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2. MANUSKRIP YANG DISUBMIT

Analysis of the Implementation of Informed Consent COVID-19 Vaccination in the

Semarang City Region

Fitriani Nur Damayanti®, Novita Nining Anggrainit

Abstract
Background : In the data analysis report it was found that in more than 80 countries the
number of deaths due to COVID-19. The vaccine in Semarang City has been carried out, the
Semarang City Health Service noted, there are 1,216,650 people who have received the first
and second doses of the COVID-19 vaccine. The use of informed consent in the COVID-19

vaccine is still very low. It was found that 80% of COVID-19 vaccines used incomplete



informed consent in every medical action. The purpose of this study was to determine the
implementation of informed consent for COVID-19 vaccination in the Semarang City Region.
Materials and Methods: The carried out by means of a sampling non-probability sampling
technique wasusing purposive sampling, namely a sampling technique with certain
considerations made by the researchers themselves, based on characteristics, namely that they
had already done a second dose of vaccine and also with the characteristics of the population
that had been previously known. The sample is 100 people.

Results: Informed consent was explained to the patient, not all were informed, because there
were still things that had not been explained, such as procedures for action, previous medical
history. Informed consent of the COVID-19 vaccine was not given in the first and second
doses. However, the majority are given in the first dose. The information provided by health
workers at the time of vaccinating COVID-19 did not provide a complete explanation. The
explanation to the patient is enough to explain what is important and more orally.
Conclusion: The implementation of COVID-19 vaccination can be carried out on men and
women aged 18-60 years, the implementation of informed consent for COVID-19 vaccination
is not in accordance with the applicable laws and regulations, namely the place is not in the
right place. give informed consent for the COVID-19 vaccination, the information in the
informed consent is still incomplete, so it has not been fully informed to patients. It is
recommended to evaluate the implementation of informed consent to see the suitability of its
implementation with the laws and regulations.

Keywords: Informed Consent, COVID-19 Vaccination



Introduction

The COVID-19 pandemic has become one of the most important threats to world health [1]. Health
systems around the world are improving because they are exacerbated by fear, stigma, misinformation and
limited health care delivery [2].

In the data analysis report, it was found that in more than 80 countries the number of deaths due to
COVID-19. The vaccine in Semarang City has been carried out, the Semarang City Health Service noted,
there are 1,216,650 people who have received the first and second doses of the COVID-19 vaccine. The use
of informed consent in the COVID-19 vaccine is still very low. It was found that 80% of COVID-19 vaccines
used incomplete informed consent in every medical action. There is a need for informed consent in the
implementation of the COVID-19 vaccine [3]. The use of informed consent for the COVID-19 vaccine in
health workers is still very low [4].

The flow in the implementation of vaccine administration is table 1: registration, table 2: screening,
table 3: vaccination, table 4: recording and observation. There is no legality in the use of informed consent in
the COVID-19 vaccine [5].

With this background, it is necessary to have legal informed consent for the implementation of the

COVID-19 vaccine program in the Semarang City Region.

Materials And Methods
1. Sample
This research was conducted in the city of Semarang. Thecarried out by means of a samplingnon-
probability sampling technique wasusing purposive sampling,sampling which is atechnique with certain
considerations made by the researcher himself, based on characteristics, namely that he had already done a
second dose of vaccine and also with the characteristics of the population that had been previously known.
The sample is 100 people.

2. Instruments
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By using a questionnaire that will be used as an instrument in the research process, the validity and
reliability are first tested. The data will be analyzed using a statistical test, namely SPSS and will then be

described quantitatively and qualitatively.

Results
1. Characteristics of Respondents

Based on research conducted on 100 respondents who vaccinated against COVID-19, it can be seen

that:
Table 1 Distribution of Respondents
Characteristics Characteristics f %
Gender
Male 40 40
Female 60 60
Age
19-25 21 21
26-35 33 33
36-45 25 25
= =46 21 21

Source: Primary Data Processed in 2021
Based on the table above shows the majority of respondents are female by 60% and aged between

26-35 years by 33%. The implementation of the COVID-19 vaccination can be carried out on men and
women over the age of 18 years.
2. Places to Provide Information on COVID-19 Vaccinations
Based on research conducted on 100 respondents who vaccinated against COVID-19, it can be seen
that:

Table 2 Distribution of places to provide information on COVID-19 vaccinations
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Places f %
Vaccines Places

Hospital 17 17
Puskesmas 8 8
Kelurahan 11 11
Subdistrict 4 4
Others 60 60
Place of information giving

Place of Observation 1 1
Place of Action 1 1
Place of Registration 15 15
Place of history taking 83 83

Source: Primary Data Processed in 2021
Based on the table above, it shows that the majority of respondents took vaccines in places other than
hospitals, health centers, urban villages, and sub-districts by 60% and the majority of places where
information is provided by 83% are done in anamnesis. Places for giving COVID-19 vaccinations can be
done in hospitals, health centers, sub-districts and sub-districts. However, according to the results of the
study, most of them carried out vaccinations in other places, namely in government and private institutions
that had collaborated with the Health Office and had met the requirements for the acceleration of COVID-

19 vaccination.

Implementation of Informed Consent Vaccinations COVID-19

Based on research conducted on 100 respondents were vaccinated COVID-19, it can be seen that:

Table 3 Distribution of the implementation of the informed consent of vaccination COVID-19



Slightly

Statement Very informed informed Quite informed informed Not informed
% % f % f % f %
Obtaining general
information about 25 25 39 39 25 25 8 8 3 3
COVID-19
Obtaining information
about the use of the 22 22 36 36 22 22 12 12 8 8

COVID-19 vaccine

Obtaining information
about the brand of 24 24 37 37 25 25 9 9 5 5
COVID-19 vaccine used

Getting information

about vaccine doses 26 26 30 30 28 28 10 10 6 6
COVID 19

Obtain information about

the vaccine's 16 16 34 34 34 34 9 9 7 7

effectiveness COVID 19

Getting information
about the effects of side
effects after the COVID-
19 vaccine

24 24 31 31 28 28 11 11 6 6

Getting information
about the screening
process for the COVID-
19 vaccine

13 13 37 37 31 31 14 14 5 5

Doing the COVID-19
vaccine without coercion 28 28 33 33 25 25 10 10 4 4

Get information about
the benefits of
participating in the
COVID-19 vaccination

21 21 32 32 28 28 13 13 6 6

The COVID-19 vaccine
approval sheet is given at
the first and second
doses

23 23 21 21 35 35 16 16 5 5

Information in the
consent form submitted 19 19 37 37 21 21 17 17 6 6
verbally and in writing

Source: Primary Data Processed in 2021
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Based on the table above shows the majority of respondents answered "Informed" on each question
item. In item 1, 39% of respondents stated that they were informed about COVID-19 in general. In question
item 2, as many as 36% of respondents stated that they were informed about the usefulness of the COVID-
19 vaccine. In question item 3, 37% of respondents stated that they were informed about the brand of
COVID-19 vaccine used. In question item 4, as many as 30% of respondents stated that they were informed
about the dose of the COVID-19 vaccine given. In question item 5, as many as 34% of respondents stated
that they were informed about the effectiveness of the COVID-19 vaccine. In question item 6, as many as
31% of respondents stated that they were informed about side effects after the COVID-19 vaccine was

administered. In question item 7, as many as 37% of respondents stated that they were informed that they



had followed the screening process in the COVID-19 vaccine. In question item 8, as many as 33% of
respondents stated that they were informed of carrying out the COVID-19 vaccine without coercion. In
question item 9, as many as 32% of respondents stated that they were informed that participating in the
COVID-19 vaccination would prevent contracting COVID-19. In question item 10, as many as 35% of
respondents stated that they were sufficiently informed about the approval sheet regarding the COVID-19
vaccine at the first and second doses. In question item 11, as many as 37% of respondents stated that they

were informed of the consent form which was delivered verbally and in writing.

Discussion

1.
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Characteristics of Respondents

The priority group for vaccine recipients is residents who are domiciled in Indonesia aged 18 years.
Population groups under 18 years of age can be vaccinated if adequate vaccine safety data are available
and approval for use in an emergency period (emergency use authorization) or issuance of a distribution
permit number (NIE) from the Food and Drug Administration [6].

There are vaccine candidates that can be given to people aged 18-60 years who are the most exposed
to COVID-19. In addition, because the majority of vaccine categories in the world have only been tested
on healthy adults aged 18-60 years, and it will take additional time to identify the suitability of COVID-19
vaccines for other age ranges [7]. Phase 3 clinical trials of the vaccine in Indonesia, which have been
conducted since last August, involve the 18-59 year age group. This age group is the most infected with
COVID-19 in Indonesia, accounting for almost 80% of positive cases, and is also considered to be more
mobile than the older age group. By providing immunity at that age, it is hoped that other citizens who

have not received the vaccine can also be protected [8].

. Places for Giving COVID-19 Vaccination Information Places for giving COVID-19

vaccinations can be done in hospitals, health centers, sub-districts and sub-districts. However,

according to the results of the study, most of them carried out vaccinations in other places, namely in
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government and private institutions that had collaborated with the Health Office and had met the
requirements for the acceleration of COVID-19 vaccination. The COVID-19 vaccination flow has 4 tables,
namely table 1 for registration of vaccination targets and recording or verifying data by mobile officers.
Table 2 is for screening, history taking, education where it aims to ensure the vaccination target is in good
health because one of the vaccination requirements is being in good health. Table 3 is carried out by medical
personnel to provide vaccinations according to the provisions of the dose and method of administration.
The last table is table 4 where the officer records the target that has been vaccinated and invites the target
to sit down to wait 30 minutes which aims to anticipate the presence of AEFI [9].

In the Regulation of the Minister of Health Number 10 of 2021 article 21 states that the vaccination
program service is carried out at health service facilities owned by the central government, regional
government, or the public/private sector, which meet the requirements [10]. The place for providing
information about COVID-19 vaccination. The results of the study have not fully complied with the
provisions of Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999. In the regulation, it is emphasized that medical
information is provided in a conducive room, meaning that it is not disturbed by other parties, so that
medical information can be well received by patients/families. Given that the place for providing medical
information in various places, must provide a special place/room for its implementation [11].

This is supported by Permenkes No. 290/2008, article 17 paragraph (2) it is emphasized that health
service facilities are responsible for implementing the approval for medical (medical) actions. The
provisions of article 17 are supported by article 18 paragraph (2) that in order to improve the quality of
health services, the health office needs to supervise the implementation of these services [12]. The
availability of this room provides a sense of comfort for patients to convey very personal matters, as well
as health workers will provide in-depth explanations, including if there are things that are patient

confidentiality, thus confidentiality can be guaranteed.

Implementation of Informed Consent for COVID-19 Vaccination
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The results of the above research will be in line with the policies of the ministry of health. Based on
Permenkes 290/Menkes/Per/I11/2008 and Kep.Dir.Yanmedis HK.00.06.3.5. 1866/1999, the method of
delivering an explanation by the responsible health worker is distinguished by, (a) an explanation that is
delivered orally, (b) an explanation that is delivered in writing. This provision provides an opportunity for
health workers to choose whether to only convey verbally or both. According to the results of the study,
there were no health workers who provided written and verbal explanations.

