I. TITLE OF THE STUDY:A clinical evaluation of effectiveness parameters with gait
analysis using MASC-KAFO: a comparative preliminary study of MASC-KAFO & the
conventional KAFO with Drop-Lock

Principal Investigator: Dr. Uttara Deshmukh
Co-Principal Investigator: Dr. Rajani Mullerpattan.

II. INTRODUCTION

The Mechanically Actuated Stance Controlled Knee Ankle Foot Orthotic MASC-KAFO is
developed at BETiC, IIT Bombay. This is an orthotics for supporting lower limb of
patients with reduced muscle power and compromised stability for daily activities.

It is an assistive device and focuses on providing a better alternative to the existing
orthotic calipers by automatic locking and unlocking of the knee joint according to the
stance and swing phase of the user to provide lower limb stability.

Patient population with plus two power in lower limb as per Manual Muscle test (MMT)
of any age group and gender can use this device.

Salient features of MASC-KAFOQ:

Knee flexion up to 135°

Cross Leg

Avoids hyper extension

Light weight (less than 2 kg)

Less energy consumption

Locking and unlocking without manual intervention
Force Assist on Knee

Comfortable fitment

III. BACKGROUND

The invention for which the clinical study has being proposed is related to health-care
assistive devices and focuses on providing a better alternative to the existing Orthotic
calipers in the market. An orthosis is an "externally applied devices used to modify the
structural and functional characteristics of the neuromuscular and skeletal
system."Orthotic calipers are required by patients having weak legs, such as those
caused by disease (such as Polio) and trauma (mainly road and industrial accidents).

A conventional Knee-Ankle-Foot Orthosis (KAFO) locks the knee during both the stance
(load-bearing) and the swing (ground clearing) phase of walking which results in
unnatural and tiring gait. Most of the existing devices are bulky, expensive and do not
meet the needs (squatting, cross-legged sitting and ease of maintenance) of people in
India. Moreover, their availability is limited to the western countries.

The challenge was to design an affordable, compact and functionally superior KAFO to
meet the needs of users in developing countries.According to the “Current Status of
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Employment of Disabled People in Indian Industries” by Javed Abidi from Disability
Information Resources (DINF),over 70% of the employed disabled people have
locomotor disability. The product for which the study is being carried out will provide
such people locomotion freedom and thereby become better employable.

IV. The Pain Problem /Need Addressed by the Investigational Device:

There is a need for corrective and assistive device for the patients who face difficulties
in locomotion, including the elderly and people with multiple sclerosis, muscular
dystrophy, polio, post-polio, incomplete spinal injury, unilateral leg paralysis or paresis,
trauma, congenital defects, or isolated quadriceps weakness.

The conventional knee ankle foot orthosis KAFO or calipers available in the market and
usually provided by NGOs require locking the knee joint in fully extended position
during both stance and swing phases, to enable stability during walking. This induces
abnormal gait events such as circumduction, hip hiking, and vaulting during gait. These
lead to excessive energy consumption and thereby premature exhaustion, as well as
pain, limited mobility and decreased range of motion in lower limb joint. Due to these
factors, there is a high rate of rejection 60-100 among patients using conventional KAFO.

V. Investigational Device-A solution:

A mechanically activated stance-controlled knee ankle foot orthosis has been designed
to provide improved gait for people with knee-extensor weakness. This MASC-KAFO
inhibits knee flexion at any knee angle while allowing knee extension locking during
weight bearing. During swing or other non- weight bearing activities, the device allows
free knee motion. The device has unique mechanism for automatic locking and
unlocking at desirable angles which will allow the patient to walk conveniently, cycle
easily and climb stairs.

The production model is developed and mechanically tested, and the clinical study has
to be performed to bring the product into the market as early as possible.

VI. Market Competition/Study for the Investigational Device:

Over 13 million in India people suffer from various locomotor disabilities, of which 4
million have been afflicted by polio. The present KAFOs provide stability during walking
by locking the knee joint in a fully extended position during both stance and swing
phases. This results in excessive energy consumption and induces abnormal gait events
such as circumduction, hip hiking, and vaulting during gait. Walking with conventional
KAFOs can also lead to premature exhaustion during ambulation, as well as limited
mobility, pain, and a decreased range of motion (ROM) in lower limb joints. It has been
reported that using a conventional KAFO reduces gait efficiency by 24%, increases
vertical displacement of the center of mass (COM) by up to 65%, and also increases
energy expenditure.

Due to the above factors, the rejection rate of using KAFOs in patients with muscular
weakness of the lower limb due to conditions such as poliomyelitis, post-polio
syndrome, CVA, CP, SCI, and MS have been reported as being between 60% and 100%.
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There are existing solutions in the market that serve a similar purpose but do not cover
all the requirements of the user such as providing a supporting force to straighten the
leg and locking and any desired angle.

For Example:

1. Stance control knee brace (FreeWalk): This does not have an arrangement to exert a
pull on the thighs to straighten the leg. It cannot lock at any angle, required by the
patients.

-
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Left- FreeWalk, Middle- EMAG, Right- Jaipur Calipers

2. E-MAG Active electronically controlled knee joint system: Unlike traditional braces,
this doesn’t require a person to lock and unlock it while walking. The enclosed knee
joint is secured by an electromagnetic lock. The lock is controlled and its function
monitored by a microprocessor controlled electronic system. However, the presence of
electronics may make the device difficult to maintain.

3. Jaipur foot drop lock calipers: Thisis provided by various NGOs to the needy patients
at affordable cost. The main drawback is in terms of operation, since it remains locked
all the time unless unlocked by the user. This results in an inefficient and tiring gait.

However , MASC-KAFO is a unique solution that addresses the basic need for locking
and unlocking of the mechanism according to the stance of the user. It includes force
transmitters which provide an extra boost to straighten the leg as the person walks. The
solution -Orthotic brace is light weight, comfortable and intuitive to operate. The core
mechanism consists of a pawl and ratchet mechanism that locks on heel strike and
unlocks when heel is not in contact with ground.

There are four competitors in the market providing stance-controlled knee foot ankle
orthoses, but they have certain limitations in terms of functionality, maintainability and
affordability they cost more than Rs. 1 lakh

Nearest competitors:

1. Ottobock
2. Walnut Medical
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3. Becker Orthopaedic
4. Boston Orthotics and Prosthetics
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VII. REVIEW OF LITERATURE

Knee-ankle-foot orthoses (KAFOs) are lower extremity devices which extend over the
knee, ankle, and foot. KAFOs are prescribed for people with lower limb muscle
weakness; particularly in quadriceps muscles.1-3 KAFOs are prescribed for varying
muscular weakness of the lower limb including poliomyelitis, post-polio syndrome,
cerebrovascular accident (CVA), cerebral palsy (CP), spinal cord injury (SCI), and
multiple sclerosis (MS) to provide stability of the lower limb during locomotion.2 Lower
limb weakness, especially knee extensor weakness, is a condition that alters normal gait
patterns,4 and this condition may result in decreased stability during daily tasks.

