgical patients aged 18 years and above, who were 
stable and had provided consent for blood transfusion 
within two days before completing the questionnaire. 

A shorter interval of two days was selected to reduce 
the respondents’ recall bias while maximising sampling, 
compared with previous studies (6,7,11). Patients who 
did not remember the consent-taking process, did 
not understand Malaysian, had vision problems, who 
had been discharged from the hospital, illiterate or 
suffered from mental illnesses were omitted. Patients 
in the emergency department, operational theatre, high 
dependency and intensive care units were also not 
recruited.   

The Informed Consent for Blood Transfusion (ICBT) 
questionnaire went through a rigorous review process 
by eight multidisciplinary clinical experts, including 
one transfusion medicine specialist in an expert review 
meeting. Subsequently, the ICBT questionnaire was 
submitted for content validation to seven clinical 
experts, who were routinely involved in the blood 
transfusion practice, and one legal expert. Then, the 
ICBT questionnaire underwent face validation among 
20 respondents who consented to blood transfusion. 
Afterwards, a validation study was conducted 
among 95 respondents at Hospital University Sains 
Malaysia, Kelantan to determine the reliability, and the 
discriminatory and difficulty indexes of the scale using 
Item Response Theory analysis. A Cronbach’s alpha 
value of more than 0.70 was considered satisfactory 
(20). The reliability of the questionnaire was confirmed 
with a Cronbach’s alpha value of 0.77. Using the Item 
Response Theory (IRT), the difficulty and discriminatory 
indexes were acceptable in the range of - 3 to + 3 and 
0.35 to 2.5, respectively (21). As evidenced by the IRT 
analysis, the psychometric properties of the knowledge 
section were considered good. For further details of the 
validation study of the ICBT questionnaire.

Table I summarises the construction of domains, 
measurement of concepts, and categories of responses 
in the ICBT questionnaire. A scoring scheme for the 
knowledge section was used which assigned “correct 
answer” = 1, and “wrong answer” and “do not know” 
= 0. The total knowledge score for each respondent 
was calculated by summation of the score of each item. 
An arbitrary cut-off point of 60% was modified from 
original Bloom criteria (good, moderate, poor), which 
classifies the knowledge score into good (11–18 marks) 
and poor (0–10 marks) (22). This modification converts 
multinomial outcomes to binary outcomes to maximise 
the significance of the results.

The sample size was estimated by considering 6% 
precision and 95% confidence level with an infinite 
population using a single proportion calculation 
where 50% of the population have good knowledge 
(15). A minimum sample size of 294 respondents was 
needed, accounting for an assumed non-response 
rate of 10%. The self-administered questionnaire was 
distributed through purposive sampling to potential 
respondents. Completion of the ICBT questionnaire took 
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Table I: Construction of domains, concepts measurement and 
response categories in the questionnaire

Section No. of 
items

Concepts 
measured

Response 
category

Socio-
demographics

10 Socio-demographic 
information, history 
of receiving blood 
transfusion

Multiple choice 
question

Knowledge 18 Patient’s right in the 
informed consent 
process, including 
components of 
informed consent, 
age limit, validity of 
informed consent 
and its duration, 
consent forms, legal 
aspect of consent, 
and consent in an 
unconscious patient. 

True/False/Do not 
know

approximately 20 minutes.

Data on socio-demographic and knowledge of the 
respondents were analysed using SPSS version 26.0 for 
Windows (SPSS, Chicago, Illinois, USA) and presented in 
a descriptive form. The categorical data and numerical 
data were expressed as frequency (percentage) and 
mean (SD), respectively. Factors with a P-value less 
than 0.25 from the univariate models were selected for 
the multivariate analysis. A multiple logistic regression 
model was constructed using forward LR and backward 
LR to determine the association between the socio-
demographic parameters and the outcomes. A P-value 
of less than 0.05 was deemed statistically significant. 

Ethical approval was obtained from the Human Research 
Ethics Committee of Universiti Sains Malaysia (USM/
JEPeM/18110727), and from the Medical Research and 
Ethics Committee of the Ministry of Health, Malaysia 
(NMRR-18-3156-44688 (IIR)). The questionnaire was 
designed to preserve anonymity, and informed consent 
for research participation was attained from every 
respondent. Data confidentiality was maintained, and 
the results would not identify the respondents personally. 
The researchers protect all documents pertaining to this 
research.

