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APPENDICE |

HIHT University

Swami Ram Nagar,
P.O. Doiwala, Dehra dun( INDIA)
Phone: 91-135-2471111, Extn. 328, Fax 910135-24711122

HIHTU/HIMS/ETHICS/2013/0> Dated: 28.1.2013

“Ethics Committee”

The Ethics committee in its meeting held on 25.1.2013 approved the Research
Proposal entitled:

“Study to assess the effectiveness of Yoga on stress level and quality of life of
breast cancer patients undergoing chemotherapy”.

6. Submitted by Principal Investigator Mrs. Kamli Prakash, Vice Principal &

Faculty, Himalayan college of Nursing.
F

Dt:- 28.1.2013 Dr. D.C. Dhasmana
Secretary, Ethics Committee



APPENDICE Il

To

The Director Date:02/03/2013
Cancer Research Institute

HIHT University

Swami Ram Nagar

Dehradun, Uttarakhand

Subject: Requesting Permission to conduct research
Respected Sir

This is to inform you that I Mrs. Kamli Prakash registered in HIHT University as Ph. D
student and also working as vice principal for undergraduate Programms in Himalayan
College of Nursing, wants to conduct my research study in Cancer Research Institute
HIHT . The topic of my research is-

“Study to assess the effectiveness of Yoga Practices on Stress Level and Quality of
Life of breast cancer patients undergoing Chemotherapy “

I would be teaching yoga (Diaphragmatic Breathing, Systematic Relaxation, Alternate
Nostril Breathing and Joints and Gland exercises) to breast cancer patients when they
come for first cycle of chemotherapy at CRI, and I will assess their Quality of life and
Stress level as they come for six cycles of chemotherapy starting from second cycle till
sixth cycle. '

I have obtained the permission for doing this study from Ethical committee of HIHT
University

I humbly request you to kindly permit me to conduct this study in Cancer Research
Institute HIHT. 1 will ever grateful to you

Thanking you

Yours” sincerely

WA
Kamli Prakash
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Su| e

HIMALAYAN COLLEGE OF NURSING /

N e /
1 st @) ard o(ew) B sl serrars SRPE 4o 12 3t 2003 G0 el o e Beatvnor ot wu dmafrn g2

faemfaeran s 2013
e 2, = /i g E4 {) r
4 Constituent Academic Unit of Swami Rame Himalayan University est u/s 200 of UGC dct & enacted vide Uttarakhand Act No. |2 o 2013

Ref No. SRHU/HCN/2018/ 68¢ Date: October 5, 2018

To Whomsoever It May Concern

This letter is to verify that I have taught Mrs. Kamli Prakash the Yoga Protocol which is
comprised of diaphragmatic breathing, systematic relaxation, alternate nostril breathing
and joints and glands (exercise of neck and shoulders) for the intervention of her Doctoral
thesis entitled:; “Study to assess the Effectiveness of Yoga on Stress Level and Quality of

Life of breast cancer patients undergoing chemotherapy.”

Mrs. Prakash regarding the learning of the yoga

I have had several contact sessions with
nfident that she was able to apply this Yoga

intervention for her thesis and felt co
intervention.

I am certified in the USA as a Teacher of Yoga Science and have been teaching Yoga
Science for over 30 years, both here in India and in the USA.

My best wishes go with her as she completes her Doctoral Education.
W Hoain Aelieet, »

Dr. Kathleen Marie McKechan

Nursing Advisor Himalayan College of Nursing and
Former Coordinator of the department of Yoga Sciences
Swami Rama Himalayan University

Dehradun, Uttarakhand 248140

India

@ U R, Qoo Site ATe, QEAGH (STRIEVE) 248016



APPENDICE IV

Permission Letter to download EORTC QLQ C30 and BR 23
From: Melodie Cherton <melodie.cherton@eortc.be>
Sent: Fri, 29 Mar 2013 15:33:38 GMT+0530
To: "kamliprakash@rediffmail.com" <kamliprakash@rediffmail.com>
Subject: Re: Form submission from EORTC

Dear Kamli

Thank you for your email and interest in our measures.