Conventional KAFOs provide stability during walking by locking the knee joint in a fully
extended position during both stance and swing phases. This requires excessive energy
consumption and induces abnormal gait events such as circumduction, hip hiking, and
vaulting during gait.6,7 Walking with conventional KAFOs can also lead to premature
exhaustion during ambulation, as well as limited mobility, pain, and a decreased range
of motion (ROM) in lower limb joints.

It has been reported that using a conventional KAFO reduces gait efficiency by 24%,
increases vertical displacement of the center of mass (COM) by up to 65%, and also
increases energy expenditure.9 Due to these factors, the rejection rate of using KAFOs in
patients with muscular weakness of the lower limb due to conditions suchasPage 6 |
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76 poliomyelitis, post-polio syndrome, CVA, CP, SCI, and MS has been reported as being
between 60% and 100%

Stance control KAFOs (SCKAFOs) are a new generation of KAFO which have been
developed to prevent knee flexion during stance phase and permit free knee motion
during swing phase of gait.10 Mechanical SCKAFOs are usually activated by ankle ROM
mechanisms or limb inclination. The UTX, stance control orthosis (SCO) knee joint,
swing phase lock (SPL), Horton, Otto Bock Free Walk, and the Otto Bock Sensor Walk
are all examples of SCKAF0s.8,11 Using a SCKAFO produces an increased acceptance
rate for wearing orthoses by patients with poliomyelitis, CP, CVA, and leg muscle
weakness because of the ability to control knee flexion in stance and the provision of
free knee flexion during swing phase of gait.3,8,12 Studies have demonstrated that
velocity, cadence, stride length, and step length can increase when walking with a
SCKAFO versus a locked knee KAFO.2,3,8,12 Irby et al.11 reported that KAFO users
showed improvements in velocity, cadence, and stride length after 6months of walking
with the dynamic knee brace system (DKBS). SCKAFOs improve gait by encouraging
more normal gait patterns, improving mobility, reducing the energy cost of walking, and
reducing compensatory strategies that may lead to chronic pain and loss of
motion.2,12-14 . Unfortunately, current commercial SCKAFOs are very expensive and in
some cases are not effective in improving kinematic variables and energy expenditure.

MASC-KAFO is a projected affordable substitute to the conventional KAFO with the
Droplock .Thus ,this research aims to study the effects on walking parameters, ROM of
Knee joint and Energy consumption while using the MASC-KAFO in comparison to a
conventional KAFO.

VIIIL. OBJECTIVES OF THE STUDY
a. Primary objective
To Perform a Comparative Pilot Study of MASC-KAFO and the Conventional
KAFO with Drop Lock.
. Secondary objective(s):
To perform the gait evaluation of the two KAFO namely the MASC-KAFO and the
Conventional KAFO with Drop Lock.

IX. TYPE OF STUDY

The Clinical Study will be an uncontrolled comparative prospective preliminary
Study.

X. METHODOLOGY
i. Duration of the Study: 3 Months.
ii. Study Site: MGM Hospital
iii. Total Number of Subjects: 15

iv. Details about the Study:
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The Clinical study will be an uncontrolled comparative prospective Study.
This study shall be performed with 15 patients with any locomotory disorder
with plus two power in lower limb as per Manual Muscle test (MMT).

The patients shall be given the MASC-KAFO to use for a period of 3 months.
The effectiveness of MASC-KAFO will be measured using a feedback
questionnaire and gait Analysis.

Gait analysis to be performed on 10 randomly selected patients.

The first month shall be the acclimatization phase, wherein the volunteer has
to follow the training instructions.

v. Study design:

Step 1: Screening of subjects as per inclusion & exclusion criteria

Step 2: Evaluating the included subjects in the Study including gait analysis
Step 3: Measurement for the MASC-KAFO

Step 4: Subjects shall receive the MASC-KAFO after proper fine tuning and
trials

Step 5: Training on how to use the MASC-KAFO

Step 6: Mid-term Evaluation

Step 7: Evaluation of the subjects ‘post completion of the study including gait
analysis

Step8: Reporting

Note: observation for any adverse effects shall be practiced in the entire
course of study.

vi. Subject selection:

a. General characteristics of the proposed subject population(s).

e All adults both male and female included for study should have a
locomotory disability with plus two power in lower limb as per Manual
Muscle test (MMT)

Adults must be above 18 years and less than 50 years old.
b. Inclusion criteria.

Adults both male and female above 18 years and below 50 years of age.

Should have a locomotory disorder with plus two power in lower limb as
per Manual Muscle test (MMT)

Should be ambulatory with assistance or gait aids.

Self-consent to be the part of the Study

should be able to speak, read and understand at least one of the following
languages - Hindi, Marathi or English

Living in Mumbai/ Navi Mumbai till the course of study is completed.

c. Exclusion criteria.

e Adults above 50 years of age
e Pregnant or lactating females/women.
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e Having a locomotory disorder with less than two power in lower limb as
per Manual Muscle test (MMT)

e Cognitive impairment

e Progressive medical issues that would impact mobility (e.g., Parkinson's
disease, cerebellar atrophy, etc.)

vii. Screening procedures

An authenticated proof of locomotory disorder eg Disability Certificate

Medical history to verify any history of fracture in spine or lower
extremity.

Proof for Date of birth to confirm the age at the time of recruitment.

Signed informed consent form to verify that they are aware of the product,
procedures & risk involved.

Study Treatment

eThe Subjects will be provided with MASC-KAFO’s after proper
measurements and fittings.

¢ They will be provided with proper training on using the MASC-KAFO

e They will be given a total of 60 days to use the MASC- KAFO

ix. Study Procedure

e In the first visit i.e. Week 0, the lower limb measurements of the subjects
will be taken for preparing the Orthotic Brace.

Also details about their general health will be recorded.

Subjects shall fill up the Product Evaluation and Effectiveness questionnaires
in relation to their existing Orthosis.

e At the next visit i.e.,, Week 1 which will be one week later or at maximum
10 days, the New Orthotic Brace-MASC-KAFO will be fitted and they will be
trained to use it and will be required to take 3D Gait Analysis of the new
Orthotic Brace-MASC-KAFO and existing Orthotic Brace.

e At the next visit i.e. Week 4, After three weeks of fitment, they will come
back to the clinic to repeat all the tests performed in week 0

e At the next visit i.e. Week 6, After five weeks of fitment, they will come
back to the clinic to repeat all the tests performed in week 0 along with 2D
Gait Analysis

e At the next visit i.e. Week 8, After seven weeks of fitment, they will come
back to the clinic to repeat all the tests performed in week 0

e At the next visit i.e. Week 12, After eleven weeks of fitment, they will
come back to the clinic to repeat all the tests performed in week 0 along with
3 D Gait analysis.