RESULTS

Out of the 294 disseminated ICBT questionnaires, only 
280 sets of questionnaires were returned, yielding 
a 95.2% response rate. We obtained 41 missing data 
which refer to questionnaires with non-response item/s 
or multiple responses for item/s. After excluding the 
missing data, 239 questionnaires were analysed. The 
mean age of the respondents was 36.75 ± 13.94 years 
old. Most of the respondents were Malay (74.9%), 
Muslim (76.6%), female (69.5%), married (66.8%), 
possessed secondary level education (49.8%), and had 
transfusion history (58.2%) (Table II). 

205 (85.8%) respondents had good knowledge scores, 

Table II: Socio-demographic characteristics of respondents

Variable n (%) Mean (SD)

Agea 36.75 (13.94)

Gender Male
Female

73 (30.5)
166 (69.5)

Race Malay
Chinese
Indian
Other

179 (74.9)
48 (20.1)
10 (4.2)
2 (0.8)

Religion Islam
Buddha
Hindu
Christian
Other

183 (76.6)
43 (18)
9 (3.8)
3 (1.3)
1 (0.4)

Marital Status Single
Married
Divorced

71 (29.8)
159 (66.8)

8 (3.4)

Education No educa-
tion
Primary 
School
Secondary 
School
Certificate / 
Diploma
Degree 
/ Higher 
educational 
level

6 (2.5)

13 (5.4)

119 (49.8)

63 (26.4)

38 (15.9)

Occupation Government 
Servant
Private 
Sector
Unem-
ployed
Student
Retiree
Self-em-
ployed
Housewife

32 (13.4)

55 (23.0)

48 (20.1)

18 (7.5)
15 (6.3)
23 (9.6)

48 (20.1)

Household 
Incomeb

950 and 
below

90 (37.7)

951 - 3860 122 (51.0)

3861 - 8319 25 (10.5)

More than 
8320

2 (0.8)

Transfusion 
History

First Time 100 (41.8)

More than 
once

139 (58.22)

Notes: aAge is expressed as mean standard deviation
bHousehold Income was categorised according to the Report of Household Income and Basic 
Amenities Survey 2016. High income: > RM8,320, Medium income: RM3,861–RM8,319, 
Low income: RM951-RM3860, Very low income: ≤ RM950 (1,42,44)

and the remaining 14.2% had poor knowledge scores. 
Similarly, 225 (94.1%) respondents were aware that 
informed consent from patients is mandatory prior to the 
blood transfusion procedure (Table III). A majority of the 
respondents (92.9%) knew that there is a special consent 
form for blood transfusion. The lowest percentage of 
correct responses (43.9%) was obtained for the timing 
of the informed consent. Only 48.1% of the respondents 
were mindful of the patient’s rights to change his or her 
mind after signing the informed consent form. 
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Moreover, 64.9% (n = 155) and 70.7% (n = 169) of 
respondents knew that alternatives to blood transfusion 
and the patient’s rights to refuse should be discussed 
during the consent-taking process, respectively. 
Furthermore, only 60.7% (n = 145) of respondents 
answered correctly that informed consent is bound 
by law. Slightly over a quarter (28.5%) of respondents 
were unaware that a doctor is required to explain the 
procedure prior to having a patient sign the consent 
form for blood transfusion. Additionally, only 47.3% of 
respondents were cognizant that consent from a patient 
with unstable mental health is invalid. 

The selected factors from univariate analysis (p < 0.25) 
were race, religion, occupation, household income, and 
transfusion history. However after systematic variable 
selection by SPSS, only history of transfusion and race 
were included in our final model. In multiple logistic 
regression analysis, history of receiving transfusion of 
more than once (AOR = 2.18; 95% CI = 1.02, 4.65; p = 
0.04), and practicing Buddhism (AOR = 0.36; 95% CI = 
0.15-0.86; p = 0.02) showed significant associations with 
knowledge of informed consent for blood transfusion 
(Table IV). 

DISCUSSION

The majority of the respondents (85.8%) in this study 

Table III: Number of correct  and incorrect respondents for each item

Item Number of correct 
respondent (%)

Number of incorrect 
respondent (%)

In general, the physician should obtain consent from the patient before blood transfusion. 225 (94.1) 14 (5.9)

Patient aged 18 years old and above can give consent without parents/legal guardian involve-
ment.

