REMOTE ISCHEMIC CONDITIONING IN INTRACEREBRAL
HAEMORRHAGE

INVESTIGATORS: Raviteja Kakrala, Jeyaraj Pandian,
Mahesh Kate

Department of Neurology, Christian Medical College,
Ludhiana

Patient INFORMATION SHEET
Introduction:

You are reading this because you/your relative have suffered from a brain
haemorrhage. Brain haemorrhage is a devastating type of stroke. Around this area of
bleeding in the brain there is swelling due to accumulation of water.This is
particularly seen after 24 hours. The brain swelling increases and reaches peak at 5
to 7 days after haemorrhage. This swelling may affect recovery after stroke.
Currently there are no therapies available for the preventing brain swelling after brain
haemorrhage.

Remote ischemic conditioning may prevent brain swelling. It is a method where
anarm is exposed to intermittent decrease in blood flow followed by normal blood
flow. This process mayprovide protection to brain, heart, kidneys and eyes.In this
study we are trying to reduce the amount of brain swelling around the haemorrhage.

The study will be done at the Stroke Unit, Department of Neurology, Christian
Medical College and Hospital, Ludhiana. Please take the time to read the following
information and ask your doctor any questions you may have.

What does participation in the study involve?
Participation in the study involves the following:

e All patient will receive standard of care management for brain hemorrhage.

e Half of the patients will recieve remote ischemic conditioning where we will
apply pressure on the arm with help of a manual blood pressure machine. We
will keep the pressure for few minutes and release. We will deliver this
therapy two times a day for seven days. Medical and nursing information
during your stay in the hospital will be used in the study. The other half will
receive similar therapy but at a lesser level of pressure which is delivered in
the former group.

e Brain scan with CT will be done at admission, 24 hrs and at day 7 as part of
routine care.We will take the images of the serial brain scan done to assess
the brain swelling.

e We will also collect information about the blood pressure readings over the
period of seven days.

Are there any risks or benefits?

Remote ischemic conditioning in healthy people have no side effects or adverse
effects. However in patients with low platelet count they may have brief periods of
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red rash on the arm. These are only temporary. All our patients will be closely
monitored for any new side effects.

Confidentiality:

All the information collected from you for this research study will be treated in strict
confidence. Only the study monitors may have direct access to your medical records.
Access to medical records is required to check the accuracy of the information
collected and to ensure that this study is being carried out according to local
requirements and regulatory guidelines.

All information collected from your medical records for the study will be stored
electronically in an encrypted data storage device which has a restricted access.
Your information will be identified only by your initials, date of birth and a study
registration number. Any information transferred electronically will be coded to
protect your confidentiality. All computer records will be password protected. The
study results may be presented at conferences or in scientific publications, but
individual participants will not be identifiable.

You have a right of access to, and to request correction of, information held about
you in accordance with local laws.

While taking part in the study cost me anything?

Participation in this study will not cost you anything and there will not be any
payment for participating.

Your participation is voluntary:

Participation in this study is entirely voluntary. You do not have to take part in the
study. If you do take part, you can withdraw at any time during the study without
having to give a reason. Whatever your decision, please be assured that it will not
affect your medical treatment or your relationship with the staff who are caring for
you.

Contact details:

When you have read this information, your treating doctor will be available to discuss
and answer any questions you may have. If you would like to speak with someone
at any stage, please feel free to contact your treating team.

Dr Raviteja K
Contact Number 9989798599

Dr Mahesh Kate
Contact Number 9878807951

This information sheet is for you to keep.
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PATIENT CONSENT

| have been informed about the procedures of the study. The possible
risks too have been explained to me as stated in the information sheet. | have
understood that | have the right to refuse my consent or withdraw it any time during
the study without adversely affecting my treatment. | am aware that by subjecting to
this investigation, | will have to give more time for assessments by the investigating
team and that these assessments do not interfere with the standard of care that will
be provided to me.

Ly e s , the undersigned, give my consent to
be a participant of this clinical trial. | freely choose to participate in this study and
understand that | can withdraw at any time.

