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Patient Information Sheet & Consent form

(Note: Provide adequate information in a simple, non-technical, and comprehensible
language to the participants so that they can decide to participate / not to participate. The
following points should preferably be covered) —

AE-1: I Fee Sfie

Part I: Patient information sheet

1. 3reTTeT &7 e Title of the study

2. W3S T AT / FE-UI3TS Name of the PI/ Co-PI

3. 3elarel / gAlsteh Funding / Sponsor

4. 30T WREME Invitation paragraph
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I am going to give you information and invite you to be part of this research. You do
not have to decide today whether or not you will participate in the research. Before
you decide, you can talk to anyone you feel comfortable with about the research.
There may be some words that you do not understand. Please ask me to stop as we go
through the information and I will take time to explain. If you have questions later,
you can ask them of me or the study staff.

. 3T HT 3652

(FTYROT eMeg H SATEAT A b 3T 37eqTT Faf X @ ©)

Purpose of the study

(Explain in lay terms why you are doing the research)

. 39 AT &1 9IeT F4r fohar =

Why the subject has been selected

. 3egg T3S Study design

. 5" ggufa &1 3regysr fonar o W@ @

(TIOT &I TXOT glel qTell Aeleh YTohAT T JUTeT 37T SATEAT )

Procedure being studied

(Describe or explain the exact procedures that will be followed on a step-by-step basis)
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Who has reviewed the study?

This research has been reviewed and approved by Institutional Ethics Committee
(IEC) of PDUNIPPD / and
which is a committee whose task it is to make sure that research participants are
protected from harm.
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Possible risks to the participants
By participating in this research you will be at no / less than minimal / minimal / low

/ high risk.
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Possible benefits to the participants

You will be provided the treatment and assessments free of cost OR

sferfel

Compensation
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You will not be able to receive any compensation for the inconvenience and travel.
You will benefit from being on this research study in terms of free treatment and
assessments even after the completion of / withdrawal from the study OR
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Possible benefits to other people

There may not be any benefit to the society at this stage of the research, but future
generations are likely to benefit. The results of the research may provide benefits to the
society in terms of advancement of medical knowledge and/or therapeutic benefit to
future patients.
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Alternatives available to the participants

If you do not wish to take part in the research, you will be provided with the
established standard treatment available at the Institute.
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Right to Refuse or Withdraw
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You do not have to take part in this research if you do not wish to do so and refusing
to participate will not affect your treatment at this Institute in any way. You will still
have all the benefits that you would otherwise have at this Institute. You may stop
participating in the research at any time that you wish without losing any of your
rights as a patient here.

gfasmeh & faw amera
(afasTel & AT g i 3magRar 3R dRT FF TS FE

Cost to the participant

(Clearly explain the funding requirement and cost to the participant)

T YA & SR AAHEN & =l e 37ar Rfhcar THATAT gl W
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What should the participant do in case of injury or a medical problem during this

research study?
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Confidentiality of the information obtained from the participants

The information that we collect from this research project will be kept confidential.
Information about you that will be collected during the research will be put away and
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no-one but the researchers will be able to see it. Any information about you will have
a number on it instead of your name. Only the researchers will know what your
number is and we will lock that information up with a lock and key. It will not be
shared with or given to anyone. By signing this document, you will be allowing the
research team investigators, other study personnel, PDUNIPPD ethics committee and
any person or agency required by law to view your data, if required. The results of
clinical tests and therapy performed as part of this research may be included in your
medical record. The information from this study, if published in scientific journals or
presented at scientific meetings, will not reveal your identity.
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How will the decision to not participate in the study affect the subject?

You may stop participating in the research at any time that you wish without losing
any of your rights as a patient here. You will still have all the benefits that you would
otherwise have at this Institute.
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Can one decide to stop participating in the study after the start?

You do not have to take part in this research if you do not wish to do so and refusing
to participate will not affect your treatment at this Institute in any way.
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Can the investigator take participant off the study?

You may be taken off the study without your consent if you do not follow instructions
of the investigators or if the investigator thinks that further participation may cause
you harm.
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Right to new information

The knowledge that we get from doing this research will be shared with the similar
professionals through presentation and publication for the benefit of the society. You
will also have rights to know the outcome of the study. However, confidential

information will not be shared.
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Contact for further information

If you have any questions you may ask them now or later, even after the study has
started. If you wish to ask questions later, you may contact any of the following:

AT 1: TeAA BIA

Part II: Consent Form

eI M 3R s & Study title & Code no.:
I3 T A: Name of PI:

ST FT AT T AGOT: Subjects Name & Detail:

HgAd

Consent

1. # gfSe &t / X § 6 A 39gFd 31eae & fow s SHr e i #
ug 3R HeT form § 31X weel Yoel ol 3raae fAer 21
3ryar
3edweh GaRT HI IEITA & YR & I H FAS &1 7711 § 3R 73 9l ot &l
3gE fAer an

2. ﬁm/mﬁ%wmwﬁmwﬂmﬁm%ﬁ?ﬁmaﬁ
A T IS HROT Farv 3N 9= fre Rifrcda dasrer iR gt 31fRRT & getet
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3. & gAgran / A § & 3eaweh, IR @fAfT AR Rfaamss arfeeREt s oare
eI AR foReT HTdT e & foIv 3R T & AR A1 arfad ol fr fReufa 7 o, |




IS (S SO & ToIv A IgATT ol & 3aegshal g1 ¢ I, # qHgwr /
TSI § R A et 1 Gt el aTell Gl A AT YHIRIT gl arell g & A
ggdle I[ed W Swe|

4. # g0 ICAAA § GIed ST AT IROMA FH JAT A T AT Feilel el / A §
S A Shdel deATTeTeh IROTH (FD) & fU ggerd &l

5. # 39d ITTA H 09T oA & T FeATd YerT FT § / I gl

GEATER / 379[S & fovermsT

3=dYhl HI AT

H, TNEEAeT o 3ETTT H gl arel SIT&H 3R rdHT obr Aeft T aor & Fasm
fear gl

3f=dYehl & FEAER:

3dYeh hl ATH:

IGICS

IATEl & FEAER:

IGICS

1. I confirm that I have read and understood the information sheet dated for the

above study and have had the opportunity to ask questions.

OR

I have been explained the nature of the study by the Investigator and had the opportunity to

ask questions

2. Tunderstand that my participation in the study is voluntary and that I am free to withdraw
at any time, without giving any reason and without my medical care or legal rights being
affected.

3. I understand that the investigators, the Ethics Committee and the regulatory authorities will

not need my permission to look at my health records both in respect of the current study and

any further research that may be conducted in relation to it, even if I withdraw from the trial.

However, I understand that my Identity will not be revealed in any information released to

third parties or published.

4. 1 agree not to restrict the use of any data or results that arise from this study provided such

a use is only for scientific purpose(s)

5. I agree to take part in the above study

Signature / Thumb impression of
subject:
Name of Subject:




Date:

Investigator’s statement:

I, the undersigned have explained to the patient in a language she/he understands the
procedures to be followed in the study and risks and benefits.

Signatures of the Investigators:
Name of the Investigator:
Date:

Signature of the Witness:
Name of the Witness:

Date:



