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APPENDIX II
PARTICIPANT INFORMATION SHEET

Study ftitle: “The effect of implementation of an antibiotic stewar dship program in a
medical ward of a tertiary care hospital.”

Dear Patient,

You are being asked to participate in a research study titled “The effect of implementation
of an antibiotic stewardship program in a medical ward of a tertiary care hospital.” As you are
aware, you have been diagnosed as having an infection requiring the use of antibiotics. The
bacterial disease burden in our country is among the highest in the world. Consequently,

antibiotics will play a critical role in limiting disease and death.

Aim of the study : The aim of our study is to study the inappropriateness in antibiotic
prescription and to see the effect of implementation of an antibiotic stewardship program with
prospective audit and feedback so that the results can be measured real time and a healthy and
necessary habit of more judicious use of antibiotics be inculcated in physicians with eventual

benefits to the patients as well as the health care system.

Method of study: If you are willing to participate in the study, you will undergo a detailed
clinical evaluation. A detailed history and clinical examination will be done. You will be
categorized in to patient type 1, 2 or 3 depending on prior contact with health care system,
previous antibiotic history, procedures done on you é.nd your co-existing illness. The antibiotics
prescﬁbed to you from the time of admission to the time of diséharge will be analyzed depending
on site of infection, dose optimization, de-escalation and escalation patterns as appropriate or

inappropriate.

If you are part of the study group (Medicine Unit II) during the phase 2 (interventional phase),
special antibiotic care bundles and various other strategies of Antibiotic stewardship program
will be applied. These include more regular and holistic analysis of your antibiotic prescription
with respect to your clinical and laboratory parameters (including radiological, microbiolo gical

parameters)

Duration of participation: Expected duratlon of the subject participation is till discharge of the

patient.




Benefits by participating in the study: By participating in the study you will be able to provide
data on current antibiotic usage, which will give us an opportunity to identify and analyze the
errors in antibiotic prescription and give us a chance to explore if applying an Antibiotic
stewardship program will bring a positive change towards more judicious and appropriate usage
of antibiotics. Subsequently, the duration of hospital stay, mortality, hospital acquired infections,
adverse drug reactions, health costs will be reduced and appropriateness in antibiotic prescription

will be increased with benefits to both the health care system and the patient population.
Potential risks: The intended study procedures do not involve any risk.

Your details will be kept confidential in the whole course of this study and will not be revealed
to anyone without your consent. Your participation in the study is entirely voluntary and you are
free to withdraw from the study at any point of time. Choosing not to participate will not affect
the treatment services you are eligible for. The study does not involve any expenditure on your
part. As no interventions are done other than what your treating team has decided you are not
entitled to any compensation. There are no risks associated with the study. You are free to

contact us if you have any queries or grievances.

Principal Investigators:
Dr. Anitha S Prof. Rita Sood

Tel.No. 9968579932 A Tel.No. 9868397260




APPENDIX TII
PARTICIPANT’ S INFORMED CONSENT FORM
(PICF) |

Protocol / Study number:
Participant identification number for this study:

Title of project: The effect of implementation of an antibiotic stewardship program in a
medical ward of a tertiary care hospital

Name of Principal Investigators : Dr. Anitha S Tel.No(s). 9968579932
Prof. Rita Sood Tel.No(s). 9868397260

The contents of the participant information sheet dated that was provided to me
have been read carefully by me / explained in detail to me, in a language that I comprehend, and I
have fully understood the contents. I confirm that I have had the opportunity to ask questions. The
nature and purpose of the study and its potential risks / benefits and expected duration of the study,
and other relevant details of the study have been explained to me in detail. I understand that my
participation is voluntary and that I am free to withdraw at any time, without giving any reason,
without my medical care or legal right being affected. I understand that the information collected
about me from my participation in this research and sections of any of my medical notes may be
looked at by responsible individuals from AIIMS. I give permission for these individuals to have
access to my records.

T agree to take part in the above study.

Date:
(Signature / Left Thumb Impression) - Place:
Name of the Participant:
"Son / Daughter / Spouse of:
Complete postal address:
This is to certify that the above consent has been obtained in my presence.
Signature of the Principal Investigator Date:
Place:
1) Witness — 1 2) Witness — 2
Signature Signature

Name: Name:

Address: ‘ Address:




APPENDIX IV
PARTICIPANT INFORMATION SHEET FOR LAR

Study title: “The effect of impiementation of an antibiotic stewardship program in a
medical ward of a tertiary care hospital.”