Page 8 per 77




X. Study outcome evaluations

The pretest (while using the drop-lock calliper )-post-test (Using the MASC-
KAFO0-V3) assessments of the subjects will be done using gait analysis by the
P& O expert and the physiotherapist expert such

-Gait parameters such as length of walking , Hyper Extension etc

-R.0.M. of the Knee Joint.

-Enegry Consumption during the walk

It will give scientific data to evaluate the results.

Assessment & Reassessment protocol/Methods to be used:

e Feedback Questionnaire
Gait Analysis: 3-D Gait analysis at MGM CHMS will be conducted using Vicon
motion capture system and AMTI (Advance Medical Technology, Watertown,
MA) force plates. MGM CHMS motion analysis system is a robust gold
standard equipment which includes- 12 [Bonita] 240 fps optical cameras
(VICON, UK), 2 VGA video camera and three force platforms (AMTI, USA).
3D gait analysis procedure will be explained to the patient and a signed
informed consent will be obtained prior to commencement of the analysis.

Patient preparation:

The patient will be asked to change into appropriate testing attire as well as
wax and sterilize the areas on the upper and lower extremities where retro-
reflective markers and EMG sensors will be placed to enable gait and muscle
analysis. Anthropometric data of the patient will be collected and entered
into Nexus after calibration of the system. Sterilized 39 retro-reflective
markers will be placed using a double sticking tape on the bony prominences
according to a Vicon plug-in gait model. EMG sensors will be placed on the
anti-gravity muscles.

Data capture:

Patient will be instructed to walk with Conventional Knee-Ankle-Foot
Orthosis (KAFO) and mechanically activated stance-controlled knee ankle
foot orthosis at a self-selected speed along a 10-m walkway. A minimum of 3
trials will be recorded, with each foot striking a force plate without any
overlapping step on same force plate. Kinetics and kinematics data of lower
extremity will be analyzed.

After gait trails are recorded, maximum voluntary contraction of each anti-
gravity muscle will be recorded. Post-trial, markers and sensors will be
removed gently.

xi. Expected Outcomes

* Reduced Hyper Extension; Close to Natural Gait as compared to Drop Lock
Calipers
* Knee Flexion Up to 135 degrees
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Less Energy consumption during walking as compared to conventional drop-
lock callipers.

Better walking in terms of distance covered.

Improvement in Activities of daily living

xii.Qutcome data and data analysis:
After completion of 3 months, the set period of study, outcome data obtained
from all the questionnaires and report, from both subject & investigator will
be analyzed statistically using mean & variance parameters. Results
procured after three months from pre & post analysis will be studied.

Anticipated Risks:

Pain
Rashes
Any other unexpected adverse effect.
Serious adverse effect management and reporting:

The recording of Adverse Events is an important aspect of Study
documentation. It is the Investigator's responsibility to document all
Adverse Events according to the detailed guidelines of the Protocol. The
Investigator agrees to answer any questions of Sponsor’s medical monitor
concerning any Adverse Events.

The Investigator must immediately report all Serious Adverse Events
(“SAE”) (as defined in the Protocol) (within 24 hours of occurrence of SAE)
to the Sponsor or its designee by fax and/or other electronic means and
Ethics Committee which occur within twenty-four (24) hours of the
occurrence. since informed consent is signed, during the course of the
Study and up to the date of the subject’s last visit.

In case of an injury occurring to the subject during the Study, free medical
management shall be given as long as required or till such time it is
established that the injury is not related to the Study, whichever is earlier.

In the event of a Study related injury or death, the Sponsor shall provide
financial compensation for the injury or death.

Sponsor shall be held harmless from or not responsible for , any loss,
damage, liability, claim, cost (including reasonable attorney fees) or
demand arising from any injuries or damages resulting from negligence,
failure to adhere to the Protocol, failure to comply with Applicable Laws,
failure to obtain informed consent, unauthorized warranties made by,
breach of this clinical study protocol or willful misconduct or omission of
Site or any Site Personnel in performing their obligations under the clinical
study Agreement.

Sponsor will promptly inform both the investigator and the institutional

ethics committee of any finding that could affect the safety of subjects or
their willingness to continue participation in the Study, influence the
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conduct of the Study, or alter Site’s IRB/EC approval to continue the Study.
Investigator shall promptly, in accordance with Applicable Laws, advise
Sponsor of any Adverse Event occurring during the conduct of the Study
that he/she becomes aware of. In the event of the occurrence of any
serious Adverse Event,

The Investigator shall forward a due analysis report to Ethics Committee
and the sponsor within fourteen (14) days of occurrence of SAE including
all initial information and follow-up information until stabilization/
resolution of the SAE.
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XII. . BUDGET FOR THE PROJECT:

Sr.No

Nature of Expense

Amount
of

Expense
per visit

Number of
Subjects

Total visits/tests
per patient during
entire study

Total Expense

Travel Allowance
for patients

200

Gait Analysis

3333.33

100000

MGM
Fees

Committee

5000

5000

MASC KAFO
Consultation fee to
P&O and

Tools & equipment

Miscellaneous

194000
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Annexure A

Case Study cum Evaluation Form
Date:
Patient No.: Study No.: 01
Prerequisite Questions:

1. Is the patient using any Lower limb Orthosis presently? If yes since how long?
OYes,Months and___Years

ONo

2. If yes, what type of Lower Limb Orthosis is the patient using?
a)Drop-Lock Caliper

b)Dynamic Caliper Please Specify which

3. If the above answer is a) Drop Lock Caliper then is the user willing to use the MASC-
KAFO described in the Consent form?

OYes

O No

4. Since how long ago does he/she has this lower limb disability?

_ Monthsand__ Years

5. What is the Weight of the Patient?

___ Kilograms

6. What is the Age of the Patient?

_ Monthsand__ Years

7. What is the Gender of the Patient?

OMale
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O Female

O Other

Notes for the Investigator:

1. If the answer was for question 2 is a) Drop-Lock Caliper and if the user is willing
to use MASC-_KAFO test please perform the Muscle Strength Test using Oxford Scale?