177 (74.1) 62 (25.9)

Consent which is given by a mentally unstable patient is invalid. 113 (47.3) 126 (52.7)

There is a special consent form for blood transfusion, which requires the patient’s signature. 222 (92.9) 17 (7.1)

The validity of signed informed consent applies throughout patient admission. 178 (74.5) 61 (25.5)

The patient can sign the consent form for blood transfusion, regardless of whether the conver-
sation with the physician has taken place or not.

171 (71.5) 68 (28.5)

Which of the following must be discussed by the physician during consent taking procedure 
prior to blood transfusion?

•	 Indication for blood transfusion
•	 Alternative to blood transfusion
•	 Opportunity to ask question
•	 Risk of blood transfusion
•	 Right to refuse blood transfusion
•	 Information regarding blood transfusion procedure
•	 Right to show understanding on information received

221(92.5)
155 (64.9)
225 (94.1)
201 (84.1)
169 (70.7)
204 (85.4)
214 (89.5)

18 (7.5)
84 (35.1)
14 (5.9)
38 (15.9)
70 (29.3)
35 (14.6)
25 (10.5)

The patient has the right to change mind even having signed the consent form for blood 
transfusion 

115 (48.1) 124 (51.9)

In general, consent can be obtained after completion of blood transfusion 105 (43.9) 134 (56.1)

Consent for blood transfusion can be obtained using language not understood by the patient 177 (74.1) 62 (25.9)

Consent for blood transfusion is bound by law in Malaysia 145 (60.7) 94 (39.9)

Family members can give consent for blood transfusion if the patient is comatose or uncon-
scious 

202 (84.5) 37 (15.5)

have a good knowledge regarding informed consent 
before receiving blood transfusion. Previous studies in 
Turkey and Croatia have reported low percentages of 
61.7% and 24.9% of respondents possessing a good 
knowledge regarding informed consent before surgery, 
respectively (15,16). However, the evaluation of 
patients’ knowledge regarding informed consent was not 
comprehensively done. For instance, similar questions 
on this matter simply ask whether the respondent knows 
the meaning of informed consent. Further comparison 
cannot be made because of the paucity of other similar 
studies.

In this study, 94.1% of respondents correctly answered 
that informed consent for blood transfusion is mandatory. 
This finding agrees with studies conducted in Nigeria and 
Ethiopia, which found that 97.5% and 78.8% of patients, 
respectively, were aware of informed consent prior to 
undergoing surgical procedures (23,24). This finding is 
reassuring because blood transfusion carries substantial 
risks of deleterious outcomes, whether through 
infectious or non-infectious complications. These risks 
are related to the sources and processes involved in their 
issuances (25,26). In Malaysia, the incidence of adverse 
transfusion reaction was 1.2% in 2017 (25). Serious 
Hazard of Transfusion (SHOT) reported the risk of severe 
morbidity to be 1 in 17,884 blood components issued in 
the United Kingdom (26). This risk could be higher if the 
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Table IV: Associated socio-demographics factors for knowledge regarding informed consent for blood transfusion by Multiple Logistic Regression 
Model

Variables Crude Odd 

Ratio (OR)

(95 % Confidence 

Interval, CI)

P-value* B Adjusted 

OR

(95 % Confidence 

Interval, CI)

P-value^

Age 1.02 (0.99,1.04) 0.29

Gender Male

Female

1

1.29 (0.60,2.77) 0.52

Race Other

Malay

Chinese

Indian

1

7.950

3.800

2.333

(0.48,132.12)

(0.22,66.22)

(0.11,50.98)

0.15

0.36

0.59

Religion Islam

Buddha

Hindu

Christian & Other

1

0.41

0.25

0.37

(0.17,0.94)

(0.06,1.06)

(0.04,3.71)

0.04

0.06

0.40

-1.02

-1.44

-1.18

1

0.36

0.24

0.31

(0.15,0.86)

(0.05,1.05)

(0.03,3.21)

0.02

0.06

0.32

Marital 

Status

Divorced

Single

Married

1

0.70

0.94

(0.08, 6.25)

(0.11,8.02

0.75

0.95

Educa-

tion

No education 

Primary School

Secondary school

Certificate/Diploma

Degree/Master/PhD

1

32

0.93

1.38

1.70

(0.001,1)

(0.10,8.41)

(0.14,13.33)

(0.16,18.44)

0.99

0.95

0.78

0.66

Occupa-

tion

Housewife

Government 

Servant

Private Sector

Unemployed

Student

Retiree

Self-employed

1

0.23

0.47

0.64

1.55

1.27

0.43

(0.06,0.84)

(0.13,1.62)

(0.17,2.42)

(0.16,14.84)

(0.13,12.35)

(0.10,1.91)

0.03

0.23

0.51

0.71

0.84

0.27

House-

hold 

Income

More than 8320

950 and below

951 - 3860

3861 - 8319

1

5.43

6.63

7.33

(0.32,91.97)

(0.39,111.28)

(0.36,150.71)

0.24

0.19

0.20

History 

of Trans-

fusion

First Time

More than Once

1

1.94 (0.93,4.03) 0.08 0.78

1

2.18 (1.02,4.65) 0.04

*Simple Logistic Regression

^ Multiple Logistic Regression

Constant = 1.73

Forward LR, Backward LR and manual method were applied

No multicollinearity and no interaction

Hosmer Lemeshow test, p-value=0.64

Classification table 85.8% correctly classified

Area under Receiver Operating Characteristics (ROC) curve was 67.8%

transfusion safety management system is less established, 
especially in developing countries. Although 84.1% 
of the respondents in this study knew that the risks of 
transfusion should be discussed, a study by Court et 
al. revealed that only 27.8% of patients were informed 
of the risks of blood transfusion (6). The physician’s 
failure to advise patients regarding blood transfusion’s 
specific hazards might lead to a negligence or battery 
claim, should an adverse transfusion reaction occur. An 
example of such occurrences would be in Chatterton v 
Gerson’s case, where the patient sued the surgeon over 
the loss of her lower limb sensation following a sensory 
nerve blocking procedure (27).

The lowest number of correct responses (43.9%) was 
observed for an item that asked the timing of informed 
consent in relation to the blood transfusion procedure. 
This finding is alarming because under no circumstances 
can consent be obtained retrospectively (3). Once 
transfusion is decided, informed consent discussion 
should happen immediately. This practice provides 
the patient ample time to internalise the information 
and arrange for transfusion alternatives, such as 
haematinics or autologous blood donation, if necessary. 
In emergency settings, consensus between the primary 
physician and the registered medical doctor should be 
sought to institute blood transfusion, if family members 
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and advance directives to the contrary are unavailable 
(3). In this study, 28.5% of respondents did not know 
that a doctor’s explanation is required before signing the 
consent form for blood transfusion. Doctor’s explanation 
encompasses the central tenet of the informed consent 
procedure, which will then fulfil the moral, legal, and 
professional duty of the doctor (28).  

In this study, 65% of respondents correctly thought 
that the doctor should communicate information on 
blood transfusion alternatives during the consent-taking 
process. The Patient Blood Management adoption at 
health centres worldwide has successfully reduced the 
rate of allogeneic blood transfusion while improving 
patient outcomes (29). Alternative treatments to blood 
transfusion, such as intravenous iron, tranexamic acid, 
and autologous blood transfusion are employed in 
surgical and non-surgical settings with demonstrable 
success (29). Physicians need to discuss transfusion 
alternatives with their patients, even if they deem these 
alternatives less desirable, such as the use of perioperative 
acute normovolaemic haemodilution (30). Parallel with 
the notion of proportionality in ethics, the greater the 
risk a patient is exposed to, the greater obligation the 
physician has to disclose transfusion alternatives (28). 
The absence of information on transfusion alternatives 
limits a patient’s autonomy to choose. Chan et al. (2005) 
discovered that 88% of patients did not remember 
discussing transfusion alternatives with their physician 
(11). 

This current study found that 30% of respondents 
were unaware that they have the rights to refuse blood 
transfusion in the consent process. This inadequate 
awareness could be due to lesser attention given to the 
notion of informed refusal in practice and the literature 
(31). The current blood transfusion consent form in 
Malaysia does not explicitly address the refusal statement 
to be signed by the patient (5). Indeed, informed refusal is 
a newer doctrine that could be considered as the reverse 
of informed consent (32). A legally competent individual 
is entitled to refuse medical procedure regardless of the 
rationality of their belief if any (3). Properly informed 
refusal process ensures that the patient is cognizant of 
the potential risks and adverse reactions that may ensue 
following his or her refusal. Motives prompting patient 
refusal should be elicited, such as religion (Jehovah 
Witness), fears of infection, prior negative experience 
and practical consideration (28). Informed refusal 
should be documented, signed, and dated by the patient 
(3). The omission of information regarding the informed 
refusal by the physician violates the patient’s autonomy 
(28). Furthermore, patients can revoke their consent at 
any point during the course of their treatment, even after 
signing the consent form. However, less than 50% of 
respondents in this study believed this statement to be 
true. A study in India found that a higher percentage of 
surgical patients (88%) thought they were not entitled to 
the right to rethink and change their mind after signing 