Your patient is being asked to participate in a research study titled “The effect of
implementation of an antibiotic stewardship program in a medical ward of a tertiary care
hospital.” As you are aware, your patient has been diagnosed as having an infection requiring the
use of antibiotics. The Bacterial disease burden in our couﬁtry 1s among the highest in the world.

Consequently, antibiotics will play a critical role in limiting disease and death.

Aim of the study : The aim of our study is to study the inappropriateness in antibiotic
prescription and to see the effect of implementation of an antibiotic stewardship program with
prospective audit and feedback so that the results can be measured real time and a healthy and
necessary habit of more judicious use of antibiotics be inculcated in physicians with eventual

benefits to the patients as well as the health care system

Method of study: If you are willing for your patient to participate in the study, he/she will
undergo a detailed clinical evaluation. A detailed history and clinical examination will be done.
Your patient will be categorized in to patient type 1, 2 or 3 depending on prior contact with
health care system, previous antibiotic history, procedures done and his/her coexisting illness.
The antibiotics prescribed to your patient from the time of admission to the time of discharge
will be analyzed depending on site of infection, dose optimization, de-escalation and escalation

patterns as appropriate or inappropriate.

If your patient is part of the study group (Medicine Unit II) during the phase 2 (interventional
bhase), special antibiotic care bundles and various other strategies of Antibiotic stewardship
program will be applied. These include more regular and holistic analysis of his/her antibiotic
prescription with respect to clinical and laboratory parameters (including radiologiéal,

microbiological parameters)

Duration of participation: Expected duration of the subject pérticipation is till discharge of the

patient.




Benefits by participating in the study: By participating in the study your patient will be able
to provide data on current antibiotic usage, which will give us an opportunity to identify and
analyze the errors in antibiotic prescription and give us a chance to explore if applying an
Antibiotic stewardship program will bring a positive change towards more judicious and
appropriate usage of antibiotics. Stibsequently, the duration of hospital stay, mortality, hospital
acquired infections, adverse drug reactions, health costs will be reduced and appropriateness in
antibiotic prescription will be increased with benefits to both the health care system and the

patient population.
Potential risks: The intended study procedures do not involve any risk.

Your patient’s details will be kept confidential in the whole course of this study and will not be
revealed to anyone without his/her consent. The participation of your patient in the study is
entirely voluntary and he/she is free to withdraw from the study at any point of time. Choosing
not to participate will not affect the treatment services he/she is eligible for. The study does not
involve any expenditure on the part of your patient. As no interventions are done other than
what the treating team has decided you are not entitled to ahy compensation. There are no risks

associated with the study. You are free to contact us if you have any queries or grievances.

Principal investigators: :
Dr. Anitha S Prof. Rita Sood
Tel.No. 9968579932 Tel.No. 9868397260




APPENDIX V
PARTICIPANT’ S INFORMED CONSENT FORM FOR LAR
(PICF)

Protocol / Study number:;
Participant identification number for this study:

Title of project: The effect of implementation of an antibiotic stewardship program in a
medical ward of a tertiary care hospital

Name of Principal Investigators.: Dr. Anitha S Tel.No(s). 9968579932
Prof. Rita Sood Tel.No(s). 9868397260

The contents of the participant information sheet dated that was provided to me
have been read carefully by me / explained in detail to me, in a language that I comprehend, and I
have fully understood the contents. I confirm that I have had the opportunity to ask questions.

The nature and purpose of the study and its potential risks / benefits and expected duration of the
study, and other relevant details of the Study have been explained to me in detail. I understand that
participation of my patient is voluntary and that my patient is free to withdraw at any time, without
giving any reason, without his/her medical care or legal right being affected.

I understand that the information collected about my patient from his/her participation in this
research and sections of any of the medical notes may be looked at by responsible individuals from
AIIMS. I give permission for these individuals to have access to the records of my patient

I give consent for my patient to take part in the above study.

Date:
(Signature / Left Thumb Impression) ' Place:
Name of the Legally authorized representative :
Son / Daughter / Spouse of:
Complete postal address:
This is to certify that the above consent has been obtained in my presence.
Signature of the Principal Investigator Date;
Place:
1) Witness — 1 2) Witness — 2
Signature Signature
Name: Name:

Address: ’ Address




APPENDIX VI
PARTICIPANT INFORMATION SHEET FOR PRESCRIBING DO CTOR

Study title: “The effect of implementation of an antibiotic stewardship program in a
medical ward of a tertiary care hospital.”

