Appendix-1

IAYT MODULE FOR CARDIAC HEALTH

Practice

Duration In Min

Breathing Practices
Prasarita hasta §vasa (Hands in & out breathina)
Utkacita hasta §vasa (Hands stretch breathina)

Vvagra $vasa (Tiaer breathina)
Ankle stretch breathing

Straight leg raising breathing

Setubandhasana breathina

Bhuiangasana breathina (Serpent posture breathina)
Quick Relaxation Technique

Asana

Standina Asana

Tadasana

Trikonasana

Ardhakaticakrasana

Ardhacakrasana

Padahastasana

Sittina Asana

Vakrasana ( Spinal twist with leas straiaht)
Supine Asana

Savasana ( Supine relaxation posture)
Pranavama

Candranadi Pranavama

Nadisodana Pranavama

Bramari Pranavama

Deep Relaxation Technique

Mind Sound Resonance Technique (MSRT)
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Breathing Practices

Yogic breathing practices combined with simple body movements aimed to bring about a slow
rhythmic breathing pattern. The principles involved in the technique of breathing are (i) slow down
the rate of breathing while synchronizing the movement of hands, legs, abdominal or thoracic
muscles as needed in each exercise with breathing, (ii) ensure that exhalation is longer than
inhalation and (iii) practice with full awareness of the touch of the flow of air through the nostril
down the air passages.

Asana

Tadasana Trikonasana Ardhakaticakrasana

Vakrasana

Savasana

Quick Relaxation Technique
Lying down in Savasana, the muscles of the back collapsing on the ground, legs apart, arms apart,
palms facing the roof. The most comfortable position assumed. Awareness is brought to the
movements of the abdominal muscles moving up and down as one breathe in and out, recognizing
the haphazardness and jerky movement of the abdominal muscles. Not manipulating the breathing,
mentally five rounds are counted, one inhalation and one exhalation forming one round. The
abdominal movements is synchronized with breathing. While inhaling the abdomen bulging up and
while exhaling the abdomen-sinking down. "Inhale....... deeply and exhale..... completely. Continue
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up to three rounds". Then it is associated with feeling "As you inhale, the abdominal muscles are
coming up feel the whole body getting energized and feel the lightness. As you exhale, feel the
whole body collapses and sinks down nicely, releasing all the stresses and tensions completely.
Inhale....... deeply and exhale...... completely. Continue up to three rounds".

Pranayama

Candranadi Pranayama

Sitting in pdmasana, adopting Nasika mudra with the right hand (folding index & middle fingers

towards the palm), Inhalation & exhalation are carried out through the left nostril (candra nadi),
keeping the right nostril closed all the time during the practice.

Nadisodana Pranayama
Sitting in pdmasana, adopting Nasika mudra with the right hand (folding index & middle fingers
towards the palm), air should be inhaled through the left nostril after having retained the breath as

long as possible (khumbaka), it should be exhaled through the right nostril, and again inhaled
through right after performing kumbhaka and exhaled through the left nostril.

Bramari Pranayama

Sitting in pdmasana, after quick inhalation, air is exhaled slowly producing a soft humming
sound. In order to produce the sound of a female bee (i.e., Bhramari) it is instructed to utter any
word ending with 'ng' such as 'Sing’, 'Ring' etc. and stretch the 'n' part which will give rise to
Bhramari. While practicing Bhramari, strong vibrations is felt, particularly in the head region. Also
its resonating effect is felt. Before going for the next round Bhramari, it is instructed to allow the
vibrations to settle down thoroughly.

Deep Relaxation Technique

Deep Relaxation Technique (DRT) is done by taking a trip to different parts of the body from toes
to head gradually with visualization, awareness and deeper feeling of relaxation.

Phase-1: Bring your awareness to the tip of the toes, gently move your toes and relax. Sensitize the
soles and relax, relax your feet, loosen the ankle joints, relax the calf muscles, Pull up the knee caps,
release and relax, relax your thigh muscles, buttock muscles, loosen the hip joints, relax the pelvic
region and the waist region. Totally relax your lower part of the body. R..e..l.a..x......... Chant A-
kara, AAA....... Feel the vibration in your lower parts of the body.

Phase-1l: Gently bring your awareness to the abdominal region and observe the abdominal
movements for a while, relax your abdominal muscles, relax the chest muscles. Gently bring your
awareness on your lower back, relax your lower back and loosen all the vertebral joints one by one.
Relax the muscles and nerves around the backbones. Relax your middle back, shoulder blades and
upper back muscles, totally relax. Shift your awareness to the tip of the fingers, gently move them a
little and sensitize. Relax your fingers one by one. Relax your palms, loosen the wrist joints, relax
the forearms, loosen the elbow joints, relax the hind arms-triceps, biceps and relax your shoulders.
Shift your awareness to your neck, slowly turn your head to the right and left, again bring back to
the center. Relax the muscles and nerves of the neck. Relax your middle part of the body, totally
relax. R..e..l..a..x.......Chant U-kara, UUU....... Feel the vibration in the middle part of your body.
Phase-I11: Gently bring your awareness to your head region. Relax your chin, loosen your lower jaw
and upper jaw, relax your lower and upper gums, lower and upper teeth and relax your tongue.
Relax your palates-hard and soft, relax your throat and vocal chords. Gently shift your awareness to
your lips, relax your lower and upper lips. Shift your awareness to your nose, observe your nostrils,
and feel the warm air touching the walls of the nostrils as you exhale and feel the cool air touching
the walls of the nostrils as you inhale. Observe for a few seconds and relax your nostrils. Relax your
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cheek muscles, feel the heaviness of the cheeks and have a beautiful smile on your cheeks. Relax
your eye balls muscles, feel the heaviness of eye balls, relax your eye lids, eye brows and the space
between the eye brows. Relax your forehead, temple muscles, ears, the sides of the head, back of the
head and crown of the head. Relax your head region totally relax. R..e..l..a..x...... and chant M-kara,
MMM....... Feel the vibration in your head region.
Phase-1V: Observe your whole body from toes to head and relax, chant AUM in a single breath
A..U..M... Feel the resonance throughout the body.
Phase-V: Slowly come out of the body consciousness and visualize your body lying on the ground
completely collapsed.
Phase-VI: Imagine the vast beautiful blue sky. The limitless blue sky. Expand your awareness as
vast as the blue sky. Merge yourself into the blue sky. You are becoming the blue sky. You are the
blue sky. Enjoy the infinite bliss. E..N..J..O..Y... the blissful state of silence and all pervasive
awareness.
Phase-VII: Slowly come back to body consciousness. Inhale deeply. Chant an Om-kara. Feel the
resonance throughout the body. The soothing and massaging effect from toes to head.
Phase-VIII: Gently move your whole body a little. Feel the lightness, alertness and energy
throughout the body. Slowly bring your legs together and the hands by the side of the body. Turn
over to the left or the right side and come up when you are ready.
Step—VIII: Closing Prayer
Sarve bhavantu sukhinah Sarve santu niramayah
Sarve bhadrani pasyantu Ma kascit duhkha bhagbhavet
Om Santih Santih Santih.
Meaning: May all be happy. May all be free from disease. May all see only things auspicious. May
none be subject to misery.

Mind Sound Resonance Technique (MSRT)
i) Starting Position:
Sit in any meditative comfortable position or lie down in Savasana with legs apart, hands away from
the body, head and neck in a very convenient position. The whole body is completely collapsed on
the ground.
Let us start the session with the prayer - Maha Mrtyunjaya Mantra.
Om Trayambakam yajamaheSugandhim Pustivaradhanam
UrvarukakamivabndhanatMrtyormuksiya mamrtat.
Om Shanti, Shanti, Shanti.

Step-1 : A-Kara Chanting (9-Rounds). Maintain calmness of your mind and let us slowly proceed to
the practice of M S R T, recognizing all the subtle changes during chanting. Let us being with
chanting 9 rounds of A-kara synchronizing with the whole group and chanting very smoothly and
try to feel the vibration in the lower parts of the body. Inhale A......... very carefully observe the
changes, all the vibrations smoothly settling down. Very slowly and leisurely awaken the energies
and chant another A-kara. Inhale A........ Once again recognize all the vibrations settling down,
gradually merging into the inner calmness, taking you very naturally into that inner quietude.
Recognize the sublime state of energies. Learn to effortlessly remain in that peaceful state for longer

and longer duration. Inhale A............. very carefully observe all the changes within Inhale again
A , Inhale A........... ,Fine vibrations of A-kara engulfing your whole being and smoothly taking
you into inner calmness, recognize the subtle and sublime state of energies at all levels. Once again
inhale deeply A.......... , Every chanting taking you into deeper and deeper level of calmness, softer
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and softer states of your being. Try to produce a very rich sound and every chanting giving full
expression to your energies. Inhale A.......Recognize, the energies very smoothly subsiding, taking
you into inner quietude. Inhale A........... Let go all inhibitions of your energies. Recognize a very
tranquil flow. Final round of A-kara. Inhale A.......... learn the subtle technique of producing
resonance by perfectly matching the sound vibrations and that of the body vibrations followed by
quietude.

Step —II : U-Kara Chanting( 9-rounds)Let us now move on to U-kara chanting. Inhale U....... Try to
produce very powerful sound, the flutter, the buzzing sound as you exhale. Inhale U....... Feel the
pleasant resonance in the chest cavity very peacefully subsiding. Again inhale U....... Maintaining
all the alertness of the mind and keen sensitivity. Recognize all the subtle changes. Inhale U......,

Inhale U........ , Breathe In for the sixth round U......... Again inhale U......... Recognize the smooth
and relaxed state of energies. Inhale U....... , Inhale U........ Last round Inhale U......... Appreciate the
inner calmness.

Step —Ill : M-Kara Chanting( 9-rounds)Let us move on to produce the finest vibration of M-kara.
Inhale M...... Feel the blossoming of energies particularly in the head region, giving you the
wonderful feeling of expansion. Again inhale M........ , Inhale M....... ,inhale M........ , Inhale M....... :
inhale M........ , Inhale M....... , inhale M........ , Last round Inhale M....... allow the resonance to diffuse

in the head region.

Step —IV : Om-Kara Chanting( 9-rounds)Let us now proceed to chant Om-kara by combining all the
three syllables, A U M, giving a sublime release of energies. Feel the flow of energy during
chanting starting from A-kara and ending with M-kara, wonderful feeling of expansion in the whole
body. Inhale A..U..M....... in the ration of 1: 1: 2. Inhale A..U..M....... Recognize the blissful
feeling of lightness and expansion of your energies, the wonderful calmness and tranquility of the
mind. Again inhale A...U...M....... Check your position. Allow all the vibrations to completely quite
down. Inhale A..U..M....... , Inhale A..U..M....... Merge into the divine vibration of OM. Inhale
A..U.M... , Inhale A..U..M....... , Inhale A...U..M....... Last round inhale A...U...M....... Allow
the resonance and the subtle vibrations to diffuse and merge into silence.

*khkkkkikk
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Appendix-2
INFORMED CONSENT FORM

Informed Consent form for patients, participating in a randomized control trial
to study the effectiveness of Integrated Approach of Yoga Therapy based

rehabilitation program for heart failure secondary to coronary artery disease.

Name of Organization: Swami Vivekananda Yoga Anusandhana Samsthana (SVYASA) and
Sri Jayadeva Institute of Cardiovascular Sciences and Research.
Name of Program Director: Dr. Subramanya Pailoor

Name of Program: PhD (Yoga)

This Informed Consent Form has two parts:
e Information Sheet (to share information about the research with you)

e Certificate of Consent (for signatures if you agree to take part)

You will be given a copy of the full Informed Consent Form
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PART I: Information Sheet

Introduction

There may be some words that you do not understand. Please ask us to stop as we go through the
information and we will take time to explain. If you have questions later, you can ask them of the
investigator, the study doctor or the staff.

Purpose of the research

Heart disease is becoming very common nowadays making it difficult for the patients lead a normal
life. Medicine alone cannot improve the patient's day to day activities. Within 30 days after
discharge from the hospital, one out of four heart failure patients are readmitted. In order to carry
out the day to day activities confidently, the lifestyle has to be modified, along with some sort of
physical activity (exercise). Yoga is more ideal because it has components like Asana (physical
exercise), Pranayama (breathing exercise) and meditation. We are doing this research to find out if
yoga is better for heart failure patients when done along with the medicines the doctors have
prescribed.

Type of Research Intervention

This research will consist of doing some tests like echocardiogram (ultra sound scanning of the
heart) and blood test. You will be taught yoga at the hospital three days a week for approximately
one hour for a total of three months. After that you will be given CDs and pamphlets, with the help
of which you should continue the practice at home for another three months, at the end of which
tests will be done once more.

Participant selection

We are inviting all male heart failure patients between 30 to 65 years of age who fit into the
inclusion and exclusion criteria as explained by the research associate to participate in this research
on yoga.

Voluntary Participation

Your participation in this research is entirely voluntary. It is your choice whether to participate or
not. Whether you choose to participate or not, all the services you receive at this hospital will
continue and nothing will change. If you choose not to participate in this research project, you will
be given the treatment that is routinely offered in this hospital for heart failure, and we will tell you

more about it later. You may change your mind later and stop participating even if you had agreed
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earlier.

Information on the Trial [Integrated Approach to Yoga Therapy-1AYT]

In this research, we are testing the effectiveness of Yoga based rehabilitation on heart failure. Other
studies of yoga has been tested before in similar patient population. Now we want to evaluate the
effectiveness of a holistic program (IAYT).

Rehabilitation following most of the heart diseases gives good results. Yoga is an age old practice,
which is being followed in India for hundreds of years. It includes physical exercises called Asana,
breathing exercises called Pranayama and meditation called Dhyana. Along with these, the yoga
module used in this research also include relaxation, lecture sessions and counseling. It is
absolutely safe if done according to the instructions given by the therapist. You may experience
generalized body paincramps or a catch in the first few days, which is normal and gets all right by
itself. Only one or two incidences of severe injuries have been reported in other modules, especially
in advanced practices and when the protocol was not followed correctly. Such advanced practices
are not included in the module currently being used.We know of no other problem or risks.
Procedures and Protocol

Once your participation in the study is confirmed, some of the simple tests will be performed.
Echocardiogram, an ultrasound scanning of the heart, will be done which requires a few minutes
and is not painful. A blood sample will be taken to check for lipids (fat) and blood sugar level,
which will require a small prick in the forearm. You will be asked to walk for a few minutes under
supervision to check for your physical capacity. Routine measurements like the BP, height, weight,
etc. will be taken. A few questions related to your daily activities, stress, etc. would be asked.
Because we do not know if the addition of yoga to the prescribed medicine would be better than
taking only medicine for treating heart failure, we need to compare the two. To do this, we will put
people taking part in this research into two groups. The groups are selected by chance, as if by
tossing a coin.

Participants in one group will be given the yoga practice along with the medicine prescribed by the
heart specialist while participants in the other group will be taking only the medicine prescribed by
the heart specialist. It is important that neither you nor we know which of the two groups you will
be included in. The people involved in testing will not know, to which group each one belong to.
This information will be in our files, but will not be disclosed until after the research is finished. We

will then compare which of the two has the best results. This is the best way we have for testing
143



without being influenced by what we think or hope might happen.

The healthcare workers will be looking after you and the other participants very carefully during

the study. If we are concerned about any particular practice, we will identify them and make

changes. If there is anything you are concerned about or that is bothering you about the research

please talk to the investigator or one of the other health care workers.

We will take blood from your arm using a syringe and needle. Each time we will take about 15 ml

of blood. In total, we will take about 50 ml of blood in six months. At the end of the research, in 1

year, any leftover blood sample will be destroyed.

B. Description of the Process

During the research you make 4 visits to the hospital.

During the first visit, a small amount of blood, equal to about a teaspoon, will be taken from
your arm with a syringe. This blood will be tested for the level of fat and sugar. We will
also ask you a few questions about your general health and measure how tall you are and
how much you weigh.

At the next visit, which will be one or two days later, you will again be asked some
questions about your health and then you will be allotted one of the groups either that with
yoga or that without yoga. As explained before, neither you nor we will know whether you
go to yoga group or the non-yoga group.

If you get the yoga group you will have to visit the hospital three times a week for a period
of three months.

Irrespective of which group you belong to, after three months, you will come back to the
hospital for a repetition of all the tests which were previously mentioned.

If you belong to the yoga group, we will provide you with CDs and pamphlets, with the
help of which, you will have to practice yoga which was taught at the hospital, by yourself
at home.

No matter which group you belong to, you will come back to the hospital after six months,
when all the previously mentioned tests will be repeated for the third time.

If you are in the non-yoga group, we would offer yoga therapy after six months following
the completion of the study.