However, these results conclude that the informants agree that if the information is explained, it
should be written first and then explained orally. Written information and explained orally will be easier to
understand and can be read again. Written information will provide information certainty and legal
certainty, because it can be authentically proven. Oral information has various weaknesses, firstly the lack
of clarity of medical information, and weak as evidence, so that written information and verbally explained
will reduce this [13].

Itis implied that written information is better than oral, to improve understanding of patients/families
health workers can use assistive devices, such as leaflets or other forms of publication if they can help
provide detailed information [14]. Based on this explanation, it can be concluded that the explanation with
the aids is expected to be more effective, especially if the information in writing is certainly easier to
understand, because it can be re-read. Written information can be a good document, so that it can be used
as strong evidence, can protect interested parties, therefore it is necessary to review various policies which
state that medical information is submitted orally, and in writing only as a complement [15]. Information
should be submitted in writing and explained orally, not the other way around [16].

Thus, when viewed from the contents of the informed consent explained to the patient, it turns out
that all of them have not been informed, because there are still things that have not been explained, such as
procedures for action, previous medical history. Informed consent of the COVID-19 vaccine was not given
in the first and second doses. However, the majority are given in the first dose. Every medical action must
provide a consent form to the patient as proof of approval for medical action. The information provided by

health workers at the time of vaccinating COVID-19 did not provide a complete explanation. There isof



informed consent still a lack, so the explanation given to the patient is still limited. This needs to be
improved in the form of an informed consent form with more complete fields so that all information related

to information that has not been submitted can be written in full on theform informed consent.

Conclusion

Implementation of COVID-19 vaccination can be carried out on men and women aged 18-60 years, the
implementation of informed consent for COVID-19 vaccination is not in accordance with applicable laws and
regulations, namely the place is not in accordance with the place that should be given informed consent for
the COVID-19 vaccination, the information contained in the informed consent is still incomplete so that all of
it has not been informed to patients. It is recommended to evaluate the implementation of informed consent to

see the suitability of its implementation with the laws and regulations.
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Analysis of the Implementation of Informed Consent COVID-19 Vaccination in the Semarang

City Region
Tables
Table 1 Distribution of Respondents
Characteristics Characteristics f %
Gender
Male 40 40
Female 60 60
Age
19-25 21 21
26-35 33 33
36-45 25 25
= Z46 21 21

Source: Primary Data Processed in 2021

Table 2 Distribution of places to provide information on COVID-19 vaccinations

Places f %
Vaccines Places

Hospital 17 17
Puskesmas 8 8
Kelurahan 11 11
Subdistrict 4 4
Others 60 60
Place of information giving

Place of Observation 1 1
Place of Action 1 1
Place of Registration 15 15
Place of history taking 83 83

Source: Primary Data Processed in 2021



Table 3 Distribution of the implementation of the informed consent of vaccination COVID-19

Statement Very informed informed Quite informed iﬁ;gmlgd Not informed
% % f % f % f %
Obtaining general
information about 25 25 39 39 25 25 8 8 3 3
COVID-19
Obtaining information
about the use of the 22 22 36 36 22 22 12 12 8 8

COVID-19 vaccine

Obtaining information
about the brand of 24 24 37 37 25 25 9 9 5 5
COVID-19 vaccine used

Getting information

about vaccine doses 26 26 30 30 28 28 10 10 6 6
COVID 19

Obtain information about

the vaccine's 16 16 34 34 34 34 9 9 7 7

effectiveness COVID 19

Getting information
about the effects of side
effects after the COVID-
19 vaccine

24 24 31 31 28 28 11 11 6 6

Getting information
about the screening
process for the COVID-
19 vaccine

13 13 37 37 31 31 14 14 5 5

Doing the COVID-19
vaccine without coercion 28 28 33 33 25 25 10 10 4 4

Get information about
the benefits of
participating in the
COVID-19 vaccination

21 21 32 32 28 28 13 13 6 6

The COVID-19 vaccine
approval sheet is given at
the first and second
doses

23 23 21 21 35 35 16 16 5 5

Information in the
consent form submitted 19 19 37 37 21 21 17 17 6 6
verbally and in writing

Source: Primary Data Processed in 2021
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Abstract

Introduction: Informed consent is a process of communication between patient and your
health care provider that often leads to agreement or permission for COVID-19
vaccination procedure. Every patient has the right to get information and ask questions
before COVID-19 vaccination procedures. The vaccine in Semarang City has been
carried out, the Semarang City Health Service noted, there are 1.216.650 people who
have received the first and second doses of the COVID-19 vaccine. Implementation of
informed consent in the COVID-19 vaccine is still very low. It was found that 80% of
COVID-19 vaccines used incomplete informed consent in every medical action.

AIM: The purpose of this study was to determine the implementation of informed
consent for COVID-19 vaccination in the Semarang City Region.

Methods: Observational study, with descriptive approach. 100 sample taken as
purposive sample, with random sampling technique, namely a sampling technique with
certain considerations by the researchers themselves. Instrument research used is
questionnaire. Data collected has process with descriptive analysis.

Result: Informed consent of COVID-19 vaccination was explained to the patient, but not
all informed well, because there were still things that had not been explained, such as
procedures for action, previous medical history. Informed consent of the COVID-19
vaccine was not given in the first and second doses. However, the majority are given in
the first dose. The information provided by health workers at the time of vaccinating
COVID-19 did not provide a complete explanation. The explanation to the patient is
enough to explain what is important and more orally.

Discussion: COVID-19 vaccination is eligible given to men and women aged 18-60
years as long as there is no contra indication. Before COVID-19 vaccine given, must be
deliver all information about COVID-19 vaccine, according with the laws and
regulations.

Conclusion: Informed consent COVID-19 vaccination is important role during massive
of COVID-19 vaccination program. Within informed consent, patient will get full the
information of the indication, contra indication, dose and side effect of COVID-19
vaccine. With all information get, patient will be decide accepted or rejected to this
procedure. If informed consent is still incomplete, so it has not been fully informed to
patients and will make patient confused.

Recommendation: It is recommended to evaluate the implementation of informed
consent to see the suitability of its implementation with the laws and regulations.

Keywords: Informed Consent, COVID-19 Vaccination



Introduction

The COVID-19 pandemic has become one of
the most important threats to world health [1].
Health systems around the world are improving
because they are exacerbated by fear, stigma,
misinformation and limited health care delivery [2].

In the data analysis report, it was found that in
more than 80 countries the number of deaths due to
COVID-19. The vaccine in Semarang City has been
carried out, the Semarang City Health Service
noted, there are 1,216,650 people who have received
the first and second doses of the COVID-19 vaccine.
The use of informed consent in the COVID-19
vaccine is still very low. It was found that 80% of
COVID-19 vaccines used incomplete informed
consent in every medical action. There is a need for
informed consent in the implementation of the
COVID-19 vaccine [3]. The use of informed
consent for the COVID-19 vaccine in health
workers is still very low [4].

The flow in the implementation of vaccine
administration is table 1: registration, table 2:
screening, table 3: vaccination, table 4: recording
and observation. There is no legality in the use of
informed consent in the COVID-19 vaccine [5].

With this background, it is necessary to
have legal informed consent for the implementation
of the COVID-19 vaccine program in the Semarang
City Region.

Obijective of study

The purpose of this study was to determine
the implementation of informed consent for
COVID-19 vaccination in the Semarang City
Region.

Materials And Methods

24

1. Type of research

Descriptive study with Survey approach. This
research was conducted in the city of Semarang.
This research will describe of determinant of
implementation informed consent COVID-19
Vaccine.

2. Sample

frhe size sample is 100 people. !The carried out
by means of a sampling non-probability sampling
technique was using purposive sampling, sampling
which is a technique with certain considerations
made by the researcher himself, based on
characteristics, namely that he had already done a
second dose of vaccine and also with the
characteristics of the population that had been
previously known.

3. Instruments

The research instrument wused is a
questionnaire. Questionnaire was developed to
determine of implementation informed consent
COVID-19 Vaccination. Questionnaire was tested
for validity and reliability.

4. Data analysis

The data will be analyzed using statistical tests,
then will be described quantitatively and
qualitatively.

Results

1. Characteristics of Respondents

Bas Based on the table 1 above shows the
majority of respondents are female by 60% and aged
between 26-35 years by 33%. The implementation of
the COVID-19 vaccination can be carried out on men
and women over the age of 18 years.

[Commented [s1]: Why only 100 sample, any explanation. ]




Table 1 the requirements for the acceleration of COVID-19

Distribution of Respondents vaccination.
Characteristics f %
Gender
Male 40 40 3. Result of Validity and Reliability Questionnaire Commented [s2]: Please support with result test of validity
Female 60 60 and reliability Questionnaire.
Age For a questionnaire to be regarded as acceptable, it
19-25 21 21 must possess two very important qualities which are
26-35 33 33 reliability and validity. The former measures the
36-45 25 25 consistency of the questionnaire while the latter
- measures the degree to which the results from the
= =146 21 2 questionnaire agrees with the real world.
Source: Primary Data Processed in 2021

2. Places to Provide Information on COVID-19
Vaccinations

Table 2 showed the research conducted on
100 respondents who vaccinated against COVID-

19.
Table 2
Distribution of places to provide information on
COVID-19 vaccinations
Vaccines Setting Places F %
Hospital 17 17
PHC 8 8
Village Office 11 11
Subdistrict Office 4 4
Others 60 60
Place of information giving F %
Table 1: Registration 15 15
Table 2: Screening and history
taking 83 83
Table 3: Vaccination. 1 1
Table 4: Observation post
L 1 1
Vaccination.

Source: Primary Data Processed in 2021

Table 2, showed that the majority of
respondents took vaccines in places other than
hospitals, health centers, urban villages, and sub-
districts by 60% and the majority of places where
information is provided by 83% are done at the
station history taking.