Your patient is being asked to participate in a research study titled “The effect of
implementation of an antibiotic stewardship program in a medical ward of a tertiary care
hospital.”  As you are aware, your patient has been diagnosed by you as having an infection
requiring the use of antibiotics. The bacterial disease burden in our coﬁntry is ainong the highest
in the world. Consequently, antibiotics will play a critical role in limiting morbidity and

mortality.

Aim of the study : The aim of our study is to study the inappropriateness in antibiotic
prescription and to.see the effect of implementation of an antibiotic stewardship program with
prospective audit and feedback so that the results can be measured real time and a healthy and
necessary habit of more judicious use of antibiotics be inculcated in physicians with eventual

benefits to the patients as well as the health care system.

Method of study: If you are willing to participate in the study, we will evaluate your antibiotic
prescribing habit. A detailed history and clinical examination of the patient will be performed.
Your patient will be categorized in to patient type 1, 2 or 3 depending on prior contact with
health care system, previous antibiotic history, procedures done and his/her co morbidities. The
~ antibiotics prescribed to your patient from admission to discharge/death will be analyzed
depending on site of infection, dose optimization, de-escalation and escalation patterns as

appropriate or inappropriate.

If your patient is part of the study group (Medicine Unit II) during the phase 2 (interventional
phase), special antibiotic care bundles and various other strategies of Antibiotic stewardship
program will be applied which includé more regular and holistic analysis of his/her antibiotic
prescription with respect to clinical and laboratory parameters (including radiological,

microbiological parameters)

Duration of participation: Expected duration of the subject participation is till discharge of the

patient.




Benefits by participating in the study: By participating in the study you will be able to provide
data on current antibiotic usage, which will give us an opportunity to identify and analyze our
own errors in antibiotic prescription and give us a chance to explore if applying an Antibiotic
stewardship program will bring a positive change towards more judicious and appropriate usage
of antibiotics. Subsequently, the duration of hospital stay, mortality, hQspital acquired infections,
adverse drug reactions, health costs will be reduced and approﬁriateness In antibiotic prescription

will be increased with benefits to both the health care system and the patient population.
Potential risks: The intended study procedures do not involve any risk.

Your patient’s details will be kept confidential in the whole course of this study and will not be
revealed to anyone without your consent. Your participation in the study is entirely voluntary
and you are free to withdraw from the study at any point of time. Choosing not to participate
will not affect the treatment services your patients are eligible for. The study does not involve
any expenditure on your part. You are not entitled to any compensation for participating in this
study. There are no risks associated with the study. You are free to contact us if you have any

queries or grievances.

Principal ihvestigators:
Dr. Anitha S Prof Rita Sood
Tel. No.: 9968579932 Tel. No.: 9868397260




APPENDIX VII |
PARTICIPANT’ S INFORMED CONSENT FORM FOR PRESCRIBING DOCTOR
(PICF)

Protocol / Study number:
Participant identification number for this study:

Title of project: The effect of implementation of an antibiotic stewardship program in a
medical ward of a tertiary care hospital

Name of Principal Investigator : Dr. Anitha S Tel.No(s). 9968579932
Prof. Rita Sood Tel.No(s). 9868397260

The contents of the information sheet dated that was provided have been read
carefully by me / explained in detail to me, in a language that I comprehend, and I have fully
understood the contents. I confirm that I have had the opportunity to ask questions. The nature and
purpose of the study and its potential risks / benefits and expected duration of the study, and other
relevant details of the study have been explained to me in detail. I understand that my participation is
voluntary and that I am free to withdraw at any time, without giving any reason, without my medical
care or legal right being affected. I understand that the information collected about my antibiotic
prescription may be looked at by responsible individuals from AIIMS. I give permission for
these individuals to analyse my antibiotic prescribing habit.

I agree to take part in the above study.

Date:
(Signature) Place:
Name of the Participant:
Son / Daughter / Spouse of:
Complete postal address:
This is to certify that the above consent has been obtained in my presence.
Signature of the Principal Investigator \ Date:
Place:
1) Witness — 1 ' 2) Witness — 2
Signature Signature
Name: Name:

Address: Address:
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