Duration

The research takes place over 6 months in total. During that time, it will be necessary for you to
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come to the hospital 5 days, for 2 hours each day. If you get a chance to be included in the yoga
group, you will have to come to the hospital three times weekly for three months, that would come
to around 36 days in total. Each day you will be spending an hours time in the yoga centre of the
hospital, where supervised sessions of yoga practices will be arranged. We would like to meet with
you three months after your last clinic visit for a final check-up. At the end of six months, the
research will be finished.

Side Effects

As already mentioned, yoga therapy will have no side effects. It can make you tired and it can
cause some temporary soreness of the muscles of your body, cramps and muscle catch. It is possible
that it may also cause some problems that we are not aware of. However, we will follow you
closely and keep track of any unwanted effects or any problems. Or we may stop one or more
practices. There are chances that you will be dropped out of the study if the situation demands, after
discussing with the heart specialist. If this is necessary, we will discuss it together with you and you
will always be consulted before we move to the next step.

Risks

By participating in this research it is possible that you will be at greater risk than you would
otherwise be. There is a possibility that your symptoms may increase with some of the practices.
While the possibility of this happening is very low, you should still be aware of the possibility. We
will try to decrease the chances of this event occurring, but if something unexpected happens, we
will provide you with first aid. There is, less chances that your disease will not get better because
yoga therapy is being provided additional to the standard medicines. Any other accident or medical
conditions during this period, which is not due to the intervention would not be covered.

Benefits

If you participate in this research, you get a chance of long term follow up from the hospital staff.
The yoga therapy will be provided free of cost to you. There may not be any benefit to you, but your
participation is likely to help us find the answer to the research question. There may not be any
benefit to the society at this stage of the research, but future generations are likely to benefit.
Reimbursements

You will not be given any money or gifts to take part in this research.

Confidentiality

With this research, something out of the ordinary is being done in your community. It is possible

that if others in the community are aware that you are participating, they may ask you questions. We
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will not be sharing the identity of those participating in the research.

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 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 except the people involved in the
research and the research clinician.

Sharing the Results

The knowledge that we get from doing this research will be shared with you through community
meetings before it is made widely available to the public. Confidential information will not be
shared. There will be small meetings in the community and these will be announced. After these
meetings, we will publish the results in order that other interested people may learn from our
research.

Right to Refuse or Withdraw

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 hospital in any way. You will still have all the benefits that you
would otherwise have in this hospital. You may stop participating in the research at any time that
you wish without losing any of your rights as a patient here. Your treatment at this hospital will not
be affected in any way.

Whom to Contact

If you have any questions you may ask any one of our team members now or later, even after the
study has started. If you wish to ask questions later, you may contact the following person: Srihari
Sharma K N, Telephone no-9886040520 /e-mail- srihari_physio@yahoo.com

This proposal has been reviewed and approved by SVYASA IRB as well as the IRB of Sri
Jayadeva institute of cardiovascular sciences and research center. IRB is a committee whose
task it is to make sure that research participants are protected from harm. If you wish to find
about more about the IRB, contact The technical coordinator, IEC- SVYASA, No.19, 'Eknath
Bhavan', Gavipuram circle, Kempegoda Nagar, Bengaiuru- 560019 Telephone number-
08026612669.

You can ask me any more questions about any part of the research study, if you wish to. Do you have any

questions?
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PART I1: Certificate of Consent
I have read the foregoing information, or it has been read to me. | have had the opportunity to ask questions
about it and any questions that | have asked have been answered to my satisfaction. | consent voluntarily to

participate as a participant in this research.

Print Name of Participant

Signature of Participant

Date

Day/month/year
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Statement by the researcher/person taking consent.

We have accurately read out the information sheet to the potential participant, and to the best of our
ability made sure that the participant understands that the following will be done:

1. Baseline assessment.

2. Supervised intervention for three months.

3. Interim assessment after three months.

4. Final assessment after six months.

We confirm that the participant was given an opportunity to ask questions about the study, and all
the questions asked by the participant have been answered correctly and to the best of our ability.
We confirm that the individual has not been coerced into giving consent, and the consent has been
given freely and voluntarily.

A copy of this ICF has been provided to the participant.

Print Name of Researcher/person taking the consent

Signature of Researcher /person taking the consent

Date

Day/month/year
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INFORMED CONSENT FORM-KANNADA VERSION
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CYAAIAA:

F AA+EAAzSAFEAIAA e “"sAUA2A» AA2AAZAjAzA EvAgAjUE 2EAA°'zZAgE n2AAa  CYAAIAAZA
AzAGVEUA%AA °EZAAN. PE®2ECAZAA C'sA3 AUA%AZAV w2AA3 gEAAUA °®PA&tUA%A GP®atzA
AzZASVEUAUAEAAR COeUA%EAIAA AUAA2AAC®e EzAgA  AzASVE «gAukA2AzAgAL A°A, EzAgA
2AiA»wAIAA CUAVAS m2AAUE PEAqAA2AAZAA GavA2EASAZAA £A2AAS COUYAxAiAA. EzAgA
AzZAGVEUA%AEAAR  AAYACtd2AV  VEUEZAACAPAA2A  YA=AIAAVAR  £A2AAEzAVZAYgAZ,
MAZEA2EAS EzAA AA"sA« AAzA°e ®2AAUE ¥YAzexA2AA aQuEIAIAAFAAR xAgA AUAAVAUZE.
AIEAAUA aQuEIAIAAFAAR OpAzsAUAKEAACUE nAqAAwUgAA2AAZE «FAB  OupAzsA2A£AAR
oFEAgAvAAYAr'AIAA®e. »AUAV n2AA3 DgEAUASzAe AAzAgAuEAIAIAUACgAARA AA“sA2AUA%AA
§2A%A  PAr2EA.  CzsA3fAzA  PA A2ACUAIAA°e  "EAgEPAgAtUA%AZAV  AA“"sA« A§°AAzAzZA
AiAiA2AAZEA CYAWAVAUAUAUA®, DgEAUA&ZA VEAAZAgEUALUAUA® £A2AA
°EuEAiAiAVgAA2AAcee SAUAA CzAgA YAj2AgA £A2AAS d2A AYjAiAIAVgAAAA¢®e.

“A"sAUALAA:

F AA+E£zsAfiAiIAA°e “sAUA2A» AA2AAzAgA 2AAAPAAVAgA 12AAUE C AavEaAiAA 2EEzsASQAAIAA
18aAC-AAZA CUAUAGPA®zA 2AAAVA2Afd zEAgEAIAAAVAUZE. AIEAAUA aQuEIAIEA GYA®§YVE
GavA2AVgAAVAUZE. seAAUE fEAgA2AV GYAAIEAAUA2AUACZAYEAL, neAAS
"sAUA2A» AA«PE-AAzA £A2AA3  AA+EAAzSAFEAIAA  »AcgAA2A  ¥YAx+ERUAKUE GvAUgA
PiAqAAPELsAAT2Ae ACAAIAAPA2AUAAVAUZE. VvAPAStPEI  A2AiAdzA  2EAATE  AiAiA2AAZEA

YAjuA2AA ©AgAzAAVE VEAAjZAgAL, aAAAACEA ' A, UEUE EzAA RArvA
GYAAIAAAPAU2AVgAAVAUZE.
AA“SA2ALE:

F AA+EEAzZSAFEAIAAe YATEATUAI®A H2AAUE 2it2AFARUA°, AiAiA2AAZEA jAWAIAA GqAAUEAGE-

EfA2AAAUA%AEARUA® PEAgA AUAAZAAC®e,

UEYAAVE:

A2Ad2A®ezA MAZAA ¥A=QaeAiEAAIAIAZA F AA+EAAzZsAEEAIAA §UET CEEAPA ¥Az+ERUALAA

GzA32AA AR2AAZAA  A2AIAFAE.  AiAIA2A  AAZAsAJzAGAIAAZE  “sAUA2A» AA2A2AgA

«2AgAUALAEAAR AIAIAgEAQAEEAIAAL °AAaPEAYAT AUAAAAC®e,

F AA+EAAzZSAEE-AAZA AAUAa» A®al0 J®& «2AgAUAAEAAR UEYAG2AVQA AVgAAVAUZE. PEA2A®

AAEAAzsAPAJUALEOA 2AiA»wUAKAA ©'sAG2AUAAgAAVAUZE 2AUAA n2AAE °F AjfA eAUAzZA%e
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MAzAA AASE3AIAAFAAR AAa A"AVgAAVAUZzE. EzAgA 2AiA»w AA+EAAzsAPAjUA®EZE "EAgAjUAL
WA AgAzAA.

aAiArw «2AAAIAA:

F AA+EAAZALE-AAzA "EMAQUE §gAA2A UEYA32A®ezA CEEAPA 2AIA»WUAUAEAAR  ««zsA
jAWUA%A e HAEASACUE °AUAA A2AiAdzEAACUE «@AA-A'PEAAT"AUAAVAUZE. 2AAAACEA
CFAUA%Ae F  2AIA»wAIAAEAAR 2AAAzAzt 2AiAqAA2AAzAgA 2AAZ®PA D APAUgA£AAR
vA®AYA AUAAVAUZE.

agAPAgAUE/»AYAqEVAZA 2APAAIL:

n2AAUE D AQU-A®eczAY e nA2AA F AA+EAAZALEAIAA®e "sAUA2A» A¢gA®A AAYACtd °APAIEAAR
o EACgAAWUA]. n2AAS ngAPAgAuE-AAzA D AavEaAiAA°efA x2AAs GYAZAgAPEI AiAiA2AAzEA
jAWAIAA PAAVAAU §gAA2AAcee.

AAYAPASZA «2AgA:

2eAAUEF AATEAAZAFEAIAA §UET FUA CxA2A 2AAAAZE AiAiA2AAZEA 2AiA»wAIAA CUAVAZ«zAY°e
£A2AAs AA+ELAAZSAFEUE AA“sAAzA YAIO '§3ACUAUA YEEQ AiAIAgAfAAR "EAPAZAgAL PEA°
whzAAPEAKAISAAZAA.  £AAVAgAzZA  AAzA'sAGzA°eé  PEXAPAAgA  2A3QUAIAAFAAR
AAYAQS A§2AAZAA:

2A2Aj +tA2AAS PE J£i, zZALgA2AtA: 9886040520 E-2EAAT: srihari_physio@yahoo.com

F AA+EAAZAFEUE Aé«A «2EAPAFAAZA AIEEAAUA CEAA AAzsAfA  AA AUEA 2AAVAAD 2zA
dAIAAZEA2A °AEZEAeAUA CAUAA AA+EAAzSAEA AA EUUAKA Exi+OI£3pA£ATT j2AAGE "ELAQID (
L Cgi ©) M!aUE AZa'zE.

L Cgi © JASAZAA "sAUA2A» AA2A2AgA »vAgAPASUEAIAAFAAR PA-AYj A®A gAZL !'gAA2A MAzZAA
PA«AnN.