Places for giving COVID-19 vaccinations
can be done in hospitals, health centers, sub-
districts and sub-districts. However, according to
the results of the study, most of them carried out
vaccinations in other places, namely in
government and private institutions that had
collaborated with the Health Office and had met
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Table 3
Distribution of the implementation of the informed consent of vaccination COVID-19

Statement . Very informed . Quite _Sllghtly Not informed
informed informed informed
f % f % f % f % f %

Obtaining general information about COVID-19 25 25 39 39 25 o5 8 8 3 3
Obtaining information about the use of the COVID-19
vaccine 22 22 36 36 22 22 12 12 8 8
Obta_mmg information about the brand of COVID-19 24 24 37 37 25 25 9 9 5 5
vaccine used
Getting information about vaccine doses COVID 19 2 26 30 30 28 28 10 10 6 6
Obtain information about the vaccine's effectiveness
COVID 19 16 16 34 34 34 34 9 9 7 7
Getting information about the effects of side effects after
the COVID-19 vaccine 24 24 31 31 28 28 11 11 6 6
Getting information about the screening process for the
COVID-19 vaccine 13 13 37 37 31 31 14 14 5 5
Doing the COVID-19 i ithout i

oing the vaccine without coercion 28 28 13 33 25 25 10 10 4 4
Get information about the benefits of participating in the
COVID-19 vaccination 21 21 32 32 28 28 13 13 6 6
The COVID-19 vaccine approval sheet is given at the first
and second doses 23 23 21 21 35 35 16 16 5 5
Information in the consent form submitted verbally and in
writing 19 19 37 37 21 21 17 17 6 6

Source: Primary Data Processed in 2021



Discussion

Implementation  of

Informed Consent

Vaccinations COVID-19

Based on research conducted on 100

respondents were vaccinated COVID-19, it can
be seen that:
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1. Places for Giving COVID-19 Vaccination

Information Places for giving COVID-19

Vaccinations can be done in hospitals,
health centers, sub-districts and sub-districts.
However, according to the results of the
study, most of them carried out vaccinations
in other places, namely in government and
private institutions that had collaborated with
the Health Office and had met the
requirements for the acceleration of COVID-
19 vaccination.

The COVID-19 vaccination flow
services divided into 4 station:

. Table 1 for registration of vaccination
targets and recording or verifying data
by mobile officers.

e Table 2 is for screening, history taking,
education where it aims to ensure the
vaccination target is in good health
because one of the vaccination
requirements is being in good health.

e Table 3 is carried out by medical
personnel to provide vaccinations
according to the provisions of the dose
and method of administration.

e Table 4 where the officer records the
target that has been vaccinated and
invites the target to sit down to wait 30
minutes which aims to anticipate the
presence of AEFI [9].

In the Regulation of the Minister of
Health Number 10 of 2021 article 21 states
that the vaccination program service is
carried out at health service facilities owned
by the central government, regional
government, or the public/private sector,
which meet the requirements [10]. The place
for providing information about COVID-19
vaccination.

The results of the study have not fully
compliance  with  the provisions of
Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999.
In the regulation, it is emphasized that
medical information is provided in a
conducive room, meaning that it is not
disturbed by other parties, so that medical
information can be well received by
patients/families. Given that the place for
providing medical information in various
places, must provide a special place/room for
its implementation [11].

This is supported by Health Minister
Regulation No. 290/2008, article 17
paragraph (2) it is emphasized that health
service facilities are responsible for
implementing the approval for medical
(medical) actions. The provisions of article
17 are supported by article 18 paragraph (2)
that in order to improve the quality of health
services, the health office needs to supervise
the implementation of these services [12].
The availability of this room provides a sense
of comfort for patients to convey very
personal matters, as well as health workers
will provide in-depth explanations, including
if there are things that are patient
confidentiality, thus confidentiality can be
guaranteed.

Implementation of Informed Consent for
COVID-19 Vaccination

The results of the above research will
be in line with the policies of the ministry of
health. Based on Health Minister Regulation
no 290/Menkes/Per/111/2008 and
Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999,
the method of delivering an explanation by
the responsible health worker is distinguished
by, (a) an explanation that is delivered orally,
(b) an explanation that is delivered in writing.
This provision provides an opportunity for
health workers to choose whether to only
convey verbally or both. According to the
results of the study, there were no health
workers who provided written and verbal
explanations.
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However, these results conclude that
the informants agree that if the information is
explained, it should be written first and then
explained orally. Written information and
explained orally will be easier to understand
and can be read again. Written information
will provide information certainty and legal
certainty, because it can be authentically
proven. Oral information has various
weaknesses, firstly the lack of clarity of
medical information, and weak as evidence,
so that written information and verbally
explained will reduce this [13].

It is implied that written information is
better than oral, to improve understanding of
patients/families health workers can use
assistive devices, such as leaflets or other
forms of publication if they can help provide
detailed information [14]. Based on this
explanation, it can be concluded that the
explanation with the aids is expected to be
more effective, especially if the information
in writing is certainly easier to understand,
because it can be re-read. Written information
can be a good document, so that it can be used
as strong evidence, can protect interested
parties, therefore it is necessary to review
various policies which state that medical
information is submitted orally, and in
writing only as a complement [15].
Information should be submitted in writing
and explained orally, not the other way
around [16].

Thus, when viewed from the contents of
the informed consent explained to the patient,
it turns out that all of them have not been
informed, because there are still things that
have not been explained, such as procedures
for action, previous medical history.
Informed consent of the COVID-19 vaccine
was not given in the first and second doses.
However, the majority are given in the first
dose. Every medical action must provide a
consent form to the patient as proof of
approval for medical action. The information
provided by health workers at the time of
vaccinating COVID-19 did not provide a

complete explanation. There is of informed
consent still a lack, so the explanation given
to the patient is still limited. This needs to be
improved in the form of an informed consent
form with more complete fields so that all
information related to information that has
not been submitted can be written in full on
the form of informed consent.

Acknowledgements

Implementation of COVID-19 vaccination can
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years, the implementation of informed consent
for COVID-19 vaccination is not in accordance
with applicable laws and regulations, namely the
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and regulations.

References

1.

3.

Royal College of Obstetricians and
Gynecologists UK. (2020). Coronavirus
(COVID-19) infection in pregnancy:
Information for health care professionals.
[Online].; 2020. Available from:
https://www.rcog.org.uk/globalassets/docum
ents/guidelines/2020-03-21-cov.

Strategies and plans. (2020). strategic
preparedness and response plan [website].
[Online].; 2020 [cited 16 October 2020].
Auvailable from:
(https://www.who.int/emergencies/diseases/
novel-coronavirus-2019/strategies-and-plans
Vivilaki V. G., Asimaki E. (2020).
Respectful midwifery care during the
COVID-19 pandemic. European Journal of
Midwifery. 2020 April; 4.
http://doi:10.18332/ejm/120070

4. Hanahoe, M. (2020). Midwifery-ied care can

lower caesarean section rates according to the


https://www.rcog.org.uk/globalassets/documents/guidelines/2020-03-21-cov
https://www.rcog.org.uk/globalassets/documents/guidelines/2020-03-21-cov
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/strategies-and-plans
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/strategies-and-plans
http://doi:10.18332/ejm/120070

10.

29

robson teh group classification system. Eur J
Midwifery. 2020 March; 4: p. 1-5.
http://doi:10.18332/ejm/119164

Astuti, N. P., Nugroho, E. G. Z., Lattu, J. C.,
Potempu, I. R., & Swandana, D. A. (2021).
Community perception of accepted COVID-
19: Literature Review. Jurnal Keperawatan,
13(3), 569-580.

Global surveillance for human infection with
coronavirus disease (COVID-19) [website].
[Online].; 2020 [cited 2020 October 20].
Available from:
https://www.who.int/publications-
detail/global-surveillance-for-human-
infection-with-novel-coronavirus-(2019-
ncov)

International Confederation of Midwives.
(2020). Women's right in childbirth must be
upheld during the coronavirus pandemic.
[Online].; 2020 [cited 2020 October 18].
Auvailable from:
https://www/internationalmidwife.co.id.
Hanahoe, M. (2020). Midwifery-ied care can
lower caesarean section rates according to the
robson teh group classification system. Eur J
Midwifery. 2020 March; 4: p. 1-5.
doi:10.18332/ejm/119164

Health Minister regulation (2020). About
Novel Coronavirus (NCOV). Diakses dari :
https://www.kemkes.go.id/resources/COVI
D-19.pdf

Health Minister regulation (2021). No. 10,
2021, Implementation Vaccine program for
managing Corona Virus Disease 2019
(COVID-19).

11

12.

13.

14.

15.

16.

Decision Director Medical Services (1999).
No. HK.00.06.3.5.1866/1999  Guideline
Informed Consent Medical Intervention.
Health Minister regulation (2008). No.
290/Menkes/Per/111/2008. Informed Consent
Medical Intervention.

K. Kelland, and S. Nebehay. (2020). WHO
officials rethink epidemic messaging amid
pandemic debate. [Online].; 2020,313 [cited
2020 October 19]. Available from:
https://www.reuters.com/article/us-health-
coronavirus-who-messaging-insi/who-
officials-rethink-epidemic-messaging-amid-
pandemic-debate-idUSKBN2101AY
UNFPA and COVID 19. Website . [Online].;
2020. Auvailable from:
https://www/unfpa.org/covid19

Damayanti FN, Riafisari AA, Ngestiningrum
AH. (2022). A Literature Review on the
Vaccination of COVID-19 in Pregnant and
Breastfeeding Women: Effectiveness and
Safety. Open Access Maced J Med Sci
[Internet]. 2021 Aug. 21 [cited 2022 Apr.
29];9(F):234-7.
https://oamjms.eu/index.php/mjms/article/vi
ew/6651

Paul, E., Brown, G. W., Kalk, A., & Ridde,
V. (2021). Playing vaccine roulette: Why the
current strategy of staking everything on
Covid-19 vaccines is a high-stakes
wager. Vaccine, 39(35), 4921-4924.
https://doi.org/10.1016/j.vaccine.2021.07.04
5



http://doi:10.18332/ejm/119164
https://www.who.int/publications-detail/global-surveillance-for-human-infection-with-novel-coronavirus-(2019-ncov)
https://www.who.int/publications-detail/global-surveillance-for-human-infection-with-novel-coronavirus-(2019-ncov)
https://www.who.int/publications-detail/global-surveillance-for-human-infection-with-novel-coronavirus-(2019-ncov)
https://www.who.int/publications-detail/global-surveillance-for-human-infection-with-novel-coronavirus-(2019-ncov)
https://www/internationalmidwife.co.id
http://doi:10.18332/ejm/119164
https://www.kemkes.go.id/resources/COVID-19.pdf
https://www.kemkes.go.id/resources/COVID-19.pdf
https://www.reuters.com/article/us-health-coronavirus-who-messaging-insi/who-officials-rethink-epidemic-messaging-amid-pandemic-debate-idUSKBN2101AY
https://www.reuters.com/article/us-health-coronavirus-who-messaging-insi/who-officials-rethink-epidemic-messaging-amid-pandemic-debate-idUSKBN2101AY
https://www.reuters.com/article/us-health-coronavirus-who-messaging-insi/who-officials-rethink-epidemic-messaging-amid-pandemic-debate-idUSKBN2101AY
https://www.reuters.com/article/us-health-coronavirus-who-messaging-insi/who-officials-rethink-epidemic-messaging-amid-pandemic-debate-idUSKBN2101AY
https://www/unfpa.org/covid19
https://oamjms.eu/index.php/mjms/article/view/6651
https://oamjms.eu/index.php/mjms/article/view/6651
https://doi.org/10.1016/j.vaccine.2021.07.045
https://doi.org/10.1016/j.vaccine.2021.07.045

30

g8 &

Scertfic Foundution SPR0S0, Skoppe. fleputite of Macedons
Opmn Aczaas Macecomian Journal of Meccal Somscus. 222 Fut 05 106114

P
i &
I

Analysis of the Implementation of Informed Co

nt COVID-19

Vaccination in the Semarang City Region

Fitnani Nur Damayanti®
Dep of 272, Unii M, oo, g, S g, Ind
Abstract
Ettat by: Informed consent is & process of
ot o that afion leads to ag! or
VD ¢ and ask questions balore COVID-19

Sevmpnryfiael feen e i carried out, tha City Haaith Servics ad

ey oy ¥ Sl 53 37 $0¢0nd 00565 of tha COVID-10 vi i

Coppaght: & 3023 Fanws tas Daaywts

ofvGd mnnmwms-m
o Informed CONSENt in avery madcal action

tation of informed consant for COVID-19 vaccination

Puaiug: T et G 161 acaten 0y e
acwen
The amans

Opn ACCHIE: Tha & 1 cpw0 ikl Ml SebEai
e ¥m v of e Crustvn Aveason
MonCommmerial 4 § oo Liosss (G BTAL 4 0)

PrOCRSS wilh

doses, Howaver, magpaty
Provided by health workers at the §me of vacdnating COVID-19 dd not provide
10 the patent is antuch 10 expiain what & Impartant and more orally

is eligitie given 10 man and women aged 18-60 yoars as long as thore is
19 vaccine ghven must be daliver all information about COVID-19 vaccing.