Core Muscle Strength:

2. What is the Diagnosis of Disability?

Details filled by Name: Verified by Principal Investigator: Yes/No

Signature& Stamp: Signature& Stamp:
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Patient No./ID No.:

Week No. 1

A. Conventional Caliper and MASC-KAFO

Elements to be Checked

Remark (Yes/No) If Yes, the Quantify

1. Knee Flexion :

2. Squatting:

3.ROM of Knee Joint:

4. Gait Parameters:

5. Comfort:

(on the Scale of 1 to 10)

1 being least comfortable
5 being satisfactory

10 being very comfortable

B. 3D-Gait Analysis Using MASC-KAFO
and Conventional Caliper

Yes/ No

If Yes Report to be attached

Details filled by Name:

Verified by Principal Investigator: Yes/No

Signature& Stamp:

Signature& Stamp:
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Patient No./ID No.:

Week No. 4

A.  MASC-KAFO

Elements to be Checked

Remark (Yes/No) If Yes, the Quantify

1. Knee Flexion :

2. Squatting:

3.ROM of Knee Joint:

4., Gait Parameters:

5. Comfort:

(on the Scale of 1 to 10)

1 being least comfortable
5 being satisfactory

10 being very comfortable

Details filled by Name:

Verified by Principal Investigator: Yes/No

Signature& Stamp:

Signature& Stamp:
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Patient No./ID No.:

Week No. 6

A. MASC-KAFO

Elements to be Checked

Remark (Yes/No) If Yes, the Quantify

1. Knee Flexion :

2. Squatting:

3.ROM of Knee Joint:

4., Gait Parameters:

5. Comfort:

(on the Scale of 1 to 10)

1 being least comfortable
5 being satisfactory

10 being very comfortable

B. 2D-Gait Analysis Using MASC-KAFO
and Conventional Caliper

Yes/ No

If Yes Report to be attached

Details filled by Name:

Verified by Principal Investigator: Yes/No

Signature& Stamp:

Signature& Stamp:
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Patient No./ID No.:

Week No. 8

A. MASC-KAFO

Elements to be Checked

Remark (Yes/No) If Yes, the Quantify

1. Knee Flexion :

2. Squatting:

3.ROM of Knee Joint:

4., Gait Parameters:

5. Comfort:

(on the Scale of 1 to 10)

1 being least comfortable
5 being satisfactory

10 being very comfortable

Details filled by Name:

Verified by Principal Investigator: Yes/No

Signature& Stamp:

Signature& Stamp:
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Patient No./ID No.:

Week No. 12

A. MASC-KAFO

Elements to be Checked

Remark (Yes/No) If Yes, the Quantify

1. Knee Flexion:

2. Squatting:

3.ROM of Knee Joint:

4. Gait Parameters:

5. Comfort:

(on the Scale of 1 to 10)

1 being least comfortable
5 being satisfactory

10 being very comfortable

B. 3D-Gait Analysis Using MASC-KAFO
and Conventional Caliper

Yes/ No

If Yes Report to be attached

Details filled by Name:

Verified by Principal Investigator: Yes/No

Signature& Stamp:

Signature& Stamp:
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Annexure B

Informed Consent Form (ICF) in English

[YOUR INSTITUTIONAL LETTERHEAD]

Product Name: Date:

Patients No.: Trial No.:

Informed Consent form for Clinical Evaluation of Effectiveness parameters with Gait Analysis
Using MASC-KAFO: A Comparative pilot study of MASC-KAFO & the conventional Drop-Lock
Caliper dated 27April 2022.

This Informed Consent Form is for men and women of age group 18 to 50 years suffering from a
Disability of Lower Limb with reduced muscle power {plus two power in lower limb as per
Manual Muscle test (MMT)}and compromised stability for daily activities.

You may provide the following information either as a running paragraph or under headings as
shown below.

Name of Principal Investigator: Dr. Uttara Upendra Deshmukh (P&O0)

Name of Organization: MGM Institute's University Department of Prosthetics and
Orthotics.

Name of Sponsor: Aumeesh Tech Private Limited.

Name of Proposal and version: - Clinical Evaluation of Effectiveness parameters with Gait
Analysis Using MASC-KAFO: A Comparative pilot study of MASC-KAFO & the conventional Drop-
Lock Caliper Version dated 27 April 2022

This Informed Consent Form has two parts:

¢ Information Sheet (to share information about the research with you)

o Certificate of Consent (for signatures if you agree to take part)
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e You will be given a copy of the full Informed Consent Form
PART I: Information Sheet
Introduction

I am Dr. Uttara Upendra Deshmukh (P&0) working with/for the Department of Prosthetics and
Orthotics at MGM Hospital. We are doing some research on Rehabilitation of people with lower
limb disability which is rising in India. I am going to give you information and invite you to be a
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, the
study doctor or the staff.

Purpose of the research

The conventional KAFOs provide stability by locking the knee joint in a fully extended position
during both stance and swing phases. This results in excessive energy consumption and induces
abnormal gait events such as circumduction, hip hiking, and vaulting during gait. Walking with
conventional KAFOs can also lead to premature exhaustion during ambulation, as well as limited
mobility, pain, and a decreased range of motion (ROM) in lower limb joints. It has been reported
that using a conventional KAFO reduces gait efficiency by 24%, increases vertical displacement of
the center of mass (COM) by up to 65%, and also increases energy expenditure.

The MASC-KAFO is an assistive device and focuses on providing a better alternative to the existing
orthotic calipers. The research is a comparative trail between the MASC-KAFO and the
Conventional Drop-Lock Caliper.

Type of Research Intervention

For this research we will not be performing any surgery or giving you any injections or
medications. We will first take the measurements of your lower limb and create an Orthotic brace
for you so that you will be able to use it. You will have to perform all your day to day tasks and fill
out questionnaires at intervals of 4 weeks, 8 weeks, and 12 weeks to evaluate the impact of the
device on your life.

Participant selection

We are inviting all adults with the below criteria to participate in the clinical evaluation of the
Orthotic device “MASC-KAFO”:

1. Adults above 18 years and below 50 years of age.

2. Should have a locomotor disorder with less than plus two power in lower
limb as per Manual Muscle test (MMT)

Should be ambulatory with assistance or gait aids.
Self-consent to be the part of the Study

should be able to speak, read and understand at least one of the following
languages - Hindi, Marathi or English

Living in Mumbai till the course of study is completed.
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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 clinic will
continue and nothing will change. If you choose not to participate in this research project, you will
offer the treatment that is routinely offered in this clinic/hospital for rehabilitation of locomotor
disability and we will tell you more about it later. You may change your mind later and stop
participating even if you agreed earlier.

Procedures and Protocol

A. Unfamiliar Procedures

In case of any phantom limb pain or rashes or ulceration counter-measures like off the shelf
medication or therapy will be administered.

B. Description of the Process

During the research you make four visits to the clinic.

o In the first visit i.e. Week 0, the lower limb measurements of the subjects will be taken for
preparing the Orthotic Brace. Also details about their general health will be recorded.
Subjects shall fill up the Product Evaluation and Effectiveness questionnaires in relation to
their existing Orthosis.

At the next visit i.e., Week 1 which will be one week later or at maximum 10 days, the New
Orthotic Brace-MASC-KAFO will be fitted and they will be trained to use it and will be
required to take 3D Gait Analysis of the new Orthotic Brace-MASC-KAFO and existing
Orthotic Brace.