L Cgi © SUET 2EaN£A 2AiA»wUAV AAYAQS":

LE"'- Aé«A «2EAPAEAAZA AIEAAUA CEAA AAzsAEA AA AUEA- zAZ£gA2AtA: 08026612669

L E -?aeA dAIAAZEA2A 2AEZEA2AUA AUAA AAEAAzZSAFA AA EUAIAA

E-2EAA"T: cardioresearch@jayadevacardiology.com

E°@AIAA2AgEUE w'gAA2A §UET KEAZAGAZL YAx+ER EzEAIEAA?
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“sAUA-2
fAEAA EzAgA eEAVEAIAA°e °®UAwU A"AVzAY 2AiA»wAiAA£AAR

N¢gAAVEUAEE CxA2A £AFAUE N¢ °EA%AAVzE. EzAPEl AA§¢i'zZAvA2A
YAe+ERUALAEAAR PEA%ACA C2APA+A2A£AAR PA°a A"AVVAAU 2AUAA
fAEAA  PEA%zA  ¥YA=+ERUA%UE  £AfAUE  A2AiAzsA£APAgA

GvAUgAzEAgEwzE. £AEAA £A£AR Aé EZEO-AAZA F

m
c©
p~1}
(a2

|'|'|\

AA+EAAzSALEAIAA e "sAUA2A» A®A M!agAAv

CEAAPA:
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AA+EAAzSALEAIAA°E "sAUA2A» A§2AAzAZA aA3QUu
aAiA»vEAIAAEAAR N¢ w¥%'PEAgA AVgAAvAUzE 2AUAA PA%A PAAGA
CA+AUA%AEAAR F 2A3QUUE CxAd 2AiAr A®A f£AfAR A2AAxA3dzA
¥ACtd GYAAIEAAUA2A£AAR 2AiArgAAvEUAEE.

1. YAxgAA©iiPA vA¥A AuE

2. aAAZ£gAA wAUA%AAUA%A PA® 2PA&PAgA A2AAPA&2AAzAe

C'sA3 A
3. 2AAZ£gAA wAUA%A £AAvAgA 2AAzsA3AvAgA vAYA AuE
4. DgAA wAUAZA £AAVAgA CAw2AA 2AAVAZA vA¥A AuE



#<

Ax+ERUAZALAAR £A2AAS A2AAxA3OPEI CEAAUAAt2AV AZ£PAU2AzZA

()
>f

vAUgA2A£AAR xAqAAgAAVEDAZE.
M!AaUE AA¥ACtd2AV  AAIAAA¥E=AjvA2AVZAAY, “sA®2AAvACAzZA
M!aUEAIAAEAAR YAqEzAAgAA2AA¢®e.,

F YAvAazA MAzAA YAx=wAiAAfAAR  AA+EAAzsAfEAiIAA°e

CEAAPA:

Appendix-3
Institutional Ethics Committee [IEC] letter- SVYASA University

156



Tt faaeTe AT SgHa™ e
Swami Vivekananda Yoga Anusandhana Samsthana

(Declared as Deemed-to-be University under Section 3 of the UGC Act, 1956)

Eknath Bhavan, # 19, Gavipuram Circle, Kempegowda Nagar, Bangalore - 560 019
Ph: 080 - 2661 2669, Telefax: 080 - 2660 8645
E-mail: svyasa@svyasa.org Website: www.svyasa.org

RES/IEC-SVYASA/40/2014 October 31, 2014

To,

Dr. Nidhi (Chaudhary) Ram
Assistant Professor,
S-VYASA Yoga University,
Bangalore

Reference:

“Effect of Integrated Approach of Yoga Therapy based rehabilitation program on heart failure
secondary to coronary artery disease - a randomized control trial."- Committee Approval of the
above mentioned study

Dear Dr. Nidhi (Chaudhary) Ram,
We have received from you the following study related documents vide your letter dated
September 18, 2014

1 Project Proposal
2 Informed consent form

Ethics committee meeting was held on October 19, 2014 at 10 am to 1:00 pm at Eknath
Bhavan, Bangalore. Above documents were examined and discussed in the meeting. After due
consideration, the committee has decided to approve conducting the aforementioned study.

APPROVED
ﬂf& o ele/‘—Cb“'ZrFA*

INSTITUTIONAL ETHICS COMMITTEE
SVYASA, BANGALORE
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Institutional Ethics Committee [IEC] letter- Sri Jayadeva Institute of Cardiovascular Sciences and
Research.

CHAIRMAN:

Dr.V.Govindraju
Professor

Dept of Biochemistry
Akash Medical
College, Bangalore.

MEMBERS:

Dr.C.N Manjunath
Clinician

Director

Professor & HOD
Dept. of Cardiology
SJICS&R, Bangall

Sri Jayadeva Institute Ethics Committee

Sri Jayadeva Institute of Cardiovascular Sciences and Research
(Gowt. of Karnataka ~ Regd. ) ;

Bannerghatta Road, 9" Block, Jayanagar, Bangalore - 560069
Ethics,

Institute)

: Gen: 2297 7400 2297 7500 | 2257 7600 Medical Superintendent: 2297 7245 Ditector. 2267 7
 Comnieo Registalion No. ECRI23/ns{KA013 fsued under e 12200 of the Origt § Conmeaes e <22,
To, Date: 31/10/2014

Dr.Prabhavathi

Sri Jayadeva Institute of Cardiovascular

Sciences and Research

Bannerghatta Road Jayanagar 9" Block

Bangalore- 560069.

Subject: Approval copy.

Protocol Title: “Effect of Integrated Approach of Yoga Therapy based rehabilitation
rogram on heart failure secondary to coronary artery di a randomized control trial”
Document

Requisition letter

Research Protocol Synopsis
Research Protocol

Case Report Form

Principal Investigator Undertaking

Dr.Mitra Vinda. J
Professor & HOD
Dept. of Pathology
SJICS&R, Bangalore.

Dr.B.Ashalatha
Clinician

Professor

Dept. of Cardiology
SIICS&R, Bangalore,

Dr.C.R Jayanthi

Basic Medical Scientist
Professor & HOD

Jept of Pharmacology
3MC&RI, Bangalore

iri.D.L Jagadeesh
ienior Advocate
3angalore.

iri.Ramesh
iocial Worker
langalore.