16 vacanason is Imponant roke during masshe of COVID-10 vaccinason

mmmuwunmunm maht‘m cose, and
mmlnmwt“‘
" st incomplets. 50 It has not bean Ady Informad 10 pationts and will make patient conlusad.

:itis

10 ovakssto the

Introduction

ic has become one of
tomddheellh[i] Health

of informed consant 10 504 tha suttabiity

tation with the kaws and regulations.

implementation of the COVID-19 vaccine [3]. The use
of informed consent for the COVID-19 vaccine in health
workers is still very low [4].

The flow in the impk jon of

administration is Table 1: registration, Table 2:

are i /ing, b they
sligrns misinformation, and
limited health-care elivaty 2.

In the data analysis report, it was found that
in more than 80 countries the number of deaths due
to COVID-19. The vaccine in Semarang City has been

rried out, the g City Health Service noted,
there are 1,216,650 people who have received the first
and second doses of the COVID-19 vaccine. The use
of informed consent in the COVID-19 vaccine is still
very low. It was found that 80% of COVID-19 vaccines
used incomplete inf d in every

Himal

g. Table 3: . and Table 4: recording
and observation. There is no legality in the use of
informed consent in the COVID-19 vaccine [5].

With this backg d, it is y to have
legal inf C for the impl ion of the
COVID-19 ine progr in the g City
Region.

Objective of study

Thepmposaofhs(udywmlodatermm
the i of d for COVID-19

action. There is a need for informed consent in the

vmhm in the Semarang City Region.
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Materials and Methods

Type of research

This study was descriptive study with survey
approach. This research was conducted in the city of
Semarang. This research will describe of i

Places to Provide Information on COVID-19
Vaccinations

Table 2 showed the research conducted on
100 respondents who vaccinated against COVID-19.

Table 2: Distribution of places to provide Information on
COVID-19 vaccinations

of implementation informed consent COVID-19
Vaccine.

Sample

The size sample is 100 people who have met
the inclusion and exclusion criteria. The carried outby
ofa pling non-probability pling
was using purposi pling, ,',which'sa

that the jofiydrespmdents
pthe hospitals, health

technique with certain considerati made by the
researcher himself, based on ch isti ly
that he had already done a d dose of ine and

also with the characteristics of the population that had
been previously known.

Instruments

The research instrument used is a
questionnaire. Questionnaire was develo| to
h 2 of  impk 2 tat o ol
COoVID-19 ination. Questk ire was r
validity and reliability.

Data analysis

The data will be ical
tests, then will be d and
qualitatively.
Results

B d on e 1 shows that the majority
of respondel by 60% and aged between
26 and 35 years by 33%. The implementation of the
COVID-19 i can be ied out on men and

women over the age of 18 years.

40 40
L 0

’

-4t = m
246 3t pil b
Sasc Pory Foccasmed i 2001

ing COVID-19 vaccinations
in hosptrals health centers, and sub-
r, according to the results of the
carried out vaccinations in other
aces narne'y in government and private institutions
| hadoolsbotdsdmmmﬂealmmceandhad
i for the ' of COVID-19

Result of validity and reliability
questionnaire

The answers to each group of respondents
were tested for validity and reliability tests for. The
validity test uses the Pearson Correlation test to obtain
an average value of r calculated which is then the

ge value of r calculated is P ‘wimthevalue

of r table to that the questi
are valid (valid). While the rahabilty test (rshdmity) of
the instrument used the Cronbach's alpha test to obtain
the results of the Cronbach's alpha average value which
was usad to determine that the survey instrument was
reliable (reliable).

The following is the results of the validity and
reliability tests:

Validity questionnaire
From the existing data, the output of the
lation value b jon items and the

total is obtained. msvduewtlmanbeoon'lpamdwm
the value of r..,. f... is sought at a significance of 0.05
with (n) 30. Then, we get an r,,, of 0.361. From the
output of the c lation value b the i

items and the total, nmbeseenin&n"rotal'lim.
r ly, the P lation value. The Pearson

lation value in each variable is more than the r_.,

Nips Joamyrs suindes phoimgmsindax
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value. Hence, it can be concluded that all question
items can be declared valid.

vaccination program service is carried out at health
service facilites owned by the central government,
regional government, or the public/private sector, which
meet the requirements [10]. The place for providing

The results of the study have not fully

Reliability questionnaire information about COVID-19 vaccination.
TFekstany Sutwaca
Crorbach s Ava » Apha Hesect om Barrm Numier of e di with the

of Kep. Dir. Yanmedis

[Eil] [Ril] 12

The basis for making decisions on reliability
tests usually uses the 0.6 limit. according to now (1992),
reliability less than 0.6 is notgood, while 0.7 is acceptable
and above 0.8 is good. Based on the reliability statistics
table, Cronbach's alpha value is 0.719, so it can be
sald to be reliable, because Cronbach's alpha value is
> 0.07. Henca, it can be concluded that the data from
the questionnaire can be trusted.

Discussion

Implementation of informed consent
vaccinations COVID-19

Based on research conducted on 100
respondents which were vaccinated COVID-19, it can
be seen that:

Places for giving COVID-19 vaccin
information places for giving COVID-19

centers, sub-districts, and
according to the results ofthe s
out vaccinations in other plaé
and private institutions that ha
Health Office and had
acceleration of COVID-

onoossmaemm In the regulation, it is

d that

article 17 are supported by
that to improve the quality of
5 #alth office needs to supervise the

of!hase services [12]. The avdlwity

ey very personal matters, as well as health

of infc d for

COVID-19 vaccination

The results of the above research will be in
ine with the policies of the ministry of health. Based on
Health Minister Regulation no 200/Menkes/Per/lII/2008
and Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999, the

thod of delivering an explanation by the responsibl

health worker is dstingmshed by, (a) an explanation
that is delivered orally and (b) an explanation that
is delivered in writing. This provision provides an
opportunity for health workers to choose whether to
only convey verbally or both. According to the results of
the study, there were no health workers who provided
written and verbal explanations.

However, these results conclude that the
informants agree that if the information is explained,
it should be written first and then explained orally.

one of the vaccination requirements is beingin ~ Written  inf and d orally will be

good health. easier to understand and can be read again. Written
. Table 3 is ied out by ical p lto  inf ion will provide inf i cenantyandlegal

provide vaccinati g to the provisi inty, b it can be h Y

of the dose and hod of admini has various weaknesses, flsﬂythelaokof
. Table 4 where the officer records the targetthat  clarity of medical information, and weak as evidence,

has been vaccinated and invites the target to

sit down to wait 30 min which aims to anticipate

the presence of AEFI [9].

in the Regulation of the Minister of Health
Number 10 of 2021, article 21 states that the

s0 that written inft jon and verbally exp d will
reduce this [13].

It is implied hﬂwnﬂan information is better
than oral, to i g of pati families

hsdmmrkmcanuseassslmdevm such as

Open Access Maced J Med Sd. 2022 Feb 03, 10(E) 1.3,
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Thus, when viewed from the contents of the
d consent d to the p . it turns out

thstalloflhsmhavenotbeenhformed becauaelham
are still things that have not been explained, such as

to understand, because it can be re-read. Written
niotmahoncmbeagooddomxmntaoﬁutlimbe
usedasslrong id can pi

i for action and previous medical history.
Irlumed consent of the COVID-19 vaccine was not
ﬁvenmmeﬁmmduomddoses However, the

p
o |

fore, it is ytom\new

j ngvanlnmeﬂmdue Every medical action
must provide a t form to the patient as proof of

whnd:mﬂmtmedrdiﬁonnaﬂmmwbmﬂbdordly
and in writing only as a complement [15]. Information
should be submitted in writing and explained orally, not
the other way around [16].

apwwa”wmedmlaebon The information provided
by health workers at the time of vaccinating COVID-19
did not provide a complete explanation. There is
of informed consent still a lack. so the explanation

euindax
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given to the patient is still limited. This needs to be covip-19 Eur J y. 2020,4:8. hitgeik
improved in the form of an informed consent form with 01g/10.18332/ejm 120070
more complete fields so that all information related to PMic:33537610
information that has not been submitted can be written 4. Hanahoe M. Midwifery-ied care can lower caesarean section
in full on the form of informed consent. rates according %o the Robson Teh classification system.

Conclusion 6.
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Abstract

Introduction: Informed consent is a process of communication between patient and your
health care provider that often leads to agreement or permission for COVID-19
vaccination procedure. Every patient has the right to get information and ask questions
before COVID-19 vaccination procedures. The vaccine in Semarang City has been
carried out, the Semarang City Health Service noted, there are 1.216.650 people who
have received the first and second doses of the COVID-19 vaccine. Implementation of
informed consent in the COVID-19 vaccine is still very low. It was found that 80% of
COVID-19 vaccines used incomplete informed consent in every medical action.

AIM: The purpose of this study was to determine the implementation of informed
consent for COVID-19 vaccination in the Semarang City Region.

Methods: Observational study, with descriptive approach. 100 sample taken as
purposive sample, with random sampling technique, namely a sampling technique with
certain considerations by the researchers themselves. Instrument research used is
questionnaire. Data collected has process with descriptive analysis.

Result: Informed consent of COVID-19 vaccination was explained to the patient, but not
all informed well, because there were still things that had not been explained, such as
procedures for action, previous medical history. Informed consent of the COVID-19
vaccine was not given in the first and second doses. However, the majority are given in
the first dose. The information provided by health workers at the time of vaccinating
COVID-19 did not provide a complete explanation. The explanation to the patient is
enough to explain what is important and more orally.

Discussion: COVID-19 vaccination is eligible given to men and women aged 18-60
years as long as there is no contra indication. Before COVID-19 vaccine given, must be
deliver all information about COVID-19 vaccine, according with the laws and
regulations.