the surgical consent form (33). The latter findings 
could be explained by cultural factors, in which the 
paternalistic doctor-patient relationship still dominates 
in Indian society (34).  

This study also found that 145 respondents (60.7%) had 
correctly answered that informed consent is bound by 
law. The right of a person to control his or her body is a 
concept that has long been acknowledged in Malaysia 
under Tort law, and has been incorporated into the 
Ethical code of the Malaysian Medical Council (35). 
There is an absence of a specific comprehensive statute 
on consent to medical treatment in Malaysia, except for 
the Malaysian Mental Health Act 2001, which involves 
cases of mental health patients (36). Nevertheless, since 
Malaysia is a Commonwealth country, any legal dispute 
regarding consent to medical treatment, including blood 
transfusion, can be referred to the English common law 
(36). Additionally, in this study, less than half (47.3%) 
of the respondents correctly answered the validity of 
consent from unstable mental health patients. If the 
patient’s legal guardian or relative is unavailable, 
consent should be sought from two psychiatrists, one of 
whom shall be the attending psychiatrist (3). However, 
the Mental Health Act 2001 does not include blood 
transfusion as a procedure that warrants informed 
consent from patients with mental illnesses, an area 
which needs to be amended (3). 

Good communication in the informed consent process 
can be hindered by linguistic factors (28). This current 
study found that 25.9% of respondents wrongly thought 
that consent could be obtained using a language not 
understood by the patient. Even the physician’s most 
comprehensive explanation regarding consent will be 
unsuccessful if the patient cannot understand due to the 
language barrier. Furthermore, the choice of words needs 
to be tailored to fit the patient’s health literacy, with the 
appropriate omission of complex medical jargons. This 
process can be more difficult when physicians are inept 
at the essential aspects of transfusion medicine (37,38). 
Incomprehension or misunderstanding of medical 
information can reduce patients’ involvement in their 
own health care (39). Patients’ understanding of the 
risks and benefits of blood transfusion will improve if 
a transfusion physician provides the explanation (40). 
A completed consent form can still be dropped as a 
piece of supportive evidence if the prosecutor finds 
the process of consent taking is suboptimal, as in the 
controversial case of Williamson v East London & City 
Health Authority (41). The patient claimed that she had 
not consented to a mastectomy in an operation that 
was initially planned to remove her breast implant. 
Availability and accessibility of written materials in 
various languages or an interpreter can facilitate patients’ 
understanding during the consent-taking process (42).
Slightly less than three-quarters of the respondents 
(74.5%) correctly answered the validity of the given 
consent. Consent for a medical procedure is valid if 
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the patient’s condition remains unchanged. Hence, 
generally, consent for blood transfusion will remain 
valid throughout hospital admission. Once the 
indication for blood transfusion changes, fresh consent 
must be sought from the patient (3). The frequency of 
consent for chronically transfused patients is subjected 
to the local institution’s policy, although it has to be 
contemporaneous with the blood transfusion procedure 
(3). A study in Croatia found that more than half (63%) 
of the physicians were unaware of the validity period of 
the signed informed consent form (18).

In this study, knowledge was associated with the history 
of prior blood transfusion and religion. For the former, a 
patient who had a history of transfusion more than once 
had 2.18 odds compared to a patient who received the 
first transfusion, when all religion factors were adjusted. 
Repeated exposure to the consent process might have 
stimulated information searching and discussion on 
the topic among patients. An association between 
the patient’s surgical history and the knowledge on 
informed consent for surgery was observed in a study 
in Ethiopia (24). A similar effect was recognised in other 
studies exploring the association of repeated exposure 
and knowledge level. For example, a study done on 
breastfeeding knowledge among mothers demonstrated 
that greater breastfeeding exposure leads to a more 
comprehensive breastfeeding knowledge (43). 