«ri.Marilingaiah K.§
ay Person
iangalore,

AEMBER SECRETARY:
ir.T.S. Bhoopal
rofessor

ept. of Radiology &
iaison officer.

NCS&R

angalore,

Informed Consent Form (Kannada & English)

Curriculum Vitae of Co-Guide and Research staff.
Bibliography

Bonafide Certificate

Program Admission letter: SVYASA

Sri Jayadeva Institute Ethics Committee

Sri Jayadeva | t i :
o yade _t: qﬂ;ﬂtu e of Cardiovascular Sciences and Resgarch

\ Bannerghatta foad, ock, Jayanagar, Bangalore - 560069 :
2 Gen.: /500 / 2297 7600 Medical Superintendent: 2297 7245 Director: 2267 7433/422 2
o  Ethics Committee Registration No, SUKAY wwmmmmuum:c@mmf&r GEhE
Sri.D.L. Jagadeesh Member
CHAIRMAN: Legal Expert &
Senior Advocate
4 Bangalore.
Dr.V.Govindi
pmfess; o Sri.Ramesh Member
Dept of Biochemistry S:Sgaallov‘: :rker
Akash Medical : :
College, Bangalore. fn.lgarilingalah K.S Member
ay Person
Bangalore.
MEMBERS:
MBERS Dr.T.S. Bhoopal Member Secretary
Dr.C.N Manjunath Professor
Clinician Dept. of Radiology &
E"e"w' 55 Liaison officer.
rofessor
Dept. of Cardiology g::;ils;?e
SIICS&R, Bangalore. ‘
It is to be noted that neither you nor any of your proposed study team members were
Dr.Mitra Vinda. J present during the decision-making procedures of the Ethics Committee.
Professor & HOD

Dept. of Pathology
SJICS&R, Bangalore.

EC fee waive off letter Dr.B.Ash
IEC guideline, S.No:15 certificates. Clinician
At the Ethics Committee meeting held on 31/10/2014, at 10.00 am the above mentioned Professor

documents were examined and discussed. After consideration, the Committee has
approved the above mentioned study-related documents and the conduct of the study at Sri
Jayadeva Institute of Cardiovascular Sciences & Research, Bangalore.

The members who attended this meeting held on 31/10/2014, at which your proposal was
discussed, are listed below:
Dr.V.Govindraju

Professor of Biochemistry & Dean
Akash Medical College
Bangalore.

Dr.C.N Manjunath

Clinician

Professor & HOD

of Cardiology

Director, SJICS&R, Bangalore.
Dr.Mitra Vinda. J

Professor & HOD of Pathology
SJICS&R, Bangalore
Dr.B.Ashalatha

Clinician

Professor, Dept of Cardiology
SJICS&R, Bangalore

Dr. C.R Jayanthi

Basic Medical Scientist
Professor & HOD

of Pharmacology

Bangalore Medical College &
Research Institute, Bangalore,

CHAIRMAN

Member

Member

Member

Member

Dept. of Cardiology
SIICS&R, Bangalore.

Dr.C.R Jayanthi

Basic Medical Scientist
Professor & HOD

Dept of Pharmacology
BMC&RI, Bangalore

Sri.D.L. Jagadeesh
Senior Advocate
Bangalore.

Sri.Ramesh
Social Worker
Bangalore.

Sri.Marilingaiah K.S
Lay Person
Bangalore,

MEMBER SECRETARY:
Dr.T.S. Bhoopal
Professor

Dept. of Radiology &
-aison officer.
SJICS&R

3angalore.

Kindly report to EC all the Serious Adverse Events observed during the conduct of trial and
any new information that may adversely affect the safety of the subjects or the conduct of
trial. Update the study progress once in three months, until completion of the study at
Investigative Site. Submit the final clinical study report at the end of clinical study.

Itis also to be noted that we work according to the ICH-GCP guidelines.

Thanking you,

AL

Dr.T.S.Bhoopal
Member Secretary
Institute Ethic Committee
Sri Jayadeva Institute of
Cardiovascular Sciences
and Research
Bangalore-560069.
Date: 31/10/2014

Member Secretary
Sri Jayadeva Institute Ethice Comm#!
Sri 2va Institute of Canlic
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CARDIAC DEPRESSION SCALE (CDS)

This questionnaire consists of a number of statements about the way you feel at
present. Next to each statement there is a rating scale from 1 to 7 for you to indicate
how much you agree or disagree with the statement
Strongly disagree 1 2 3 4 5 6 7 Strongly agree
Please indicate how strongly you agree or disagree with each statement by circling one
of the numbers on the scale.