Conclusion: Informed consent COVID-19 vaccination is important role during massive
of COVID-19 vaccination program. Within informed consent, patient will get full the
information of the indication, contra indication, dose and side effect of COVID-19
vaccine. With all information get, patient will be decide accepted or rejected to this
procedure. If informed consent is still incomplete, so it has not been fully informed to
patients and will make patient confused.

Recommendation: It is recommended to evaluate the implementation of informed
consent to see the suitability of its implementation with the laws and regulations.

Keywords: Informed Consent, COVID-19 Vaccination



Introduction

The COVID-19 pandemic has become one of
the most important threats to world health [1].
Health systems around the world are improving
because they are exacerbated by fear, stigma,
misinformation and limited health care delivery [2].

In the data analysis report, it was found that in
more than 80 countries the number of deaths due to
COVID-19. The vaccine in Semarang City has been
carried out, the Semarang City Health Service
noted, there are 1,216,650 people who have received
the first and second doses of the COVID-19 vaccine.
The use of informed consent in the COVID-19
vaccine is still very low. It was found that 80% of
COVID-19 vaccines used incomplete informed
consent in every medical action. There is a need for
informed consent in the implementation of the
COVID-19 vaccine [3]. The use of informed
consent for the COVID-19 vaccine in health
workers is still very low [4].

The flow in the implementation of vaccine
administration is table 1: registration, table 2:
screening, table 3: vaccination, table 4: recording
and observation. There is no legality in the use of
informed consent in the COVID-19 vaccine [5].

With this background, it is necessary to
have legal informed consent for the implementation
of the COVID-19 vaccine program in the Semarang
City Region.

Objective of study

The purpose of this study was to determine
the implementation of informed consent for
COVID-19 vaccination in the Semarang City
Region.

Materials And Methods

1. Type of research

Descriptive study with Survey approach.
This research was conducted in the city of
Semarang. This research will describe of
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determinant of implementation informed consent
COVID-19 Vaccine.

2. Sample

The size sample is 100 people who have met
the inclusion and exclusion criteria. The carried out
by means of a sampling non-probability sampling
technique was using purposive sampling, sampling
which is a technique with certain considerations
made by the researcher himself, based on
characteristics, namely that he had already done a
second dose of vaccine and also with the
characteristics of the population that had been
previously known.

3. Instruments

The research instrument used is a
questionnaire. Questionnaire was developed to
determine of implementation informed consent
COVID-19 Vaccination. Questionnaire was tested
for validity and reliability.

4. Data analysis

The data will be analyzed using statistical tests,
then will be described quantitatively and
qualitatively.

Results

1. Characteristics of Respondents

Bas Based on the table 1 above shows the
majority of respondents are female by 60% and aged
between 26-35 years by 33%. The implementation of
the COVID-19 vaccination can be carried out on men
and women over the age of 18 years.

Table 1
Distribution of Respondents



100 respondents who vaccinated against COVID-

Characteristics f %

Gender
Male 40 40
Female 60 60
Age
19-25 21 21
26-35 33 33
36-45 25 25
= =246 21 21

Source: Primary Data Processed in 2021

2. Places to Provide Information on COVID-19

Vaccinations

Table 2 showed the research conducted on

19.
Table 2
Distribution of places to provide information on
COVID-19 vaccinations

Vaccines Setting Places F %
Hospital 17 17
PHC 8 8
Village Office 11 11
Subdistrict Office 4 4
Others 60 60

Place of information giving F %
Table 1: Registration 15 15
Tal?le 2: Screening and history 83 83
taking
Table 3: Vaccination. 1 1
Table 4: Observation post 1 1
Vaccination.
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Source: Primary Data Processed in 2021

Table 2, showed that the majority of
respondents took vaccines in places other than
hospitals, health centers, urban villages, and sub-
districts by 60% and the majority of places where
information is provided by 83% are done at the
station history taking.

Places for giving COVID-19 vaccinations
can be done in hospitals, health centers, sub-
districts and sub-districts. However, according to
the results of the study, most of them carried out
vaccinations in other places, namely in
government and private institutions that had
collaborated with the Health Office and had met
the requirements for the acceleration of COVID-
19 vaccination.

3. Result of Validity and Reliability Questionnaire

The answers to each group of respondents were
tested for validity and reliability tests for. The
validity test uses the Pearson Correlation test to
obtain an average value of r calculated which is then
the average value of r calculated is compared with
the value of r table to determine that the
questionnaire questions are valid (valid). While the
reliability test (reliability) of the instrument used the
Cronbach's Alpha test to obtain the results of the
Cronbach's Alpha average value which was used to
determine that the survey instrument was reliable
(reliable).

The following are the results of the validity and
reliability tests:



Validity Questionnaire

Table 3.1 Correlation
Questions 1 Questions 2 Questions 3 Questions 4 Questions 5 Questions 6 Questions 7 Questions 8 Questions 9 Questions 10 Questions 11 Questions 12 Total
Questions 1 Pearson Correlation 1 .099 .156 .070 457" 440" .253 .149 -.087 .087 -.062 .048 419"
Sig. (2-tailed) .604 410 712 .011 .015 177 433 .646 .647 744 799 .021
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 2 Pearson Correlation .099 1 153 147 -.019 .233 118 .328 4717 .155 191 321 .559™
Sig. (2-tailed) .604 419 438 .922 214 .536 .077 .009 415 312 .084 .001
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 3 Pearson Correlation .156 153 1 .208 705 485" .256 -.072 -124 -.016 409" .258 .581™
Sig. (2-tailed) 410 419 .269 .000 .007 173 707 513 931 .025 .168 .001
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 4 Pearson Correlation .070 .147 .208 1 .255 .254 .218 .266 .097 568" .008 .090 .526™
Sig. (2-tailed) 712 438 .269 173 176 .247 .156 .608 .001 .966 .636 .003
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 5 Pearson Correlation 457" -.019 705" .255 1 .280 .300 -.135 -.182 176 3717 .030 4997
Sig. (2-tailed) .011 .922 .000 173 .133 .108 478 .336 .352 .043 874 .005
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 6 Pearson Correlation 440" 233 4857 .254 .280 1 .235 .060 .000 .034 -191 143 502
Sig. (2-tailed) .015 .214 .007 176 .133 211 .753 1.000 .859 312 452 .005
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 7 Pearson Correlation .253 118 .256 218 .300 .235 1 618" .305 -.022 -.059 211 546"
Sig. (2-tailed) 177 .536 173 247 .108 211 .000 101 .907 757 .262 .002
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 8 Pearson Correlation .149 .328 -.072 .266 -135 .060 618" 1 4817 .098 -.142 .162 494"
Sig. (2-tailed) 433 .077 707 .156 478 .753 .000 .007 .608 .453 .393 .005
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 9 Pearson Correlation -.087 4717 =124 .097 -.182 .000 .305 4817 1 4407 .000 277 428"
Sig. (2-tailed) .646 .009 513 .608 .336 1.000 .101 .007 .015 1.000 138 .018
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 10 Pearson Correlation .087 .155 -.016 568" 176 .034 -.022 .098 440" 1 .104 .071 405"
Sig. (2-tailed) .647 415 931 .001 .352 .859 .907 .608 .015 .583 .708 .026
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 11 Pearson Correlation -.062 191 409 .008 3717 -191 -.059 -.142 .000 .104 1 .332 .384”
Sig. (2-tailed) 744 312 .025 .966 .043 312 757 .453 1.000 .583 .073 .036
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Questions 12 Pearson Correlation .048 321 .258 .090 .030 .143 211 .162 277 071 332 1 .520™
Sig. (2-tailed) 799 .084 .168 .636 .874 452 .262 .393 .138 .708 .073 .003
N 30 30 30 30 30 30 30 30 30 30 30 30 30
Total Pearson Correlation 419" .559™ 581" .526™ .499™ .502™ .546™ 494 428" 405" .384" .520™ 1
Sig. (2-tailed) .021 .001 .001 .003 .005 .005 .002 .005 .018 .026 .036 .003
N 30 30 30 30 30 30 30 30 30 30 30 30 30

*. Correlation is significant at the 0.05 level (2-tailed).
**_Correlation is significant at the 0.01 level (2-tailed).
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From the existing data, the output of the correlation value between the question items and the total is obtained. This value will then be compared with the value of
I'table , Mtable IS SOUght at a significance of 0.05 with (n) 30. Then we get an repe of 0.361. From the output of the correlation value between the question items and the
total, it can be seen in the 'Total' line, namely the Pearson correlation value. The Pearson correlation value in each variable is more than the rupe value. So, it can be
concluded that all question items can be declared valid.

Reability Questionnaire

Reliability Statistics

Cronbach's Alpha Based
Cronbach's Alpha on Standardized Items N of Items

719 .718 12

The basis for making decisions on reliability tests usually uses the 0.6 limit. according to now (1992), reliability less than 0.6 is not good, while 0.7 is acceptable and
above 0.8 is good. Based on the reliability statistics table, Cronbach's alpha value is 0.719, so it can be said to be reliable because Cronbach's alpha value is > 0.07. so
it can be concluded that the data from the questionnaire can be trusted.
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Table 3.2
Distribution of the implementation of the informed consent of vaccination COVID-19

Statement . Very informed . Quite _Sllghtly Not informed
informed informed informed
f % f % f % f % f %

Obtaining general information about COVID-19 25 o5 39 39 25 o5 8 8 3 3
Obtaining information about the use of the COVID-19
vaccine 22 22 36 36 22 22 12 12 8 8
Obta_mmg information about the brand of COVID-19 24 24 37 37 25 25 9 9 5 5
vaccine used
Getting information about vaccine doses COVID 19 2 26 30 30 28 28 10 10 6 6
Obtain information about the vaccine's effectiveness
COVID 19 16 16 34 34 34 34 9 9 7 7
Getting information about the effects of side effects after
the COVID-19 vaccine 24 24 31 31 28 28 11 11 6 6
Getting information about the screening process for the
COVID-19 vaccine 13 13 37 37 31 31 14 14 5 5
Doing th VID-1 i ith i

oing the CO 9 vaccine without coercion 28 28 33 33 25 25 10 10 4 4
Get information about the benefits of participating in the
COVID-19 vaccination 21 21 32 32 28 28 13 13 6 6
The COVID-19 vaccine approval sheet is given at the first
and second doses 23 23 21 21 35 35 16 16 5 5
Information in the consent form submitted verbally and in
writing 19 19 37 37 21 21 17 17 6 6

Source: Primary Data Processed in 2021



Discussion

Implementation  of

Informed Consent

Vaccinations COVID-19

Based on research conducted on 100

respondents were vaccinated COVID-19, it can
be seen that:

il

1. Places for Giving COVID-19 Vaccination

Information Places for giving COVID-19

Vaccinations can be done in hospitals,
health centers, sub-districts and sub-districts.
However, according to the results of the
study, most of them carried out vaccinations
in other places, namely in government and
private institutions that had collaborated with
the Health Office and had met the
requirements for the acceleration of COVID-
19 vaccination.