As for the association between knowledge and religion, it 
was an interesting new finding to observe that a Buddhist 
had 0.36 less chance to acquire good knowledge than 
a Muslim when the history of transfusion and other 
religions were adjusted. This result was not observed in 
previous studies, perhaps due to scarcity of the literature 
regarding good knowledge for informed consent itself, 
more so, pertaining to the associated factors. Some of 
the available studies were conducted in countries which 
has less religious diversity or which Buddhism was not 
a major religion (15,16,23,24,44). Additionally, these 
studies did not have sociodemographic data on religion. 
However, from the literature, there was example of 
religion impact towards consent process in the settings 
of Jehovah witness who refuses blood product because 
of biblical injunctions (1). Furthermore, impact of 
differences on the extent of information and autonomy 
patients desire might explain the association (28). For 
example, from a Buddhist perspective, the paternalistic 
model of physician-patient relationship is not always 
perceived as something disruptive to informed consent 
(45). These findings illustrate the need to better 
understand religious diversity during the informed 
consent-taking process. 

Erkan et al. identified female and unemployment as 
important predictors to having good knowledge of 
informed consent (15). Furthermore, a study in Ethiopia 
found positive associations between living in urban 
areas, having a higher education level, and a history of 

prior surgery with having good knowledge of informed 
consent (24). However, the associations between these 
factors and good knowledge were not demonstrable 
in this current study. Different patient demographics, 
topic covered (informed consent for surgery), and 
depth of items assessed in the questionnaire might have 
contributed to this observation. 

Poor knowledge transfer from doctor to patient can result 
in several negative implications. First, it jeopardises the 
patient’s autonomy in making a decision. This situation 
contradicts the modern doctor-patient relationship and 
hinders the patient’s empowerment efforts in the blood 
transfusion practice. Patients have also reported little to 
no recollection of details regarding the procedure after 
the consent-taking process (6,7). Furthermore, there is 
a higher risk of patient dissatisfaction following poor 
doctor-patient communication and breach of trust, 
leading to a higher number of litigation cases. 

This study has provided a comprehensive evaluation 
of a patient’s knowledge of informed consent for blood 
transfusion. Additionally, this study has highlighted 
the importance of good communication skills in the 
informed consent process for shared decision-making. 
The effective communication skills, such as tailoring the 
explanation to fit the patient’s background by describing 
transfusion risks in relative terms, and encouraging two-
way communication in the consent-taking process, 
must be acquired by clinicians. Interventions, such as 
standardised leaflets, authorised multimedia materials, 
consent-checklist, and involvement of transfusion liaison 
officers, have been shown to improve the consent-
taking process (6,7,14,40,46). Growing awareness 
and understanding among the patient and physician 
communities on the principle of informed consent for 
blood transfusion were observed throughout this study. 
The empowerment of both parties complements Patient 
Blood Management which ultimately improves blood 
transfusion practice (47). 

Nonetheless, there are some limitations to this study. 
First, purposive sampling, which was employed in the 
later part of sampling process, might have the residual 
risk of researcher bias, despite carefully selected 
respondents (48).  Additionally, combining good (≥80%) 
and moderate (≥60%) knowledge from original Bloom 
criteria into an arbitrary cut-off point (60%) for good 
knowledge only might explain the high percentage 
of respondents with good knowledge (85.8%) (22). 
Moreover, the 0-3 days interval between consent taking 
process for blood transfusion and completion of the ICBT 
questionnaire might still lead to recall bias. This problem 
was aggravated by anxiety and pain experienced by the 
patients. Furthermore, this study may not represent other 
hospitals in Malaysia, both government and private 
because of different patient demographics. Since this 
study focused only on patients, the knowledge of the 
general public was not represented. 
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CONCLUSION

Overall, the patients in this study possessed good 
knowledge of informed consent for blood transfusion. 
Nevertheless, the lack of knowledge was observed 
in several aspects related to this topic upon further 
scrutiny. The findings can facilitate the Malaysian health 
authority to plan for interventions that could improve 
knowledge of informed consent on blood transfusion 
among patients and the general public. Subsequently, 
the planned interventions can be extended to include 
general medical procedures as well. A nationwide 
multicentre study could be conducted to evaluate 
knowledge regarding informed consent for blood 
transfusion among a wider patient pool.
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