At the next visit i.e. Week 4, After three weeks of fitment, they will come back to the clinic
to repeat all the tests performed in week 0

At the next visit i.e. Week 6, After five weeks of fitment, they will come back to the clinic to
repeat all the tests performed in week 0 along with 2D Gait Analysis

At the next visit i.e. Week 8, After seven weeks of fitment, they will come back to the clinic
to repeat all the tests performed in week 0

At the next visit i.e. Week 12, After eleven weeks of fitment, they will come back to the
clinic to repeat all the tests performed in week 0 along with 3 D Gait analysis.

Duration

The research takes place over 90 days / or 12 weeks in total. During that time, it will be necessary
for you to come to the hospital facility 4 to 6 days, for 2 to 3 (number of) hours each day. We would
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like to meet with you at intervals 1 week, 4 weeks, 8 weeks, and 12 weeks after your Lower Limb
Orthotic Brace fitment (MASC-KAFO)).

In total, you will be asked to come 4 times to the clinic in 3 months. At the end of 3 months, the
research will be finished.

Side Effects

As already mentioned, this device can have some unwanted effects. It can make you tired and it can
cause some temporary swelling around the place where the socket is fitted on your Limb. 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. We may use some other
medicines to decrease the symptoms of the side effects or reactions if any. Or we may stop the study.
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, for example, a risk that your lower limb may experience pain know as
phantom limb pain or swelling or ulceration of the limb.

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 necessary treatment.

Benefits
If you participate in this research, you will have the following benefits:

After the end of study, if you would like to continue using the device you would be able to purchase
from us free of Cost.

Reimbursements

We will give you Rs.200 to pay for your travel to the clinic/parking. You will not be given any other
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 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 research sponsors, your
clinician, etc.

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
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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 clinic in any way. You will still have all the benefits that you
would otherwise have at this clinic. 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 clinic will not
be affected in any way. You may also stop participating in the research at any time you choose. It is
your choice and all of your rights will still be respected. At the time of withdrawal, you need to
return back the material, device or anything given by research team

Alternatives to Participating

Ifyou do not wish to take part in the research, you will be provided with the established standard
treatment available at the hospital.

Who to Contact

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:

Name: Dr. Uttara Upendra Deshmukh (P&O0)
Title: Department of Prosthetics and Orthotics

Institution: MGM Institute's University

This proposal has been reviewed and approved by ETHICS COMMITTEE FOR RESEARCH
ON HUMAN SUBJECTS of MGM INSTITUTE OF HEALTH SCIENCES which 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 Dept. of Prosthetic and Orthotic
MGM Hospital.

It has also been reviewed by the Management of Aumeesh Tech Private Limited, which is
sponsoring and supporting the study.
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PART II: Certificate of Consent

This section should be written in the first person and have a statement similar to the one in bold
below. If the participant is illiterate but gives oral consent, a witness must sign. A researcher or
the person going over the informed consent must sign each consent. The certificate of consent
should avoid statements that have "I understand...." phrases. The understanding should
perhaps be better tested through targeted questions during the reading of the
information sheet (some examples of questions are given above), or through the
questions being asked at the end of the reading of the information sheet, if the potential
participant is reading the information sheet him/herself.

I have read the foregoing information, or it has been read to me. I have had the
opportunity to ask questions about it and any questions that I have asked have been
answered to my satisfaction. I consent voluntarily to participate as a participant in this
research.

Name of Participant

Signature of Participant

Date

Day/month/year

If illiterate

A literate witness must sign (if possible, this person should be selected by the participant and
should have no connection to the research team). Participants who are illiterate should include
their thumb-print as well.

I have witnessed the accurate reading of the consent form to the potential participant,
and the individual has had the opportunity to ask questions. I confirm that the individual
has given consent freely.

Name of witness Thumb print of participant

Signature of witness

Date

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

I have accurately read out the information sheet to the potential participant, and to
the best of my ability made sure that the participant understands that the procedures
listed in ICF will be done.

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 my ability. I 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.

Name of Researcher/person taking the consent

Signature of Researcher /person taking the consent

Date

Day/month/year
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Annexure C

Informed Consent Form (ICF) in Hindi

[3TTIhT TEATIA oicies]

MASC-KAFO $fauqfRa@eAfaqaa:MASC-KAFO T 30011 X §U ATl faRelsor & @y
SHIGNTT AMIEST &I AqIfaeh Hedishet: MASC-KAFO 31 uRuRe g9-cieh ey faetien

27 3% 2022 T Teh JelellcHs e 3T

I GiOd HeATd YO 189 509 & Y @97 Hqew N Afgensd & fav § SrawA
AR $1 AfFT & Ty frmer T H Rperaar @ Nfea § (Fepra AraRh wamor
(THATAS) & 3TaR e 397 7 ar afedd & e ¢ siefe afafaftet & fov
qHsiar fERRar B

3T foAe=T ST a1 o Tl & Ieqeoe & & F I7 o o@re v Mgt & dEd ver
X Thd &.

YT a9 HT A: 31 300 39w AT (P&O)

HISA HT ATH: MGM Institute's University Department of Prosthetics and Orthotics

URITST& FT ATH: Aumeesh Tech Private Limited
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WFdId A TERIOT HT AH: - MASC-KAFO FT 3GV FS alel 39907 3 Grer gnaeferar Argest
P HaTfa® Hedibar: MASC-KAFO #T UF JolelcH® YIeie 3eqdal IR GRIRT 515 clieh Hferay
HERNT fasfies 27 34T
2022
30 fAd wgAfa WIT &F & &I g

o HIAT 9AF (ATYF WY AU & TR H JAFRT 90 Fa F fAw)

. WEATT FT YA 97 (gFARR & AT IR 3T T A F A weA §)

o 9E! qoF T wEAfa Rt # v gfa & smeeh

T I g 99
gR=
HET ITRT 397 SUFT (' 05 3) CHSAUH FEqcieT H GEdfeFd 3R JriieFd s &

1Y/ 35 [oIT 7 #7 6T §1 §H feziel 39T fAseniarar aret &7l @ gaAaled 93 Fer oler
#Y G & ST SR H 37 38T &1 # 3 SIAFRY & S 6T § IR IR 59 A FT

@WW%@FWWW@T{/WW%’WWJ #r FTIT Tl & fF
T e H T Ha IT g SHE Gl @ T TF FR T B G M §1T H b &
IS/ 31T 3iepaen= & aR H "7 HAGGH XA &1

PO UOF g gl @ & fole T FH 761 GId &1 F9IT H APbad 3 v Fe F11
§H SIAPRT & ATETH & Slid & 3N st FHsA H AT #7197 Iia 319 914 §ia H
T & &l T 3% HFE, HETTT SIFey AT FHART & g Fhe &1

HTHUTT FT 3647

IRYRF KAFOs $& 3R &F9T GiaAl @Rvl & GRTeT U QW RE & faeaiRa feafa & geat
& I3 F did IND [F2RAT 98Td IR 81 59F GRUTFHTGRT gl Fol # @ua gidr
& 3R 3 THEIT Trer # geAn3 SE & GRFHUL BT grsfdar 3Rk arer & aivter difecar
& ART FRAT &1 TRIRSF FTCP3T & HIY AT T CFFoleleT & GRIeT HHT & Ggol
JFHITC FT HNUT Jof HHAT & T & HIAHT TlfelcT aa, N faaet 31 S5 # afd @
FH HAT (7TH) & g7 FHdr &1 I8 Jarar =7 § & GRIRE KAFO T 39T Fxa & @lel
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GEIAT 24% TF HH g ST &, GeIATT & Fg (COM) F FETER [GEIT9T & 65% AP FSTAT
& 3k Far e o ag ST &1

MASC-KAFO U HgTIe 39aRUT § 3R HIgar e Sfetqd & folv va Ggav fddweq
aTT XA T lad &1 HET MASC-KAFO 3R GRIRF 37 alids Sferaw & & v
JeleAlcHS 0T &1

YT FEARNT F JHR

3 T 3 [T g7 Fls Holil o7g] FaT IT 3T9F FHis SHFT IT EGI0 Fal 291/ §H Ggor
3193 faget 39T & AT &ar 3N 39a T v 3reiReE S Farvar difd T sHHT
391 #Y Hb| 9P 37951 Saed G [BaI5H & FHIG H Hodldhed FXa & [0 3791 F3ft
faer-gfdfesr & I F FAT 1IN N 4 TTATg, 8 FTATg 3R 12 TTAIg & FARIT T
FoATTA AT graft|

gfasmeft T

§H ARIIfce f3arse "MASC-KAFO"3 Hgifad Hodlwad H 19T &t & folv s 3w v

1.18 % & 3if&% 3R 50 3% & HH g 3 TIEh/

2. HFHAHTTPNRNETOT (VHTHED)
SR AT A HTH G U F T HT oAl hIHIC [P RE TG T

3. HETIATITATUSHSETY ambulatory glATdIET.
4. I FT fGFET Folat & [o1T FHTcH TgHIT

5. [AFAART Szt H & FH & FH UFH F §lela Gga IR gHzT H
HETH Bl TRV - fodh ARIST AT 39

6. 9@T5 #T PHIF QT §led dF Hag H Eel)

Afos ggsfarar

S e H 9P HPNGRT [ d¥e & wfeod &1 T8 bl GHG & & ST ST & ar
g1/ @Te HTT AT HAeAl Fodch & AT gl 6 [Feafasw H A1 Gred §la arelt G Hare
SIRT B 3R P S dgl Gl Ffa AT SH QT GRINTAT H HIT Tl el geAch & &
31T 3 ITER BT QeI #a S [AIAT &G & FlIHAICT el & Yeard & fov
3 [Ferfa1dh / 3EGAIT H GO 137 STar § 3R 67 9@ dlq # 3603 ) # 3ifds
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AT 3T §1G H YTl Hod dGof P & HN HT ol G FX TP b, Hof 81 1T Ggor
TEAT &1l

uframait 3R SR
A. 3aRfRa wftFme

& $ff 9 3T &6 IT TFa IT HedT & HiAe H Ao gar Ir RAfdear sd F13ev-39ra
F FOTAT FHIT STTwa/

B. 9fhar &1 faavor
oNer & aNTeT T fFerfaes A g e #va &/

TGl HAThI Aol TCATE 0 H, 3TUifeeh S8 TR et & Torw Tt o foverer 37ttt
Ag forar STTeT | 1 &Y 357 ATATT TITEY I SiTTehRT Y gof T SiTeedy| fawy 39«
HisTer 3TUTTaH & Heer /¥ 3cuTe Hedehet 3R THTGOIAT SRaATdel T 3|

3TTel HATHI ATeAl TCATE 1 H, SiY Teh ToclTg a1E; AT AR H 10 fortt & gram, 71

3T ST-TATTHH-FTTH T AT ST 3R 3¢ TP SEAHTA Flel o [T
gfIferd forar Sreem 3R 3% 331 3T vaafafaa o glem | 3 3ifffes sa-
TATTHH-HUTH3T 3 HAlsper sifffes o4

37316t HeATehIcT Il Tl 4 H, e gl & dled Tecllg & &le, & Felg 0 H 13T 7w g3
gilervr) 1 algTa 3 foIw fFerfaer araw 3Tt/

3Tt @R 9T T GTlg 6 H, e gl & 9T Gz & §ig, @ [Ferfaa & arad 37ar 3k
AR 0 A [0 7o gft gdreron 12 3 dfe faeatyor & arer aigereat/

373T6] HEATHI FTlet 139 HCATE H, HIT HoAlg 3 fhe 8l 3 &le, & Tealg 0 H 37 7w
G G871l 1 GIeRTe @ [elw [Ferfzan arae 370

3731t FelTehicd Il Hcllg 12 H, 7R Folg @ [be 8t & dle; a3 31 dlc faeatyor & arer
AR 0 H [0 17 g3ft gde7on &1 algviat & [T fFerfaa araw 37t/

afer

ST Fol fAeIHT 90 Al / 4T 12 Fecllg H §Idr &1 39 FHT 3 NI, 393 folv
JEgAlel I AT # 4 & 6 fasil & foIv i faeT 2 & 3 (FF G&) g2 & felv 377ar
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HTTegH EIaTT| §H 3T9a 3R fold Jiifed §& fheHe (MASC-KAFO)) & &1g 1 TTTg, 4
HTAlE, 8 Tl 3N 12 HCATE & HRTeT G 3798 G [Hefarr aiga &1

Pl AT, HT9H! 3 Hgled #H [Fetledr H 4 ] 377 & [670 6T S0 3 Hgled @ 3 &,
e FHT & ST/

EACEIC]

ST [ Ggel & 3eeid 13T T & 59 [3aT5E & Fo Jalod FHIT & dhd &1 Tg
JT9F Y FHAT & HN Tg IH SIE @ IEIR HO AT Goted YaT & Fhl § el
Fidhe 393 3T W e §iar &1 Ig §H4a & [ I§ P& FHEII3] FT HRVT HY & Fhell
& fowa ar’ H g7 81 STeIa 818101, 87 319 RIS & GrelT Ha 3R B s
BT GHIT I T o THEIT FT ¢ 7@ g7 G155 3%Fed I Giafmasi’ & e
P FH FNA & [0 F& Hed GA3 FT ITAT I "B § Ala Hls 51 AT §H HEITA
U gad &1 afa g5 3aeds & d g5 319e T Ao 3§ T TEr aRa 3N 39Tt
TRUT H STt & Gger HT9E §HAUT WIFHA fHar Srvam/

TG

SH T H HIT cll & Tg HHG & [& T T gl B JoredT H il SiifEaH H
g3/ 3aTeRT & [oIT v SfGH & 13 3i1qe [arel 39T &I e #T gsid &1 Fohell & o8
9T 37T g5 T HIT BT Godod I HvRUT & &G H ST STl &1

ST UFT gl HI GHIGAT Tg FH & Y S 9P THIGAT 3 G H GAT gl
IRV §H 3 Eeal & gleh & HHGA Pl HH Fed FI FIRMRI I}, T IR F&5
YT §Iar & al 65 3196 H1TeTF 3GTIR Jald Lt/

T

Tfa 3T S T H HITT &t 6, Al HTTF G fAFTlel@d &3 §1ar:

HEITeT F FHICT 3 &I Il 31T Barsd HT 39IT SR IG=7 Tga & dF H1T g7
TFT # @llg gl
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L)

§H 19! [Fetlaia / GIfHaT I AT & folT A1 Xt @ [l 200 &9 &1/ 56 e H
HITT &7 & [T 319 HF 34T €7 IT 39gR @ f2ar e/

Mu=raar

S I & FIY 9P FHGIT H FIHT & d6Y FE [FI7 57 67 &1 Ig FHT & & I
HHEATT & 3 &l @ 9T & 13 319 1T o I 6 &l & 39H Falel §& A 8167
gl H ST et Flell HI gl HIFT 78] Pl

3 e GRIAIGAT & §H7 S FTAFRT VHT Fa & 38 TNGAT I@T ST 3T9e IR H S
SRR 9T 3 GNTeT T &I SITTaf, 38 G I&T ST JN @ls T gl dfed dlerpdr
38 3@ grual| 319 dR H BT M FIFERT GT 39S ATH F AT UF HG7 g9 ST
Oerpal3 @I AT el ST [ HTGHT Fa¥ FAT & IR §H 39 SART I ddier IR Foil
& ATY &% X &9 g IHEEA GrIThl 9% flldeae, 3ifa #I BIsHY fHdl & are
@IS T 34T 78 Srea]

aRoms |1 FIET

3H T F FNet F §H S FAlA AT 8 38 FoAdr & folT egr9a &9 & 3Gelet et &
qgel FIHGIRAE doh! @ ATETH & 393 EI ST 37 S0 AT SHledbRT T
Al B S| FHGTT H BIET d63 gl 3R 37! G0 #F Seaft 37 doF! & &le; §H
TR I GHIRIT @R Jlfd g gTg® T §AR AT & HE 7]

SAPR HA AT 9T A FT AFR

19 S T H HITT et H TR gl & Jla HTT OHT 71 FeAl TR & N HITT et
H 3TN el H 3H [Fetfad H 3198 39aR) &I [ #f avg & gamfaa &1 f&ar
SITUaTT| 3T9e G 33T ST @3t &7 &19 S 3194 I 39T 39 [Fetldsd H gl 319
[t sft HHIT e H HIT olell §G #X Hbcl & Sl 3T gl v Il & &7 H 391
e 8t 3ifee 1 @Iv [F1 aiEd 8139 [Fealdad H HT9#T oot [ 3 g &
FHIIAeT g1 §171T) 31T [t 8 GHT 3951 GaRT et T[T AT H HIT oAl da FX Hbch
&1 77 39T gHe & 3R 39S G BRI FT M M GFAT [FIT SO FIH 3
HHZ, HTGHI HEeld EH GanT & T3 ArHA] Barsd a1 For Mt arad #¥e B Tl
&1
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AT o & AT faseq
w2t o o

(773'//'-/47)5'/\‘-‘-1('//(%/'75‘-I(’lGEI\‘-Z///r'-\/dJ-//r/dvj‘-It//\’Hq'/o'll%il/d/Udll/
frad ¥a&F X
T 3193 GRT Fls T & Al T HEATA Y& gl & ara A 3 FH AT s1g H g

el 81 fer 3T &g H G GO TR & Al T fArT H & et & o g% # dhd

AT 31 39N 3% aeE (f U3 A

arr: Department of Prosthetics and Orthotics

HEYTA: THASITTH GEATT & Taeaidearerd

30 y¥arT 1 gHAleT A ¢ § AR uASTA SR AHE douU
wfafa & s w1 37 glalaa wwer ¢ & sqaue sfoenfaat & qeae & = mn
aTe|

IR 39 IR F X F 30F e TS § A EIRE 3 3ituitE e
AT T F §9F F

guhr gaAteT iteter ¢ yzde fAfAs & vauer qErr it fr aF § A rewIw F;
o 3 gHdeT = @I B
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19T 11: GgATT HT AT 99

S THET &l Ygol hidd & for@n Sier =mfgv AR & ses & U & GAH Teh ST
grar =nfeu| afg wfaemel 3ue & Afea A @ Tgafa ¢ar & Y Us 191 I g&dier
AT AMRU| Ueh MRt AT FRIT HEATT W ST dTel ShTod &l Tedeh HgATd TN
EEATER AT BT | HEATT & WHIUT 9T F 34 IUq6T A I9<T g0 oot o &
FHSAT § ..." A | GHAF HT ARG AT T3 F Iea & R aftyd weal & aeqsr @
Jea wdieror R S T (et F Fo 3emIr IR RE AT F), A1 IS = F
TS ¥ IHa F @ I g Al F AveIw F, 7 wonfaa wfvemft gEem ww ug @ @
ar 3d /

Ax gl SERY T B, AT SW A 9T AT T A WS GR H AT YDA HT HIW
frar & 3k AF S ot weeT qF 8, 39 W AN wgfte F v fear w=w X wWeer &
59 Ay F v gfaemft & w0 & smr A F AT wewd gl

ufasmit &1 a1
IGE D
e

feer/mréem/ad

I} e

Teh HIER IAE T gEARR AT MU (Ifer HHT g, 37 cTfFd I Gasiml g@rr e
STl =few 3R rqauE &\ & HIS e A gl A1) | S gfawel e § 300
A9 IS & AT AT & AR e =gl

#AF g yfasmit i ggafa i F1 TEF dea FT G T917 &, AR AFT FY qea
ge F Iaes fBren 1A gfe wvar § B =afFa & wadd v @ weala & ¥

e SRS sSHRT
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WA o are Mud/ i garT a9

#a wenmfad yfasmlt Y gEen wAh F TdF T @ 9T §, IR AN e F1 qd o0
¥F FaRad F@ & faw & gfasmh qoerar ¢ &% srddies & gefeqy afvae of @
STaa |

gie #Y & wfaemh Y srewaer & ar & wee qoa #1 Iaw” R mar an, sk gfaesmh
gaRT 9% v @t weaAl F1 W€ 3 RAm ¥ 3R AN avar 1 9@ T I R
a1 g1 7 gffe aar § % SafFa B weAfa &3 & v Aoy 7@ frar @ g ek
HeAfa Tadd ¥ @ 3R weaTr ¥ & 715 7

9 ImsHEITE &Y v gfa gfasmeh & gger i 7§ B

HEATA AT TH TR dT/Sa e,

AMerRdT/FgATIA AT T [ F A eEATER

Tt
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Annexure D

Informed Consent Form (ICF) in Marathi

[EFA=AT P&O T AeTES |

Neae I 9 ﬁFI'IEF

FIUTET AN : el AT

MASC-KAFO aT9&s] dTelodredl faeavumdg aRuMASRSdr NiHFcd=ar Fafaed AeaaArd=rarsr
i d@A B et 25 31, 2022 9= MASC-KAFO 37107 S{ORTaTd ga-elfeh shforqer =1

JelellcA® ITIelc 33T UGN 3Tl 3Tg.

g1 Aol HAch Bl 18T 50 a¥ FFRTETieT oV 0T ETAETS 38, SAHET T
AFT HAT STl 3 (GTAUT ARG IOl (THUALS) J8R Wleledl 30 Sl aled
forar 31T adY 31g) 3NTOT SeifesT BToameliaR dIga Ficolell Ueh Hegcdrl Y.