The COVID-19 vaccination flow
services divided into 4 station:

. Table 1 for registration of vaccination
targets and recording or verifying data
by mobile officers.

e Table 2 is for screening, history taking,
education where it aims to ensure the
vaccination target is in good health
because one of the vaccination
requirements is being in good health.

e Table 3 is carried out by medical
personnel to provide vaccinations
according to the provisions of the dose
and method of administration.

e Table 4 where the officer records the
target that has been vaccinated and
invites the target to sit down to wait 30
minutes which aims to anticipate the
presence of AEFI [9].

In the Regulation of the Minister of
Health Number 10 of 2021 article 21 states
that the vaccination program service is
carried out at health service facilities owned
by the central government, regional
government, or the public/private sector,
which meet the requirements [10]. The place
for providing information about COVID-19
vaccination.

The results of the study have not fully
compliance  with  the provisions of
Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999.
In the regulation, it is emphasized that
medical information is provided in a
conducive room, meaning that it is not
disturbed by other parties, so that medical
information can be well received by
patients/families. Given that the place for
providing medical information in various
places, must provide a special place/room for
its implementation [11].

This is supported by Health Minister
Regulation No. 290/2008, article 17
paragraph (2) it is emphasized that health
service facilities are responsible for
implementing the approval for medical
(medical) actions. The provisions of article
17 are supported by article 18 paragraph (2)
that in order to improve the quality of health
services, the health office needs to supervise
the implementation of these services [12].
The availability of this room provides a sense
of comfort for patients to convey very
personal matters, as well as health workers
will provide in-depth explanations, including
if there are things that are patient
confidentiality, thus confidentiality can be
guaranteed.

Implementation of Informed Consent for
COVID-19 Vaccination

The results of the above research will
be in line with the policies of the ministry of
health. Based on Health Minister Regulation
no 290/Menkes/Per/111/2008 and
Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999,
the method of delivering an explanation by
the responsible health worker is distinguished
by, (a) an explanation that is delivered orally,
(b) an explanation that is delivered in writing.
This provision provides an opportunity for
health workers to choose whether to only
convey verbally or both. According to the
results of the study, there were no health
workers who provided written and verbal
explanations.
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However, these results conclude that
the informants agree that if the information is
explained, it should be written first and then
explained orally. Written information and
explained orally will be easier to understand
and can be read again. Written information
will provide information certainty and legal
certainty, because it can be authentically
proven. Oral information has various
weaknesses, firstly the lack of clarity of
medical information, and weak as evidence,
so that written information and verbally
explained will reduce this [13].

It is implied that written information is
better than oral, to improve understanding of
patients/families health workers can use
assistive devices, such as leaflets or other
forms of publication if they can help provide
detailed information [14]. Based on this
explanation, it can be concluded that the
explanation with the aids is expected to be
more effective, especially if the information
in writing is certainly easier to understand,
because it can be re-read. Written information
can be a good document, so that it can be used
as strong evidence, can protect interested
parties, therefore it is necessary to review
various policies which state that medical
information is submitted orally, and in
writing only as a complement [15].
Information should be submitted in writing
and explained orally, not the other way
around [16].

Thus, when viewed from the contents of
the informed consent explained to the patient,
it turns out that all of them have not been
informed, because there are still things that
have not been explained, such as procedures
for action, previous medical history.
Informed consent of the COVID-19 vaccine
was not given in the first and second doses.
However, the majority are given in the first
dose. Every medical action must provide a
consent form to the patient as proof of
approval for medical action. The information
provided by health workers at the time of
vaccinating COVID-19 did not provide a

complete explanation. There is of informed
consent still a lack, so the explanation given
to the patient is still limited. This needs to be
improved in the form of an informed consent
form with more complete fields so that all
information related to information that has
not been submitted can be written in full on
the form of informed consent.
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for COVID-19 vaccination in the Semarang City Region.

Methods: Observational study, with descriptive approach. 100 sample taken as purposive
sample, with random sampling technique, namely a sampling technique with certain
considerations by the researchers themselves. Instrument research used is questionnaire.
Data collected has process with descriptive analysis.

Result: Informed consent of COVID-19 vaccination was explained to the patient, but not
all informed well, because there were still things that had not been explained, such as
procedures for action, previous medical history. Informed consent of the COVID-19 vaccine
was not given in the first and second doses. However, the majority are given in the first dose.
The information provided by health workers at the time of vaccinating COVID-19 did not
provide a complete explanation. The explanation to the patient is enough to explain what is
important and more orally.

Discussion: COVID-19 vaccination is eligible given to men and women aged 18-60 years
as long as there is no contra indication. Before COVID-19 vaccine given, must be deliver
all information about COVID-19 vaccine, according with the laws and regulations.

Conclusion: Informed consent COVID-19 vaccination is important role during massive of
COVID-19 vaccination program. Within informed consent, patient will get full the
information of the indication, contra indication, dose and side effect of COVID-19 vaccine.
With all information get, patient will be decide accepted or rejected to this procedure. If
informed consent is still incomplete, so it has not been fully informed to patients and will
make patient confused.

Recommendation: It is recommended to evaluate the implementation of informed consent
to see the suitability of its implementation with the laws and regulations.
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Introduction

The COVID-19 pandemic has
become one of the most important threats
to world health [1]. Health systems
around the world are improving because
they are exacerbated by fear, stigma,
misinformation and limited health care
delivery [2].

In the data analysis report, it was
found that in more than 80 countries the
number of deaths due to COVID-19. The
vaccine in Semarang City has been
carried out, the Semarang City Health
Service noted, there are 1,216,650 people
who have received the first and second
doses of the COVID-19 vaccine. The use
of informed consent in the COVID-19
vaccine is still very low. It was found that
80% of COVID-19 vaccines used
incomplete informed consent in every
medical action. There is a need for
informed consent in the implementation
of the COVID-19 vaccine [3]. The use of
informed consent for the COVID-19
vaccine in health workers is still very low
[4].

The flow in the implementation of
vaccine administration is table 1
registration, table 2: screening, table 3:
vaccination, table 4: recording and
observation. There is no legality in the use
of informed consent in the COVID-19
vaccine [5].

With this background, it is
necessary to have legal informed consent
for the implementation of the COVID-19
vaccine program in the Semarang City
Region.

Objective of study

The purpose of this study was to
determine  the implementation  of
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informed consent for COVID-19
vaccination in the Semarang City Region.

Materials And Methods

5. Type of research

Descriptive study with Survey
approach. This research was conducted
in the city of Semarang. This research
will  describe of determinant of
implementation  informed  consent
COVID-19 Vaccine.

6. Sample

The size sample is 100 people who
have met the inclusion and exclusion
criteria.

The carried out by means of a
sampling non-probability sampling
technigue was using  purposive
sampling, sampling which is a
technique with certain considerations
made by the researcher himself, based
on characteristics, namely that he had
already done a second dose of vaccine
and also with the characteristics of the
population that had been previously
known.

7. Instruments

The research instrument used is a
questionnaire.  Questionnaire  was
developed to determine of
implementation informed  consent
COVID-19 Vaccination. Questionnaire
was tested for validity and reliability.

8. Data analysis
The data will be analyzed using
statistical tests, then will be described
quantitatively and qualitatively.



Results

2. Characteristics of Respondents

Bas Based on the table 1 above
shows the majority of respondents are
female by 60% and aged between 26-35
years by 33%. The implementation of
the COVID-19 vaccination can be
carried out on men and women over the
age of 18 years.

Table 1
Distribution of Respondents

Characteristics f %

Gender
Male 40 40
Female 60 60

Age

19-25 21 21
26-35 33 33
36-45 25 25
=246 21 21

Source: Primary Data Processed in 2021

4. Places to Provide Information on
COVID-19 Vaccinations
Table 2 showed the research
conducted on 100 respondents who
vaccinated against COVID-19.
Table 2
Distribution of places to provide

information on COVID-19
vaccinations

Vaccines Setting Places F %
Hospital 17 17
PHC 8 8
Village Office 11 11
Subdistrict Office 4 4
Others 60 60

Place of information giving F %
Table 1: Registration 15 15
T_able 2: Sgreenmg and 83 83
history taking
Table 3: Vaccination. 1 1
Table 4: Observation post

- 1 1
Vaccination.

Source: Primary Data Processed in 2021

Table 2, showed that the majority
of respondents took vaccines in places
other than hospitals, health centers,
urban villages, and sub-districts by
60% and the majority of places where
information is provided by 83% are
done at the station history taking.

Places for giving COVID-19
vaccinations can be done in hospitals,
health centers, sub-districts and sub-
districts. However, according to the
results of the study, most of them
carried out vaccinations in other places,
namely in government and private
institutions that had collaborated with
the Health Office and had met the
requirements for the acceleration of
COVID-19 vaccination.

5. Result of Validity and Reliability
Questionnaire

The answers to each group of
respondents were tested for validity and
reliability tests for. The validity test
uses the Pearson Correlation test to
obtain an average value of r calculated
which is then the average value of r
calculated is compared with the value
of r table to determine that the
questionnaire questions are valid
(valid).

While  the reliability  test
(reliability) of the instrument used the
Cronbach's Alpha test to obtain the
results of the Cronbach's Alpha average
value which was used to determine that
the survey instrument was reliable
(reliable).

From the existing data, the output
of the correlation value between the
question items and the total is obtained.
This value will then be compared with



the value of r table, r table is sought at
a significance of 0.05 with (n) 30. Then
we get an r table of 0.361. From the
output of the correlation value between
the question items and the total, it can
be seen in the 'Total' line, namely the
Pearson correlation value. The Pearson
correlation value in each variable is
more than the r table value. So, it can be
concluded that all question items can be
declared valid.

The basis for making decisions on
reliability tests usually uses the 0.6 limit.
according to now (1992), reliability less
than 0.6 is not good, while 0.7 is acceptable
and above 0.8 is good. Based on the

reliability statistics table, Cronbach's alpha
valueis 0.719, so it can be said to be reliable
because Cronbach's alpha value is >0.07. so
it can be concluded that the data from the
questionnaire can be trusted.

The basis for making decisions on
reliability tests usually uses the 0.6 limit.
according to now (1992), reliability less
than 0.6 is not good, while 0.7 is acceptable
and above 0.8 is good. Based on the
reliability statistics table, Cronbach's alpha
valueis 0.719, so it can be said to be reliable
because Cronbach's alpha value is >0.07. so
it can be concluded that the data from the
questionnaire can be trusted.

The following are the results of the validity and reliability tests:

Table 3.1 Correlation and Reliability Test
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Validity Test Reliability test
Pearson Cronbach's Alpha
Correlation to total Sig (2 tail) N Cronbach’s Based (?n
Question Alpha Standardized
Items

Question 1 0.419 0.021 30

Question 2 0.559 0.001 30

Question 3 0.581 0.001 30

Question 4 0.526 0.003 30

Question 5 0.499 0.005 30

Question 6 0.502 0.005 30 0.719 0.718

Question 7 0.546 0.002 30

Question 8 0.494 0.005 30

Question 9 0.428 0.018 30

Question 10 0.405 0.026 30

Question 11 0.384 0.036 30




Question 12 0.52 0.003 30

Source: Primary Data Processed in 2021

Table 3.2

Distribution of the implementation of the informed consent of vaccination COVID-19

Statement . Vvery informed . Quite _Sllghtly Not informed
informed informed informed
f % f % f % f % f %
Obtaining general
information about 25 25 39 39 25 25 8 8 3 3
COVID-19
Obtaining information
about the use of the 22 22 36 36 22 22 12 12 8 8

COVID-19 vaccine

Obtaining information
about the brand of 24 24 37 37 25 25 9 9 5 5
COVID-19 vaccine used

Getting information about

vaccine doses COVID 19 26 26 30 30 28 28 10 10 6 9

Obtain information about
the vaccine's effectiveness 16 16 34 34 34 34 9 9 7 7
COVID 19

Getting information about
the effects of side effects
after the COVID-19
vaccine

24 24 31 31 28 28 11 11 6 6

Getting information about
the screening process for 13 13 37 37 31 31 14 14 5 5
the COVID-19 vaccine

Doing the COVID-19

vaccine without coercion 28 28 33 33 25 25 10 10 4 4

Get information about the
benefits of participating in 21 21 32 32 28 28 13 13 6 6
the COVID-19 vaccination

The COVID-19 vaccine
approval sheet is given at 23 23 21 21 35 35 16 16 5 5
the first and second doses

Information in the consent
form submitted verbally 19 19 37 37 21 21 17 17 6 6
and in writing

Source: Primary Data Processed in 2021
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Discussion

Implementation of Informed Consent
Vaccinations COVID-19

100

Based on research conducted on
respondents  were  vaccinated

COVID-19, it can be seen that:
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3. Places for Giving COVID-19

Vaccination Information Places for
giving COVID-19

Vaccinations can be done in
hospitals, health centers, sub-districts
and sub-districts. However, according
to the results of the study, most of
them carried out vaccinations in other
places, namely in government and
private  institutions that  had
collaborated with the Health Office
and had met the requirements for the
acceleration of COVID-19
vaccination.

The COVID-19 vaccination
flow services divided into 4 station:

. Table 1 for registration of
vaccination targets and recording
or verifying data by mobile
officers.

. Table 2 is for screening,
history taking, education where it
aims to ensure the vaccination
target is in good health because
one of the vaccination
requirements is being in good
health.

. Table 3 is carried out by
medical personnel to provide
vaccinations according to the
provisions of the dose and
method of administration.

. Table 4 where the officer
records the target that has been
vaccinated and invites the target
to sit down to wait 30 minutes

which aims to anticipate the
presence of AEFI [9].

In the Regulation of the Minister
of Health Number 10 of 2021 article
21 states that the vaccination program
service is carried out at health service
facilities owned by the central
government, regional government, or
the public/private sector, which meet
the requirements [10]. The place for
providing information about COVID-
19 vaccination.

The results of the study have not
fully compliance with the provisions
of Kep.Dir.Yanmedis
HK.00.06.3.5.1866/1999. In the
regulation, it is emphasized that
medical information is provided in a
conducive room, meaning that it is not
disturbed by other parties, so that
medical information can be well
received by patients/families. Given
that the place for providing medical
information in various places, must
provide a special place/room for its
implementation [11].

This is supported by Health
Minister Regulation No. 290/2008,
article 17 paragraph (2) it is
emphasized that health service
facilities are  responsible  for
implementing the approval for
medical (medical) actions. The
provisions of article 17 are supported
by article 18 paragraph (2) that in
order to improve the quality of health
services, the health office needs to
supervise the implementation of these
services [12]. The availability of this
room provides a sense of comfort for
patients to convey very personal
matters, as well as health workers will
provide  in-depth  explanations,
including if there are things that are
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patient confidentiality, thus
confidentiality can be guaranteed.

Implementation  of  Informed
Consent for COVID-19
Vaccination

The results of the above
research will be in line with the
policies of the ministry of health.
Based on Health Minister Regulation
no 290/Menkes/Per/111/2008 and
Kep.Dir.Yanmedis
HK.00.06.3.5.1866/1999, the method
of delivering an explanation by the
responsible  health  worker s
distinguished by, (a) an explanation
that is delivered orally, (b) an
explanation that is delivered in
writing. This provision provides an
opportunity for health workers to
choose whether to only convey
verbally or both. According to the
results of the study, there were no
health workers who provided written
and verbal explanations.

However, these results conclude
that the informants agree that if the
information is explained, it should be
written first and then explained orally.
Written information and explained
orally will be easier to understand and
can be read again. Written
information will provide information
certainty and legal certainty, because
it can be authentically proven. Oral
information has various weaknesses,
firstly the lack of clarity of medical
information, and weak as evidence, so
that written information and verbally
explained will reduce this [13].

It is implied that written
information is better than oral, to
improve understanding of
patients/family’s health workers can

use assistive devices, such as leaflets
or other forms of publication if they
can help provide detailed information
[14]. Based on this explanation, it can
be concluded that the explanation
with the aids is expected to be more
effective, especially if the information
in writing is certainly easier to
understand, because it can be re-read.
Written information can be a good
document, so that it can be used as
strong  evidence, can protect
interested parties, therefore it is
necessary to review various policies
which state that medical information
is submitted orally, and in writing
only as a complement [15].
Information should be submitted in
writing and explained orally, not the
other way around [16].

Thus, when viewed from the
contents of the informed consent
explained to the patient, it turns out
that all of them have not been
informed, because there are still
things that have not been explained,
such as procedures for action,
previous medical history. Informed
consent of the COVID-19 vaccine
was not given in the first and second
doses. However, the majority are
given in the first dose. Every medical
action must provide a consent form to
the patient as proof of approval for
medical action. The information
provided by health workers at the time
of vaccinating COVID-19 did not
provide a complete explanation.
There is of informed consent still a
lack, so the explanation given to the
patient is still limited. This needs to be
improved in the form of an informed
consent form with more complete



fields so that all information related to
information that has not been
submitted can be written in full on the
form of informed consent
[17],[18],[19].

Conclusion

Implementation of COVID-19
vaccination can be carried out on men
and women aged 18-60 vyears, the
implementation of informed consent for
COVID-19 vaccination is not in
accordance with applicable laws and
regulations, namely the place is not in
accordance with the place that should be
given informed consent for the COVID-
19  wvaccination, the information
contained in the informed consent is still
incomplete so that all of it has not been
informed to patients. It is recommended
to evaluate the implementation of
informed consent to see the suitability of
its implementation with the laws and
regulations.
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tharo ware stil hings that had not been axplained, Such as procedures ©or acion and pravious medical history
Informad consent of the COVID-19 vacang was not given In the frst and second doses. However, the majorty ae
givan in the first dosa. Tha information provided Dy healh workers at the $me of vacdnating COVID-19 did not provide
a compists axplanation. Tha exglanation 1o the patent is anough 10 cxplain what & impartant and more orally.
DISCUSSION: COVID-10 vacdination is aligibie given 10 man and women aged 12-6C yoars 3¢ long as thar is
no contra Indication. Bedore COVID-12 vaccine given must ba deliver ail information aboul COVID-1S vacdng.
acconding with s laws and mguations.

CONCLUSION: Informed congent COVID-10 vaccinason is impocant roke during masshe of COVID-10 vacdnason
program. Within informed consant, ha patient will gat A4 the infomation of s Indcalion, contra indcason, dose, and
sida aflect of COVID- Wina the decide =

It nformed consant Is st incomplte, 50 it has not bean Ay informed 1D patients and wil Make patiant conlsed.

RECOMMENDATION: It is

10 avaksate the

of infoemed consent 10 500 tha sultabilty

of s smplamentation with the laws and regulations.

Introduction

The COVID-19 pandemic has become one of
the most important threats to world health [1]. Health
systems around the world are improving, because they

implementation of the COVID-19 vaccine [3]. The use
of informed consent for the COVID-19 vaccine in health

workers is still very low [4].
The flow in the implementation of vaccine
administration is Table 1: registration, Table 2:
ing, Table 3: ination, and Table 4: recording

are rbated by fear, stigma, misinfc ion, and  and observation, There is no legality in the use of
limited health-care delivery [2]. informed consent in the COVID-19 vaccine [5).

In the data analysis report, it was found that With this background, it is necessary to have
in more than 80 ies the ber of deaths due legal inf d for the impl ion of the
to COVID-19. The vaccine in Semarang City has been COVID-19 ine progr in the S g City

rried out, the S g City Health Service noted, Region.
there are 1,216,650 people who have received the first
and second doses of the COVID-19 vaccine. The use g
of informed consent in the COVID-19 vaccine is still Objective of atudy
very low. It was found that 80% of COVID-19 vaccines The purpose of this study was to determine
used incomplete informed consent in every dical the imp} ion of inf consent for COVID-19

action. There is a need for informed consent in the

inthe S 1g City Regi

euindex
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Materials and Methods

Type of research

This study was descriptive study with survey
approach. This research was conducted in the city of
Semarang. This research will describe of d i

Places to Provide Information on COVID-19
Vaccinations

Table 2 showed the research conducted on
100 respondents who vaccinated against COVID-19.

Table 2: Distribution of places to provide Information on
COVID-13 vaccinations

"
of implementation informed consent COVID-19

Vaccine.

Sample

The size sample is 100 people who have met
the inclusion and exclusion criteria. The carried out by
meansofa mping nm-probabilty sampling technique
was using purp pling which is a
bchnlque wlh canam consndarabons mada by the

rcher himself, based on ch s
mdhehaddraadydonaaseeonddoseofvaeuneand
also with the characteristics of the population that had
been previously known.

Instruments

The research instrument used is a
questionnaire. Questionnaire was developed to
determine of implementation informed consent
COVID-19 vaccination. Questionnaire was tested for
validity and reliability.

Data analysis

The data will be analyzed using statistical
tests, then will be described quantitatively and
qualitatively.

Results

Ch istics of responds

Bas based on Table 1 shows that the majority
of respondents are female by 60% and aged between
26 and 35 years by 33%. The implementation of the
COVID-19 vaccination can be carried out on men and
women over the age of 18 years.

Cencer
Mam “w 40
Fi ] @
Age
25 n n
235 xn »
Je4e » *»
248 n n
Soasie Procesasd o 2001

Vacsras setng slaces T
Hoaptal ”
PrC

Vilage Ofice
Setetatret Chce
Ohrs

Fimcx of iomuston gvng

Tatle 1: Regrarascn

Tatle 3 Scrasning wnd Sitory taking
Tatde & Viccimation.

Tatde 4: Ot

Sewns Pavary Des Froceesss = 2620

Table 2 showed that the majority of respondents
took vaccines in places other than hospitals, health
centers, urban villages, and subdistricts by 60% and
the majority of places, where information is provided by
83% that are done at the station history taking.