Signature of the patient
(Name and address)

Date

Witness
Name
Signature

Date

Signature of the investigator
Name and Designation
Date:

Place:
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SURROGATE CONSENT

| have been informed about the procedures to be done on my relative
for the purpose of the study. The possible risks too have been explained to me as
stated in the information sheet. | have understood that lhave the right to
refuse/withdraw consentfor any procedure on my relative any time during the study
without adversely affecting my relative’s treatment. | am aware that by subjecting to
this investigation, my relativewill have to give more time for assessments by the
investigating team and that these assessments do not interfere with the standard of
care that will be delivered to my relative.

PP , the undersigned, give my consent on
behalf of my relativeto be a participant of this clinical trial. Ifreely choose to make my
relative toparticipate in this study and understand that he/she can withdraw at any
time.

Signature of the guardian
Relationship with the patient
(Name and address)

Date

Witness
Name
Signature

Date

Signature of the investigator
Name and Designation
Date:

Place:

Consent Form Version 1, May 2018



SR
Refle S=HiHE PEAT ST AT SHIS

RIER
AT Jg Yo W & Hih ATR/ATE RGER

ARAYHIETT BAT &l HARUHHEN b % Th [aeepil e 2 |
HRqs H AR @ M & Y U S| B S g
8 Sl 8 | 98 AMAR W 248 & 9 e & 8 19RGTEs @ Ge 9o il § X
AR & a€ 5 @ 70 § o TH W Ugd IR & | ¥8 g add @ 9 e &
gl B FHAl & | goH THE H ARAYRE & a6 qRAE B Gord H b F DS
Al IUed TE & |
e sl HSI9T & &R aRaus I Go ® UH S bl & | 39 &y F o &
AFEHT HH W FeE F Ul R dHeE T 98 § el Sl 8 |39 A & 3
qRawh, g3, Yl qUl Al G H N Hhl & | 3@ HAHAA H BH HARAYHEM &
AHIE BIdell G &l HH H H TG B |
T ATIT b IS, RISl G, BREEE A8 Fidsl Ug Sfeqdr e
Wawglwﬁﬂﬁﬁ%amzﬁr&aﬁqﬁaﬁiqﬁmaﬁémﬁ%amwﬁ
I8 Hhd € |
TH AT § AT o7 W e ?
Ao § 9N o § et st @

o T NG & HRTHET Hl &HT G &l ST |

o Y AREN & RHAE gEhilver HSIAMT & SR Sed &9 Sed =18 YR H9liH

%l FEFdl ¥ AU 919 W &9 Sl | HB qHI Th &ad I @ & 96 39

& | e 3o | e b T d &l 9R R oo | oerend § W @
Al A AR AT B F1OSER R S |y e AR W
3a% o B A Jed HYE § FH WX & a6 W B S |
o T WA F BN ARGYE H W G & G, 24 0 %G8 AR e o

HE @ 8 a1 ST | ARAWEh hl Go B Ak H & U g

AR AR &b & [ ol |
o UM R & F W &F AGH =72 UeR H e o wwla 47 |

T FEH Plg SEH T AW § ?

R o | AT gehiie RS H BE gIEE I gL T9E TE Bl ¢ 1FH e
PSS il AR § B THI % die W o 9 9% b & | Te B T % ¢ &
Bl & | [l ot ybR & AU Sl W oY e & o |l AR i e e &
ST

o

b3

43

MG
M A & [0 U UG H T AR SHER E QU Y @ ST | e
T P N B AT B A% BSied KB R M WY F G G AT &[T

Consent Form Version 1, May 2018



& M AR B AW FH AGALEA IEH HEA B S & U JUr g gRiEd
W%%W%%%GJWWme&ﬁaﬁ?%ﬁamﬁﬁaﬁ%a@wﬁm
T2 |

AMTH AEihd e & THEG &l T AN THHr B G999 ®0 ¥ odiveal @9 H
USh(=Ie fehdl ST SfTUeh! ST ol T shael B&e, Siiee o1 gy Ao &
a1 Bl BRlll oidglive off ®Y & 9ofl B SAFE F A TEE Uh B & SR g
wll FgR % gl RpE uEee & g g ©h | A & IRuM §EiE @
JeMiveh IRrRIS § SRR fhU ST "R €, g9 fRdl i iR TeEE SE T8l ent |
ATH € 2@, IR B B FANY B AT BRI Sl WEE FH & AT
Uk N AHN B |