We do grant permission to use our measures for academic studies.

Please proceed with downloading the questionnaire and additional modules you might be interested in on our
website http:roups.eortc.be/gol/.

By entering the download request your study registered at the EORTC and you obtain permission to use our
tools.

Note that the QLQ-BR23 module is validated and available for academic use on our website
http://groups.eortc.be/gol/eortc-modules .

Please enter a download request by clicking on “download module” at the bottom of the page and fulfill the
online form.

If you have any further questions, please do not hesitate to contact me.

Regards,

Macopy;lodie CHERTON

EORTC, Executive Assistant - Quality of Life Department
Tel: +32 (0)2 774 16 78

Fax:+32 (0)2 779 45 68

Avenue E. Mounier 83/11 ¢ 1200 Brussels ¢ Belgium
melodie.cherton@eortc.be - http://groups.eortc.be/qol

50 years of Progress Against Cancer [1962-2012]
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APPENDICE V

Thesis Protocol, Dated: 25/5/2012

“kks/k izcal/k dk izksVksdky] fnukafdr

Informed consent document
OO0000O0000O000O0000O004aon

(To be administered before recruiting/ screening of the study subject/patient. A signed copy
of it must be given back to the subject/patient.)

(DOOOOOO00000, OOoOoOOOOoOO0OO0/0000 00 0000 o000 oooo
ooooooooooooo oooooooooo / oooo oo oooo oo ooo)

Part I: Subject/Patient Information document

HkkXk 1 % fo’k:d @ jksxh dk tkujh izi=

(To be written in non technical language understandable to a layman;Strike off which ever
point is not applicable)

Title of the study/protocol: Study on effectiveness of Yoga on Stress Level and Quality of Life of
breast cancer patients undergoing Chemotherapy.

v/;;u @ izksVksdkWydk “kh’kZd %

Ethics committee approval letter no: HIHTU/HIMS/ETHICS/2013/02 Dated:28/01/2013.

vkpkjlfgark Ifefr vugeksnu i=akd la[;k fnukad

CTRIRegistration no, (if applicable)................ooooiii .

CTRIiathdj.k la[;k ¥%;fn ykxw gks rks%z

Principal Investigator with qualifications: Mrs. Kamli Prakash (PhD scholar) under the guidance of Dr.
Sunil Saini ( Professor & Director, Cancer Research Institute) Swami Rama Himalayan University.

eq[; vUos’kd ;ksX;rk Ifgr

Name & address of Institution: Cancer Research Institute, Swami Rama Himalayan University, Jolly
Grant, Dehradun, Uttarakhand.

aLFkkdkuke o irk

Contact No: 0135-2471409

nwjHkk’k

Subject’s /Patient’s Name...oveeiieieeeieiereiteieeseesereeeecreccssssccsscsscsnone

fo’k;d @jksxh dk uke

Introduction: Randomized Clinical Trial for assessing effectiveness of Yoga on Stress Level and Quality
of Life of breast cancer patients undergoing chemotherapy.

ifip; v/;;u dhizd fr o izdkj

Purpose: To teach diaphragmatic breathing, systematic relaxation, alternate nostril breathing and joints &
glands exercises to breast cancer patients undergoing chemotherapy, instruct them to practice at home
daily. To reduce their stress level and improve their quality of life during chemotherapy.



mis”;
Methods: demonstration of Yoga to breast cancer patients, self report by patients on data collection
questionnaire.

fof/k;kWa % izfdz;k@” kY ; fpfdRIk@mi;ksxlkexzh@jDr uewus dh vko fRr@ek=k
(vkdzked izfd;k;sa&izR;sd dk fooj.k o dkj.k

Risk involved: None

tksf[ke % v/;u IgHkkfxrk esa “kkfey tksf[ke @Hksn~; vkcknh] ;fn “kkfey gks
rks] dk cpko

Potential benefits: Reduction in Stress Level and improvement of Quality of Life of breast cancer
patients undergoing chemotherapy.

laHkkforykHk
Reasonable alternatives/ possible variant treatment available: Other relaxation techniques.
mfpr fodYi@miyC /k laHko mipkj ds izdkj

Subject’s responsibility: To practice diaphragmatic breathing, systematic relaxation, alternate nostril
breathing, joints and glands exercises of neck and shoulder at home twice in a day and to provide the
relevant information being asked.

fo"k;d ds nkf;Ro

Compensation: No

egqvkotk

Confidentiality: Yes

xksifu;rk

Voluntary participation: Yes

LoSfPNd Hkkxhnkjh

Financial cost of participation involved: None

foRrh; ykxresa “kkfeyHkkxhnkjh % izfrHkkfx;ksa ds fy;s iwokZuqekfur
[kpsZ@fo’k; vkSj mlds Hkgxrku
Contact person: Dr. Sunil Saini (Professor & Director, Cancer Research Institute) and Dr. D.C.

Dhasmana, ethics Committee (Member secretary), for further information on any query at any time in
an event of a problem.

laidZ O;fDr ¥YaxkbMY2 ,sfFkDldfeVh %InL; Ifpos] fdlh Hkh leL;k ;k vf/kd tkudkjh
ds fy, fdlh Hkh le;A

Patient /legal representative
INitials. ... Date.................

jksxh @dkuquhizfrfuf/k fnukad

(Thank you for taking time to read this document .1f you decide to take part in this study, you
will be given a copy of this information document and signed consent form to keep
with you)

Y4 bl nLrkost dks le; fudkydj i<us ds fy, /kU;okn A vkibl v/;;u esa Hkkx ysus dk QSlyk
djrs gSa rks tkujhizi= dh izfrfyfi ,0 agLrk{kfjr Igefr izi= dk ,d izfr nh tk,xh A



Principal Investigator’ Name: Mrs. Kamli Prakash (PhD Scholar)

iz/kku vUos’kd dk uke

Name of the Institute: Cancer Research Institute, Swami Rama Himalayan University, Jolly Grant,
Dehradun, Uttarakhand.

laLFkku dk uke



Part 11: Informed consent form
Lwfpr Igefr izi=

Name of the study/ trial: Study to assess effectiveness of Yoga on Stress Level and Quality
of Life of breast cancer patients undergoing Chemotherapy.
v/;;u dkuke@ijh{k.k

Name of the Investigator: Mrs. Kamli Prakash (PhD Scholar) under the guidance of Dr.
Sunil Saini (Professor & Director, cancer research Institute)

iz’kkuvUos’kddkuke

Studycode: ..o

v/;u lfgark

Patient Name ...,

jksxh dk uke

Dateof birth................................. Age..ooiiii,

tUefrfFk vk;q

. | confirm that | have read and understood the patient information sheet

dated.................... for the above study on .................. (drugs /procedures etc)....
and had the opportunity to ask questions which were answered to my satisfaction

eSa iqf’V djrk@djrh g Wwafd eSaus mijksDr -------------mmmnmmnmmev v/;u

ds fy, jksxh lwpuk izi= fnukad---------------- dks Hkyh&Hkkafr i<+ o

le> fy;k gSvkSj bl ds ckjs esa eq>s iz”u iwNus ds iq.kZ volj feys ftu

ds IUrks’ktud mRrj izklr gq,A

I have been well informed about the potential anticipated risks, discomfort and side
effects associated with ....(the trial drugs/procedures etc).... and what 1 will be
expected to do?

€Q>S ----mm-mmmmmmmmmemmeoees vi;;u Is tqM+s laHkkfor izR;kf’kr tksf[ke]
ijs’kkuh o nq’izHkko vkSj blds fy;s egq>s D;k djuk gS ds ckjs
esaHkyh&Hkkafr lwfpr fd;k tk pgdk gSA

| understand that my participation is voluntary and | am free to withdraw from the
study at any time without giving any reason, without affecting my future medical care
or legal rights. I shall inform the principal investigator in this regard for any
precaution/ medical care required to follow.

eg>s Kkr gS

fdesjhlgHkkfxrkLoSfPNdgSvkSjeSadHkhHKkhfcukdkj.kcrk;sbl v/;;u
IsHkfo’; esavius@viuhfpfdRIkO;oLFkk :k
dkuwuhvf/kdkjdksfdlhHkhizdkjlsizHkkfordjsfcukgVildrk@ldrhgWWa

w] A bllaca/k esaeSafdlhHkhlko/kkuh @fpfdRIklgfo/kk dh t:jr
iMusijiz/kkuvUos’kddkslwfpr d:axk@d:axh A

| understand that the principal investigator, others workers on the principal
investigator’s behalf and the ethics committee HIHT University will not need my
permission to look at my health record both in the respect of the current study and
any further research that may be conducted in relation to it, even if | withdraw from the



study/ trial. I agree to this access. However, | understand that my identity will not be
revealed in any information released to third parties or published.

4- eq>s  KkrgSfdiz/kkuvUos’kd] iz/kkuvUos’kd dh  vksjlsvU;
dk;ZdrkZvksavkSjLokehjkefgeky;ufo”ofo|ky; dh
uSfrdrkifefrdksorZeku v/;;u vkSjblislEcfU/krvkxsfdlhHkhvUos’k.k ds
laca/k esaesjsLokLF; lac/khvfHkys[kksadks ns[kus ds fy,

esjhlgefrdhvko”;drkughagksxh] pkgseSabl
v/;;u@ijh{k.klsvyxHkhD;ksa u gkstkAa A
bldsfy;seSviuhlgerhiznkudjrk@djrhgwWaA

eSa le>rkgWwsafdfdlhvU; O:fDr@laLFkk 'k

fdlhHkhizdkf’krlekxzhesaesjhigpkudk [kqyklkughafd;ktk;sxk A

5. | agree not restrict the use of any data or results that arise from this study provided
such a use is only for scientific purpose.

5- eSbl  v/;;ulsmiftr ds fdlhHkhMsVk ;k ifj.kkeksaa ds
bLrsekydksizfrcfU/krukdjusdksviuhlgefriznkudjrkgwWao ’krss
Zbudkiz;ksxdsoyoSKkfudmn~ns”;ksa ds fy, fd;ktkjgkgks A

6. | am aware that investigator will inform, whenever the situation arises, about any new
finding that develop anywhere in the world, related to my treatment which may affect
any decision to continue participation in the study.

6- eq>s Kkr gS dh fo”o esa dgh aHkh esjs mipkj Is IEcfU/kr fd
IhHkh ubZ [kkst fodflr gksus dh fLFkfresa] tks esjs bl v/;;u esa
Hkkxhnkjh tkjh j[kus ds fdlh Hkh fu.kZ; dks izHkkfordjldrkgS]
eq>s vUos’kd ds }kjklwfprfd;ktk,xkA

7. 1 had have time to make my decision whether or not to take part in this study/trial. |
agree to take part in the above study; | have received a signed and dated copy of this
consent form for my records.

7- eg>s bl v/;;u@ijh{k.kesaHkkxysus ;k u ysus ds fy;sl;kZir le;

iznkufd;kx;kAeSamijksDr v/;;u esaHkkxysus ds
fy;sviuhlgefriznkudjrk@djrhgWsawAeqg>s Dbllgefrizi= dh .d
gLrk{kfjr 0 fnukafdrizfrfyfiviusvfHkys[kksa ds

fy;sizklrgkspgqdhgSA

Patient/ Legally Acceptable Patient’s LAR’s Signature Date and Time
Representative (LAR) Name

Investigator/ Designee Name Investigator/ Designee’s Name Date and Time



Witness Name Witness’s Signature Date and Time



APPENDICE VI

Eastern Cooperative Oncology Group (ECOG, Zubrod) performance scale

Performance

status Definition
Fully active; no performance restrictions

Strenuous physical activity restricted; fully ambulatory and able to carry out
light work

Capable of all selfcare but unable to carry out any work activities. Upand
about >50 percent of waking hours.

Caﬁable of only limited selfcare; confined to bed or chair >50 percent of
waking hours

gr?ar_r}pletely disabled; cannot carry out any selfcare; totally confined to bed or
I

A~ W NN O

Excerpted from: Oken MM, et al. Am J Clin Oncol 1982; 5:649.



APPENDICE VII

Sociodemographic & Clinical Proforma

Code No

© © N o g B~ wbh -

[ S
N P O

= e
~ W

© N o o~ w D oPE

. Any history of Cancer in the family:

. Practicing Yoga currently:

Name of the patient:

Age:

Educational Level:

Occupational Status:

Source of Income:
Marital Status: Married/ Unmarried/ Divorced/ Widow
No. Of Children:

Household: Living with husband/ living with husband and children/ living with children/ living alone

Any Co-Morbidity present:

. Any history of taking: Tobacco/ Alcohol/Cigarette/Bidi

. Ever heard of breast Cancer before developing breast cancer:
. Place of living:

CLINICAL DATA
Menopausal status:

Stage of breast cancer: I/11/111
Grade of breast Cancer: I/11/111
Time since diagnosis: < lyear/1-5years/> 5years

Date of Surgery:

Surgery: Lumpectomy/Modified Radical Mastectomy/conservative Surgery
Chemotherapy: Adjunct/ 2" line palliative

Chemotherapeutic drug received:



APPENDICE VIII

O

EORTC QLQ-C30 (version 3)

e are Inferssted in some things about vou and your bealth Plesse answrer all of the questions yourself by circling the
menber that best appliss to you There are mo "ngh™ or "wrong" answers. The informaton that yoo provide will

Flegce fill in wour inrteals: |
Vour birthdate Dy, Month, Vear): Le 1 o 0 vy
Today's dase (Dey, Month, Year): 1 I I T |

1. Do youhave aoy moubds doing strennons scivities,

like camying @ heavy shoppms bag or a suitcase? 1 2 3 4
2. Do you have sy moubls taking a Jopz walk? 1 2 3 4
3. Do you have amy troubles taking a short walk owtzide of the house? 1 2 3 4
4. Do youneed to stay in bed or & chair during the day? 1 2 3 4
5. Do youwneed help with esfing, dreszine, washins

yourzelf or using the todlst? 1 2 3 4
During the past weel: Notat A Quite Very

An Litde aBit Much

6.  Were you limuted in deing either your work or other daily activities? 1 2 3 4
7. Viare you limdted in pursmne your hobbies or other

leisme tme acivites? 1 2 3 4
8 Weare you short of breath? 1 2 3 4
0. Have you had pain? 1 2 3 4
10, Dnd yon need o rest? 1 2 3 4
11. Have you had mouble sleepins™ 1 2 3 4
12 Hawe you felt weak? 1 2 3 4
13. Have you lacked appente? 1 2 3 4
14 Hawe yvom felt neuseated? 1 2 3 4
15, Hawe you vonnped? 1 2 3 4
146 Hawe yon been constipated? 1 2 3 4

Plsaze =0 o0 to the ne paze



ERCLIGH

During the past week: Notat A Quite Very
Aan Litle aBit Auoch
17. Hawe you had disrrhea? 1 2 3 4
12 Were you tired? 1 2 3 4
1% Ddid pain interfere with your daily acivites” 1 2 3 4
20, Have you had diffioulty in concentrating on things,
like reading a newspaper or waichine talevizion? 1 2 3 4
21 Ddd yom fesl tenza? 1 2 3 4
X2 Dad you worry? 1 2 3 4
23 Ddd yom fesl irmitable? 1 2 3 4
24 Dadyom fesl depressed? 1 2 3 4
2% Have you had diffionlry remembering thinms7 1 2 3 4
26, Has your physica] condition or medical reatmens
inferfered with your Sanily 1ife? 1 2 3 4
7. Hasz your phyzical condition or medical reatmens
imferfered with your secial activides” 1 2 3 4
28 Hasyour physica] condition or medical reatmens
cazed you financial diffionlties? 1 2 3 4

For the following questions please circle the number between 1 and 7 that
best applies to vou

22 How would vou rate your overall healih chming the past wesk?
1 2 3 4 5 1] 7

Very poor Excellant

30 How would won rate your overal] goaliny of life durine the past week?
1 2 3 4 5 ] 7

Very poor Excellant

© Coprysight 1955 BORTC Ouuabisy of Life Crogp A sijghis sescreed, Versios 1.0
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EORTC QLOQ-C30 (version 3) (#:f 7.0/
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APPENDICE IX

EMIGLEIEH

O

FORTC QLQ-BR23

Patients sometimes report that they have the followng symptoms or problems. Please mdicate the extent
to which you have experienced these symiptoms or problems during the past wesk.