THERE ARE NO RIGHT OR WRONG ANSWERS
PLEASE ENSURE YOU HAVE COMPLETED ALL 26 ITEMS

CDS
1 I have dropped many of interests 1 2 3 4 5 6 7
and activities None dropped All dropped
My concentration is as good as it . 2 3 4 > 6 !
2 Very poor Excellent
ever was... . .
concentration concentration
, . . 1 2 4 5 6 7
3 %cuacnht be bothered doing anything Keen to do can't be
things bothered
: 1 2 4 5 6 7
4 | get pleasure from life at present... No pleasure Great pleasure
I am concerned about the 1 2 4 > 6 /
5 . Not Very
uncertainty of my health...
concerned concerned
1 2 4 5 6 7
6 I may not recover completely... Will recover Will not
completely recover
5 My sleep is restless and 1 2 4 5 6 7
disturbed... Not restless Very restless
1 2 4 5 6 7
8 I am not the person | used to be... Just the Completely
same different
I wak_e up in the early hours of the 1 9 4 5 5 7
9 morning and cannot get back to K | K
sleep... Never wake Always wake
: - 1 2 4 5 6 7
10 I_feel like I am living on borrowed Unlimited Very much on
time... . .
time borrowed time
1 2 4 5 6 7
11 Dying is the best solution for me... No solution Best solution
1 2 4 5 6 7
12 | feel in good spirits. .. Very poor s Excellent
spirits spirits
The possibility of sudden death 1 2 4 5 6 7
13 ) .
WOrries me... Not at all Very worried
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There is only misery in the future 1 2 6 7
14 . .
for me... No misery Only misery
L 1 2 6 7
15 ZIV)\/lam;nd is as fast and alert as Slow and Very fast
ys.. inattentive and alert
1 2 6 7
16 I get hardly anything done... Everything Nothing
done done
1 2 6 7
17 My problems are not yet over... All problems Still major
over problems
Things which I regret about my ! 2 6 !
18 . . Absolutely no Great regrets
life are bothering me...
Regrets
I gain just as much pleasure from L 2 y !
19 . L No pleasure Very great
my leisure activities as | used to...
pleasure pleasure
My memory is as good as it L 2 6 !
20 y y g Very poor Excellent
always was...
memory memory
| become tearful more easily than L 2 6 .7
21 Not at all Very easily
before...
tearful tearful
| seem to get more easily irritated . 2 6 !
22 by others ?han before ’ Never Very easily
y irritated irritated
: . 1 2 6 7
93 (I)]fene]l |:1i(::pendent and in control No Completely
y e Independence independent
I lose my temper more easily L 2 6 7
24 Never lose Lose it
nowadays... .
temper very easily
1 2 6 7
25 | feel frustrated... Not at all Extremely
frustrated frustrated
I am concerned about my capacity L 2 6 !
26 . No concern Grave
for sexual activity...
at all concern
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HAMILTON ANXIETY RATING SCALE (HAM-A)
Below is a list of phrases that describe certain feelings that people have. Rate the patients by
finding the answer which best describes the extent to which he/she has these conditions. Select
one of the five responses for each of the fourteen questions.

0 = Not present 1 =Mild, 2= Moderate 3 =Sever 4= Very severe.

1 | Anxious mood

Worries, anticipation of the worst, fearful anticipation, irritability. 1 2 3 4
2 | Tension
Feelings of tension, fatigability, startle response, moved to tears 1 2 3 4
easily, trembling, feelings of restlessness, inability to relax.
3 | Fears
Of dark, of strangers, of being left alone, of animals, of traffic, of 1 2 3 4
crowds.
4 | Insomnia
Difficulty in falling asleep, broken sleep, unsatisfying sleep and 1 2 3 4

fatigue on waking, dreams, nightmares, night terrors.

5 | Intellectual
Difficulty in concentration, poor memory.

6 | Depressed mood
Loss of interest, lack of pleasure in hobbies, depression, early 1 2 3 4
waking, diurnal swing.

7 | Somatic (muscular)
Pains and aches, twitching, stiffness, myoclonic jerks, grinding of 1 2 3 4
teeth, unsteady voice, increased muscular tone.

8 | Somatic (sensory)
Tinnitus, blurring of vision, hot and cold flushes, feelings of 1 2 3 4
weakness, pricking sensation.

9 | Cardiovascular symptoms
Tachycardia, palpitations, pain in chest, throbbing of vessels, 1 2 3 4
fainting feelings, missing beat.

10 | Respiratory symptoms
Pressure or constriction in chest, choking feelings, sighing, 1 2 3 4
dyspnea.

11 | Gastrointestinal symptoms
Difficulty in swallowing, wind abdominal pain, burning

sensations, abdominal fullness, nausea, vomiting, borborygmi, 1 2 3 4
looseness of bowels, loss of weight, constipation.

12 | Genitourinary symptoms
Frequency of micturition, urgency of micturition, amenorrhea, 1 2 3 24

menorrhagia, development of frigidity, premature ejaculation,
loss of libido, impotence.

13 | Autonomic symptoms
Dry mouth, flushing, pallor, tendency to sweat, giddiness, tension 1 2 3 4
headache, raising of hair.

14 | Behavior at interview

Fidgeting, restlessness or pacing, tremor of hands, furrowed
brow, strained face, sighing or rapid respiration, facial pallor,
swallowing, etc
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THE DUKE ACTIVITY STATUS INDEX

Circle Yes Or No To The Questions

EIE) ACTIVITY YES | NO WEIGHT
1 Are you able to take care of yourself, that is, eating, dressing, 275
bathing or using the toilet yet? '
2 Are you able to walk indoors, such as around the house yet? 1.75
3 Are you able to walk a block or 2 on level ground yet? 2.75
Are you able to climb a flight of stairs or walk up a hill without
4 : 5.50
stopping yet?
5 Are you able to run a short distance yet? 8.00
Are you able to do light work around the house like dusting or
6 . : 2.70
washing dishes yet?
7 Are you able to do moderate work around the house like 3.50
vacuuming, sweeping floors or carrying in the groceries yet? '
Are you able to do heavy work around the house like scrubbing
8 e . . 8.00
floors or lifting or moving the heavy furniture yet?
9 Are you able to do yard work like raking leaves, weeding or 450
pushing a power mower yet? '
10 | Are you having sexual relations? 5.25
Are you able to participate in modern recreational activities like
11 | golf, bowling, dancing, doubles tennis or throwing a baseball or 6.00
football yet?
12 Are you able to participate in strenuous sports like swimming, 750

singles tennis, football or skiing yet?

Total the weight for each YES answer given, this will give you
the DASI Score.
('we can do this for you).

Scoring the Duke Activity Status Index:

Functional Capacity in METS = (DASI score) x 0.43 + 9.6 then divide by 3.5
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