TR M A W G FB G BT SAN°
M IS H WM o & [ YR BB TE el B & AR T & AU §u e
SR

ST AFTET WEeg® ©

36 AT § AR o QUIGEEEE & | A A F AR e A o Hehd © | 3 oA
I @ &, i off oy Bt off o9y 39 SN A oM HiE 0T 9a ST & 9 2l
AU FUg B o 2, 39 a1 B FHA Wi 36 8 AN H AT ITEN I AT
X Al W ATH T T TE BT |

T faawo:

e 39 38 AHN Bl GG I o TR SR Y @ e A9 § a1 H 9 30
U9Al N SO 34 & [T UGS W AR S R o omg, R 9 9 e 9ed g,
dl e AT 3 FA A T 9 A B b ol

1. SIS & (YAlol siee)
(Emea): 99897 98599

T8 IFEN T o9h [T T, oM U

Consent Form Version 1, May 2018



STITH B SEIEN ¢
S IC R

Consent Form Version 1, May 2018



b s | A S L SR

AT F TE B U N = W
¥ g3 a1 R ™ | e o
§ 7 g R m R} ¥ wmaawe § B
TR & R E & o5, g7 o & g5 "l | T

R Rl ff T ST 8N & ofeR B § T8 W SIa/SI €

Consent Form Version 1, May 2018



AEardt U39
AE-USE

3Ht feg ug 99 J faBfa 3od/373 forsew ¢ feHdht &9
T fupr 3| feHralt €97 nioaar €1 e feararst fam 3 Ifendr &9 yo € <08 @8
g € MP-® US A § A€ &% AA U Aiet J | mfAdr i 39 3 24 difent 7
mie feurdt feer 9 | fenrar € AR Suz %aret 3 »i3 fermht €97 Uz 3 5-7 fest =
nie vy frug & Ud Aet 31 feg AT »iogdr € 9ar J2 § Y33 ad Age! J | 99
3HG AR f<g fensit €3 3 gme fermar &t Ad & aet fes™ adt J1

fore ferdifHa aStafGar enirar fermar & AR § Sfewr & Aaer 7 | fer fedt gt
g § MicWH3 We 383 TI8 i3 39 AUSG I3 T8 <9 femfenr 7 Aaer 3
fer yfepor gt fermar, few, aae w3 niut €t gdfumr i3t 7 Aaet 7 | fer wiftmis
feg vt ferrat €3 € WP-em® JE T AF § W I96 ©f AR 31! |

feg niftmic A Gfee,feBIwH! fegmr fgremis HEla® I&d M3 TAUSS
Bftmre feu &z A<ar | faour a3a I feddt Arearst ug i3 Adg 3973 A
AT J6 3T mUE 3'acd o Ug ASe T |

fer wifais fég fomr 8z 3 &t d=ar?

* AQ Jainit § et €9 & it Suss &St Areatt |
I8 Uil g3 fog vt uet Jus sme R § &3 iz acar| feg fesm
7 feat 3 fos &g € @9 i3 Aedr| JTAUS™ feu Ifaz €96 IT51 HElaw
3 GIfHT ArEardt €1 T93° JiSt Arednt w3 Tt € Wil Jatrt § < fed frdt
gout ufa® AYT &% We Uug € e 3 fost A |

*  H.21.AGs TniaT feHdr ©F Ads Tud € AN, 24 Wient gmie m3 72 fes
AO96 243 @ fon Aear| forrdr & B © niaws 396 ®et WAt feqmar
< AAG © %31 T fu39 &<t |

* 73 fost g wiAt 303 983 UR9 & AfSam &<

dtfeRer S AU AT 3 T 7

ITgA3 feniaSintt feu fare ferdifHa aEtRféar T JEt 3™ WiRT &dt Jer T | die
UBSHIH QT T8 Jaini' &t g7 €3 a3 fog &t % U9 U Ao 6, A fa I3

Consent Form Version 1, May 2018



fog &t It 3¢ 05 | fan &t 397 € 5<° AuHt 83 Br9 JuT BE AT Jatnrt & guft
faaramat szt At |

