PATIENT INFORMATION SHEET

Title:- “A STUDY OF TREATMENT ALLIANCE AND ITS ASSOCIATION WITH MEDICATION
ADHERENCE IN BIPOLAR DISORDER”

Sponsor: None

Study Doctors: Dr. Rajeet Kumar, Dr. SubhoChakrabarti, Dr.Abhishek Ghosh
Site:PGIMER, Chandigarh

DESCRIPTION OF STUDY

You have been asked to take part in a medical research study. Before you decide to
participate, you should read this form. This form, called an Information Sheet, which explains
the study. This form will tell you what you will have to do during the study and the risks and
benefits of the study. This form may contain words or information that you do not understand
clearly. If so, please ask the study doctor or the study staff to explain those words or
information. You may take home an unsigned copy of this form to help you decide whether
or not to participate in the study. You can also discuss your participation with family, friends
or anyone you choose before making your decision. If you decide to participate in the study
and sign this form, you will be given a signed and dated copy of this form to keep for your
records. Do not sign this form unless the study doctor or study staff has answered all your
questions and you decide that you want to be a part of this study.

When reading this form, please note that the words “you” and “your” refer to the person in
the study rather than to a legally authorized representative who might sign this form on behalf
of the person in the study.

Participating in a research study is not the same as getting regular medical care. The purpose
of regular medical care is to improve your health. The purpose of a research study is to gather
information. Being in this study does not replace your regular medical care.

About the study:

The purpose of this study is to study the treatment alliance and medication adherence in
Bipolar Disorder. The study plans to include at least 160 patients with bipolar disorders. The
study doctor will talk to you about why you may or may not be eligible for the study.

Conduct of the study:

This is a cross-sectional study, in which the patients fulfilling inclusion / exclusion criteria
will be assessed only once at the time of intake in to the study.

Responsibilities of study subjects:



To participate in this study, you must tell your doctor if you are suffering from any physical
or psychological illness. You must be willing to follow all study procedures, which includes
application of all the psychiatric assessment scales. You must follow the instructions you are
given by the doctor or study staff.

What else should | know about the study procedures?

The study doctor or a member of a study staff can answer any questions you may have about
the study procedures.

Risks:
There are no potential risks involved in this study.
Benefits:

Your participation in the study may help in understanding the treatment alliance between the
patient and the doctor and patients and adherence to medications in patients of Bipolar
Disorder.

Payment for participation:

You will not get paid for participating in this study.

Payment for investigations:

Not applicable

Treatment:

Your treatment will not be affected in any way by participating in this study.

New information:

The study doctor will also tell you if new information become available on this topic.
Legal rights:

By signing this Information Sheet and the accompanying Informed Consent Form to
participate in this study, you are not waiving any of the legal rights that you have as a subject
in a research study.

Source of funding:
Institute research fund provided for thesis.
Confidentiality:

Except where required by law, or by regulatory authorities, you will not be identified by
name, address, telephone number or any other direct personal identifier in study records
disclosed outside the hospital. Members of the Ethics Review Committee of PGIMER may



also look and copy the health information generated or collected about you as part of this
study, both to be assured of quality control and to analyze the information. The results of this
study conducted by the study doctor may be published or presented at meetings, but will not
include your name or any other information that reveals your identity. Your authorization for
use and disclosure of the health information generated or collected as part of study has no
expiry date.

Voluntary participation / withdrawal

Your participation in the study is voluntary. You may choose not to participate in the study
or, if you agree to participate in the study at any time. This will not affect on your treatment

in anyway.

Your participation in the study may also be terminated at any time, without your consent,
under the following circumstances:

1. If you do not follow the instructions of the study doctor or the study staff;

2. If the study doctor determines that participating in the study is not appropriate for your
condition; or

3. If the sponsor cancels the study.

If you choose not to participate in the study or to withdraw from the study, or if your

participation in the study is terminated, you will not have any penalty or lose any benefits to
which you are otherwise entitled.

Questions

If you have questions about the study or your condition, you should contact the study doctors:
Dr. Rajeet Kumar, Dr. SubhoChakrabarti, Dr.AbhishekGhosh

Address

Department of Psychiatry

PGIMER, Chandigarh-160012

Phone No: 07018128837

If you have questions about the study or your rights as a research subject, you may contact
the:

Ethics Review Committee
PGIMER, Chandigarh

Do not sign this Information Sheet or the accompanying Informed Consent form to
participate in a research study unless you have had a chance to ask questions and have
received satisfactory answers to all of your questions.

Initials



Patient:

Caregiver: Date
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WRITTEN INFORMED CONSENT ( Patient/Relative)

CR No. have been explained about the study

entitled “TREATMENT-ALLIANCE AND MEDICATION-ADHERENCE IN BIPOLAR DISORDER”

This study will be done by Dr. Rajeet Kumar under the guidance of Dr. Subho Chakrabarti (Guide)
and Dr. Abhishek Ghosh(Co-guide).

4.

5.

The purpose of the study is to know about prevalence of psychosocial disability among persons in
remitted phase of bipolar disorder.

Participation in study will involve filling some questionnaires by me and my relative and
participation in one-to-one interviews with the investigator

The study does not have any immediate bearing on the outcome of my illness and there would be
no alteration in my treatment as a part of this study.

All the information gathered in the course of the study will be kept confidential, and if required
will be shared with my primary treating team. However, if there is any threat to my life,
information may be disclosed to my family with or without my permission.

I can refuse further participation in this study at any stage; this will not influence/change the
treatment/ care being provided/ given to me.

I am informed that this assessment would be done in 1-2 sessions, and | will be contacted by
research team for assessments, and this consent is valid for all the assessments done as part of this
study.

10. No invasive procedure will be carried out as a part of the study.

I willingly give my consent to participate in this study.

Signature of the patient



Sgfg O

o= TR Mo, A& STUDY OF
TEEATRIEMT ALLLAMCE AND ITS ASSOCIATHOMN WYWITH MEDNICATHEM ADHEREMCE 1M
BIPOLAR DISORDER TTH 0T & S1F O o/l 747 & &1 o8 Srera=eiy =1
TG TR SR S Hasad! o =T sl dig & arfeda O fem s e

é.g'er T B bipolar disorder o WG A £ S0ME 3 Ty O S=RET o510

1S9 M = O AT reder & 220 UT s WU T2l Oee

39 T T WIS TS SRR T T =i %ﬁﬁmmﬁuﬁﬁrm
T O SiaT =1 of =TT AT ofe T freders 3 ofas = =g Saar el
o =S tede o Oeofa | o 39 5 O & =aeit

s AP o T A Ty A T S S | R e S I e W
Th, WY T8 TS

1ﬁamﬂqﬂﬂmﬁwmaﬂﬁmﬁraﬁrﬁ 7o fom gEt wivwsat
BE FTEFA R

659 e A T TR U SET faeeT it &1 wam = e

AT
THTH s T um A S B EE

o F BT

By, wat— —
-~ A oM —
L L L -
e —
Subho Chakrabarti

13-01-22