Places for giving COVID-19 vaccinations
can be done in hospitals, health centers, and sub-
districts. However, according to the results of the
study, nwstofhemcarmdoutvacmahomlnoﬁm
places, r ly, in go 1t and private institutions
thathadcolabotawdmml-lealmom«andhad
met the requirements for the acceleration of COVID-19
vaccination.

--gpMes=2m
- CI0EELE

Result of validity and reliability
questionnaire

The answers to each group of respondents
were tested for validity and reliability tests for. The
validity test uses the Pearson Correlation test to obtain
an average value of r calculated which is then the
average value of r calculated is compared with the vaiue
of r table to d ine that the g ionnaire g
are valid (valid). While the relability test (mﬁabliiy) of
the instrument used the Cronbach's alpha test to obtain
the results of the Cronbach's alpha average value which
was used to determine that the survey instrument was
reliable (reliable).

The following is the results of the validity and
reliability tests:

Validity questionnaire
From the existing data, the output of the
ion value bety the g n items and the

!o(disob&amed Thsvdueunlthenbeocmpamdmm
the value of r,,,. r.... is sought at a significance of 0.05
with (n) 30. Then, we get an r,,,,, of 0.361. From the
output of the correlation value between the question
items and the total, it can be seen in the “Total" line,
namely, the Pearson correlation value. The Pearson

C lation value in each variable is more than the r

Opan Access Maced J Med Sd. 2022 Aug 01 10(E) 1630-1834.
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value. Hence, it can be concluded that all question
items can be declared valid.

Tabie 3: Rellability questionnalre

Retatwey Stazascs
Crortiach s Apba Crorbiach s Apha Hassd om e Nusser of burrs
ong [Ral] 12

The basis for making decisions on reliability
tests usually uses the 0.6 limit. according to now
(1992), reliability less than 0.6 is not good, while 0.7
is acceptable and above 0.8 is good. Based on the
reliability statistics table, Cronbach’s alpha value
is 0.719, so it can be said to be reliable, because
Cronbach’s alpha value is > 0.07 (Table 3). Hence, it
can be concluded that the data from the questionnaire
can be trusted.

Discussion

Implementation of informed consent
vaccinations COVID-19

Based on research conducted on 100
respondents which were vaccinated COVID-19, it can
be seen that:

Places for giving COVID-19 vaccination
information places for giving COVID-19

Vaccinations can be done in hospitals, health
centers, sub-districts, and sub-districts. However,
accordingtothe resulsoﬂhestudy mostoﬂhemcamed
out vaccinations in other p ingo
and private institutions 1hd had colsbotﬁsd with the
Health Office and had met the requirements for the
acceleration of COVID-19 vaccination.

The COVID-19 vaccination flow services

divided into four stations:

. Table 1 for registration of vaccination targets and
recording or verifying data by mobile officers.

- Table 2 is for screening, history taking,

education where it aims to ensure the
vaccination target is in good health, because
one of the vaccination requirements is being in
good health.

. Table 4 is carried out by medical personnel to
provide vaccinations according to the provisions
of the dose and hod of administrati

service facilities owned by the central government,
regional government, or the public/private sector, which
meet the requirements [10]. The place is also used for
providing information about COVID-19 vaccination.

The results of the study have not fully
compliance with the provisions of Kep. Dir. Yanmedis
HK.00.06.3.5.1866/1999. In the regulation, it is
emphasized that medical information is provided in a
conducive room, meaning that it is not disturbed by
other p so that medical information can be well
recewed by patients/families. Given that, the place for
providing medical information in various places, must
provide a special place/room for its implementation [11].

This is supported by Health Minister Regulation
No. 290/2008, article 17 paragraph (2), it is emphasized
that health service facilities are responsible for
implementing the approval for medical (medical)
actions. The provisions of article 17 are supported by
article 18 paragraph (2) that to improve the quality of
health services, the health office needs o supervise the
implementation of these services [12]. The availability
of this room provides a sense of comfort for patients
to convey very personal matters, as well as health
workers will provide in-depth explanations, including
if there are things that are patient confidentiality, thus
confidentiality can be guaranteed.

1 of informed for
COVID-19 vaccination

The results of the above research will be in
line with the policies of the ministry of health. Based on
Health Minister Regulation no 200/Menkes/Per/IIV2008
and Kep.Dir.Yanmedis HK.00.06.3.5.1866/1999, the
method of delivering an explanation by the responsible
health worker is distinguished by, (a) an explanation
that is delivered orally and (b) an explanation that
is delivered in writing. This provision provides an
opportunity for health workers to choose whether to
only convey verbally or both. According to the results of
the study, there were no health workers who provided
written and verbal explanations.

However, these results conclude that the
informants agree that if the information is explained,
it should be written first and then explained orally.
Written  infc i and explained orally will be
easier to understand and can be read again. Written
information will provide information certainty and legal
ceﬂamy because it can be authentically proven. Oral

ion has various weaknesses, firstly the lack of

. Table 5 where the officer records the target that
has been vaccinated and invites the target to
sit down to wait 30 min which aims to anticipate
the presence of AEFI [9].
in the Regulation of the Minister of Health

Number 10 of 2021, article 21 states that the

vaccination program service is carried out at heaith

clarity of medical information, and weak as evidence,
so that written information and verbally explained will
reduce this [13].

It is implied that written information is better
than oral, to improve und ding of patients/families
health workers can use assistive devices, such as
leaflets or other forms of publication if they can help

1632
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Table 4: Corretation

Questors Quastons  Ousstons  Cusssens

OCuestarts  Ouesatioes  Ousntioes  Cumstons
) o 7 8

Cusstorn:  Cusstors  Ouestions  Ousstens  Tols

1 2 3 4 v ° " 12

Cmwsors 1

Paarsen 1 oo o158 0070 0.asr Ll 0243 0549 ~0.087 o007 o2 00 Dawr

Sig 2emles) S404 c410 anz oen oo [ 81 0ass 0646 084y 0744 o oon

N = 20 0 » 0 2 = » 0 » » 0 »
Quaston 2

Puasrson oun t 015 0547 -00 023 ana oxs o4n— [ 019 o 08w

Sig (two-tales) 0004 0419 o4 s 02w 053% ooy 0000 048 o032 oues LY

N 0 20 20 » 0 » = » 0 » » 20 »
Cumusorn 3

Pastson Correlaton o1%e o153 L o2 L fags 0298 -00r2 014 ~00% a0 @28 osn~

Sig. wo-tades) o410 oA 029 2000 o007 o2 aror as 0 ams LA 000!

N » 0 0 » 20 » = » 2 » » 0 »
Cuastorn 4

Pesraon oo o7 0208 1 01ss 0252 028 0246 0.0 0558~ 0me 000 oSN~

S Qtwtes) en2 4 o s ome 0247 0158 0808 ooot 0o o8 oo

N » 0 20 » 0 » 0 » 0 » » 0 »
Cumwsors &

Paarson Cormsisten tast 001 ores n2ss ' 0280 0300 0138 ~0142 0rs o3 oo O

Sig. Owe-tabes) oon (1> 2000 0573 o133 o108 478 oxe 0352 00sx L

N = 0 0 » @ » = » 0 » » 20 »
Quussons 6

Pasrson Cometation Q440" s 048~ 02s o ' 0 0.0e0 Qo0 003 210 v 00

S Omo-tades) oms ona o007 0.6 om oamn orss 1000 0ase 03 Q4n2 0008

N x 0 0 » % % = » 20 » » 20 »
Cuasons T

Paarscn oy ons o2 axne 030 bns 1 DL axs -0z e azn 0.5

Zag (rwo-tades) oy 053 e 0247 08 a2an 0000 aw 0gor orsy o2 oo

N = o 0 » 0 » x » 0 » » ] »
Gusssons 8

Pearzon Conetaton et oxe 0072 028 -0.538 0002 o ' D481~ 006e 02 o 0404

Sig Owo-tales) 0402 oo exr 0% Sars orss 0000 aoor 06ce 0483 2303 000

N B 0 0 » 0 » = » 20 » » 0 »
Cusstons U

Pasrscn -o.0ar oA -0 00er -0u2 owos 0308 et ' D4 oo oxrr naas

Sy Qamles) R B ass oste 230 1000 oo 0057 00 1.000 o1% oo

N 0 0 20 » 0 » » » 20 £ » 0 »
Cumusons 10

Pantaon ocer 0188 006 058~ o 0o 002 00k 04407 ' 0104 an 008

S (mo-tade) o847 oS o oo o3 OB (14 osts oms 0533 or0s 00

N » 0 0 » 20 » = » 0 » » 0 »
Qusatorn 11

Paarson -2 o o0 oote oan -0 0.0 -0.142 0.000 0.504 1 o2 oS

Sig (wo-tales) 0.ra4 on2 L] 0968 Lo o3 orsy 0453 1000 0583 ars oo

N = 20 0 » 0 » = » 0 » » 30 »
Cuswsors 12

Paarson Cormsisten 008 o Qs 00w .00 0143 oan 0.2 oz oo 0532 Al s

S Owe-tebe) orw coes L] osxa orre 0453 022 0¥s 0.1 oroe oory a0

N = o 0 0 W » = » 0 » 0 =m »
Tots!

Pasracn Corrulation car 0880 054~ 0.5~ Qe asor 0540 D404 [ 0408 0384 0520~ 1

Sz Owo-taled) ot o001 2.001 oo 0.008 ogos 00z 0008 ome 0 ooe 22003

N 0 30 0 » 0 » ) » 0 » » 30 »

Covamme & spdcm! @ fm )00 we (des @, o
provide detailed information [14]. Based on this
explanation, it can be concluded that the explanation
with the aids is expected to be more effective,
especially if the information in writing is certainly easier
to understand, because it can be re-read. Written
information can be a good document so that it can be
used as strong evidence, can protect interested parties;
h , it is T y to review various policies
which state that medical information is submitted orally,
and in writing only as a complement [15]. Information
should be submitted in writing and explained orally, not
the other way around [16].

Table 3: of the

Thus, when viewed from the contents of the
informed t explained to the patient, it turns out
that all of them have not been informed, because there
are still things that have not been explained, such as
procedures for action and previous medical history.
Informed consent of the COVID-19 vaccine was not
given in the first and second doses. However, the
majority are given in the first dose. Every medical action
must provide a consent form to the patient as proof of
approval for medical action. The information provided
by health workers at the time of vaccinating COVID-19
did not provide a complete explanation. There is
of informed consent still a lack, so the explanation
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given to the patient is still limited. This needs to be
improved in the form of an informed consent form with
more complete fields so that all information related to
information that has not been submitted can be written
in full on the form of informed consent.

Conclusion

Implementation of COVID-19 vaccination can
be carried out on men and women aged 18-60 years,
the implementation of informed consent for COVID-19
vaccination is not in accordance with applicable laws
and regulations, namely, the place is not in accordance
with the place that should be given informed consent for
the COVID-19 vaccination, the information contained in
the informed consent is still incomplete so that all of it
has not been informed to patients. It is recommended
to evaluate the impl tation of infi d consent to
see the suitability of its implementation with the laws
and regulations.
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