JuSH3T

fer niftmis © Bt 303 3 fEast 1St aret At Arearat Yot 397 gz Jut A<t |
frge mftis & foaedt a9s @8 dt 393 HElaw foares § fHT 39 3 Y Aad! |
303 T et aret Areardt § Sy <t B3 Rt Aot &t AT € wEt w3 feg Uar
ad6 Bt fa feg viftis Faea B3 M3 feuHt H3gx It it famr T |

303 H31aw faaras 3° oA 1St aret Areardt § U 39 3 fedaciaast gu g
feasT Ji3T A<ar| wﬁwmﬁémmmm AoH Pt w3
»ﬁ%mmﬁaﬁ|mwh€§ﬁa@mﬁﬁgwﬁ
m%%mmaﬁlméﬁﬁmmmm
Sfazdt | wiithils @ a3 AN 7 fefamiag It g yamH= J13 7T Fae 05,
fest o9 fan & use yare odt it A<at |

ot fer »ifois &g o Bz wet I3 yIv ador U=dm?

fer niftmis feg forr B Bt 3¢ I3 UITY &dt &9 J M3 & g9 3T AT
o3t foRedt refEea 3

fer wfors feg famr 8= ydt 39t Aefega d | 3FT fer wfoils g famr st @ &
Ao | Aad 3AT fIAr 8T 7 37 3AT faR &t <3 oo’ 3t ad6 oA Wi 3 AW J|
3IT3T A I < I2, IIAT Y fa for 5% TAUS™S feu femm A U™ 396
TS A &% IT'ST AYU YT &dt J<dr|

AUgT I<

AT IHT feg Aeadt ug %<4 3t 303" few™ a9 f9or 3deT 308 &% IBa3

&J6 3 373 YAG' € BIJ ¢ BTt Id IJar | Aad IAT faR S AN faR 5% 315
g9 g1 J 3t A nuE fe®H 396 T8 AT 5% J1% &9 AdE J |

3. BT & (f6QI&H IHZ2)
(HafE®) 99897 98599

T AEadt Y39 3TF BE I, WS IB Y |

Consent Form Version 1, May 2018



S, gaft v Aforst Usg

’*»" 1& fer wiftils & ufemr 913 er fsr famr 31 Areardt U39 fég @R

e e Mt TR 718 oA s famr 3 | i AHSeY/ANSR O R AR

s 83 fan 39 @ 79 ys= 3 faot, A muet fost 38t Afonst 3 fesad a9s At

»@%mfﬁﬁénﬁrﬁgﬁz@»ﬁwﬁ | 7 feg &t Arcer /Areet Of fa Aig @

BT HU AHT ©AJ MigBE 96 BT HG Y AHF 8 U<ar mi3 feg nigss Hat U
ot I &9 gaee &It T

e e e e e e e e raaaaeas foHs TA3YIagsT fen miftmis feg famr &= <t
Afonzt feer I | i AefEe 5% fer niftmis feu forr 8= geo/geet af w3 Acer
/ ArEet gf fa 1 faR <t @33 fgr 3 %8 J AkET /ASdt IF |

Y33t € gAs™Hg

E{

BH M3 U3T:

o 0

SII/MIIMcITST & TASHT :

‘0

BH M3 wigeT;

Consent Form Version 1, May 2018



y3ifédt gnrar AfoHST U39

niftmis & 2R &t H9 far3e9 83 St e esnit & yfgporet
TIRG TR o fanr 3 et U39 fEO o O fudt gt At
g A fes famr 9 | B AHST/ANST! of fa A9 foreo @ femm @3 faR 3 e =9
yse 3 fs, Ao far3erg Smudt ot Tt Rfont 3 feaad ads 7 wifthis 39
SR AR WS Te o wfged 3 | 7 feg & Aeer /At O fx A9 @ &9t A

U AHT ©AT MiTSBE d96 BT HE g AHT 87 U=ar »i3 feg miigss '3 B8Rt
uﬁ@wmwmﬁ@

ferg fom 8= < Afont feer o | Y Fefte &% w2 fom3er o fen withls fég
fIar 8= geu/ged! of M3 Ace/ Aeet I fa 89 far <t <a3 fer 3 ¥ 7 Ager
/ AGt T |

AJUIAS € JASTHT ;

BH M3 UIT:

Jait &% famsT:

E{

&SI @ TASTHT ;

‘0

BH M3 WigeT;

Consent Form Version 1, May 2018