During the past week: Not at A Quite  Very
Al Little a Bit MMuch

31, Dnd you beve a dry mowsh? 1 2 3 4
32, Dnd food and drink taste differens than usaal? 1 2 3 4
33, Were your eyes painful imitated or watery? 1 2 3 4
34, Have you lost amy ham? 1 2 3 4
15 Apswer this question ooty if you had smy hair loss:

Were you upset by the loss of your hair? 1 2 3 4
34, Did you fesl il or wmasll? 1 2 3 4
37. Drid you heve hot flushes? 1 2 3 4
38 Did you heve headaches? 1 2 3 4
10, Hawe you felt physically less anractve

a5 3 et of your disease o Teatment”? 1 2 3 4
40, Hawe you been feclins les: forminine as a

result of your dizesse or Tesment? 1 2 3 4
41, Did you find it difficuls to look at yourself naked? 1 2 3 4
42 Hawe you been dissatisfied with your body™ 1 2 3 4
43, Were you worried about your health in the fahare? 1 2 i 4
During the past four weeks: Not at A Quite  Very

44, Towhsat extent were you Mierested m sex? 1 2 3 4

45, Towhat extent were you sexually active?
{with or without ntencourse) 1 2 i 4

46, Apswer this question oaly if you bave been semeally
actve: Towhat extent was sex emjoyable for you? 1

[ B
(Y
.

Plaasze zo on to the next pase



During the past week:

47.

45

40,

Irid yom berve amy pam i your amn of shonlder?
Dnid you kerve a swollen arm or bend?

YWas if difficalt to raise your am or to move
it sideways?

Have you had aoy pam in the area of vour
affected breast?

“Wias the area of your affectsd breast saollen”
Was the area of vour affectad breast oversensigve”

Have you had ckin problems on or o the arsa of
vy affected bresst (pg, itchy, dry, flaky)?

Noft at
An

[

[ ]

Quite  Very
aBit  Much
3 4
3 4
3 4
3 4
3 4
3 4
3 4
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EORTC QLQ-BR23

Tt et ot Ty € T 3= o= weroT o e ¥ oot e # 3o TR 5 O O ST W e 4
T Hita &

Toresst ware 3#: fregualt umw oW o@
sftes  ifers
D e 1 2 3 3
3L g SRR A O T SR S S T I z 3 +
B g wed st A gk an s sens & s et @ ol ! 2 3 4
HTcT =
M g s are T B 1 2 3 4
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L g sy s orfi @ sy &2 1 2 3 4
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List of Experts Validated Tools and Intervention

1.

Dr. Rajender Mahal
Professor, College of Nursing
Mohan Dai Cancer Centre

Ludhiana, Punjab.

Ms. Joy Craighead
Yoga Expert

Swami Rama Himalayan University

Dr. Sanchita Pugazhendi
Professor & Dean College of Nursing
Swami Rama Himalayan University
Jolly Grant Dehradun Uttarakhand

Dr. Minu Gupta

Professor, radio-oncologist

Cancer Research Institute

Swami Rama Himalayan University
Jolly Grant Dehradun Uttarakhand

Mr. Rahul Baluni

Assistant Lecture

Department of Yogic Science and Holistic Health

Swami Rama Himalayan University
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EXPLAINING THE INTERVENTION

DIAPHRAGMATIC BREATHING




DIAPHRAGMATIC BREATHING

SYSTEMATIC RELAXATION




ALTERNATE NOSTRIL BREATHING
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