JFET @rellel ATl TeheR Aol IR=SE #gURE fohar @rell qrEaeary#A T f¥smarel 35
hdT.

HET Ieaara ara: 31 300 39 Jaegw (< 3nfor 3
TEAT A9 wehies 3fereege gfafdd Burddie it dedftew anfor sityffesrw femr.

YRIST&™ 1d: Aumeesh Tech Private Limited.

YEATE A 0T JTelt: - MASC-KAFO AT STevdredT faRelsueg GROTHSRehdl WraTed=ar
fFerfaiehel FeIATIATATS Fid FHAT WiaT: fetieh 27 319l 2022 YRET MASC-KAFO 30T SO

SI9-clieh ShioITdT TT JolellcH UTdeIe T HUITd Tl 377,
a1 ATl HAEAT BIAT SN AT M
o ARl T (WeuaT Afd greaEEd A3 FUITAIE)

« AR YATOTYT (TG AT AT HeAT AT AT FATRRIATSN)
« TFETC WYOT ATRAYOT woelt Wit v wa Rl smder
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A1 I ATfeY 99
=

A S 3w 3Ug duHE  (P&O) MGM giftucewder wedferw oy sifuffesd
TAATITET/ATET HTH HT 317E. 3G HAT 3T HeTed IFeledl wiehred] JoAdHeATaR
TGN TR Il 3MMEI, ST HARATT dlel 3718, H JFeTell Hfgcl SUIR 3¢ JATOT JFgrerr a1
TRIUATIT $79T GUITATST AT FROUMR L. 6T FAUATT Tl egrer v =Aer & 3
AR FATEL. el STTAUATYHT, 6T TRMEATTATA JFgTell WA dreur=ar HIomeiler sie]
Q.

Y FIEN Ase Y Ahdld o JFeTell THSIA ATEId. FUAT AT VT HUITATST Hell
YISl HAM JTOT HAT TISC FIOITHS 5 AT, T HcR YT I HAH, gl il
AT, IFATHTAT STarceT fohdl HAARATAT [IaE QAeheT

e 3Eger

URUIRe KAFOs ¥&ed 3701 f&der a1 Slegl coaised JEearedr |iedrar quivor faeaid
Tada s 6 UAT YS Hald. IrT IROMH SET Foidl aiR glar  dfor
ATIUATAT SIFAT FATHGT ATIUATAT Heal Usald o8 HT aRepaAr, Ry grafeer anfor

affecar. TRATRE KAFOs T dTe0T STl 3TSFeelele Gladle 3TahToll Uahal, aod FTfad
gTordTel, dgaAT 30T Wreredr 3f9Tear Areged ardt Aufl (ROM) 3 813 QUehd. 319
sigael el Mg H IRUMRS KAFO AU TTel0AT HIRAETHAT 24% HaT B, aEHTT
&g (COM) T 3eeld FaeaTaet 65% Tdd dred 30T et @< et arear.

MASC-KAFO g Teh Hgl¥deh 30T 31Tg 3MTToT gearear uffes wiauter e gierer g3
YTl SUATaY A&7 shigd . MU § MASC-KAFO 30T 9RUR&F 3Ma-alich hielax
AT JelellcHe AT 3TE.

e gEAITET YR

T HMUATHIST HTFE PTG ATATHAT FIOR AET Fohar JFgTell HIVTAET SoerereT fohar
VS SUR ATEY. AT GUA JHTAT MY AT Tieredl I HIGHANY US HTOT
JACAEIS 3TUied 5 TIR & SIUhea el o aIIE QAehiel. Jeglell JHAA HI SeifeeT
FIH AT AT 0T 4 37T3ds, 8 3M3ds AT 12 SASATTAT AT YATdell &I

JHEAT SliaeATa] fSegrsan e gsa.
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g faas

T Wrelel TAersiag @ e 3iiifieer 3usor "MASC-KAFO"=2T TFelfolehel FHodidhallcl
TEHTN GIUATHTST MATIT e JHTBIC:

1. 18 ITaIeT HTTOT 50 IETUETT ST TI Hie.

2. #gIH HH TEC (MMT) FER WITeAT AN Tl € HlaT 3elell dehiAtedl 3H3ET
37T,

3. gy fhaT T eI &UTdigeh 31T,
4. 3TTETAT AT IOITHTST Tad:AT GHAT

5. WU fFATT Teh HTNT SioldT, araar 30T §HSIar 3Tel Uifgor - fBeY, AU fahar
STl

6. FTEHA o7 Isudd Hasd Tgol.

Wew weHTT
T HAAT JHGT HEHTT qOTT0T Ueseh 3178, #1197 g T Ay g1 JFen @ 3.

ST wEeTetr BV fAasel fhar aaer ald), qHgrer ar
Yehedld el 7 gvary fAasedrd, qrel a1 fFelfaeh/Tomedrd AhiAed 3darcaredn
ASHATETS AfATUY & SO 3UaR &3 el 30T 3T JFeTell cdleegel ek
Hf&h AP JFT JHA AR AR See] ehdl IMOT JFEr Ml HEAdT Ielld e
TEHATIT 10T AT Aehel.

gferar nfor Nesrar
A, 3T gfsear

3aTeEr fhaT QF fhaT TeaaT=aT dFdid 3M5% & Ach  fhar Ffosmddr IarRye
39T hel STl

B. 9fpaar quier
HAMUATCIFATA T focifolenell TR deoT He .
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gfgedT AT FEUTST 3TaasT 0, 3iTYffeed S8 TIR FHUIrATST fawIr=ar Qreear 39T
HASHAY gdel STSdl. JHT IIedT AT IREIAEET JURie digdel ssd. YT gredr
AT HTUffaa=ar Haerd Icurest HeTATIT 10T TRUMHSRERT TRATT .

qérer AT FEUTS, HGaST 1 ST Teh TSR fehal STeclid See 10 faaiar 3/,
AdTeT 3iTaffes ST-MASC-KAFO SHIS TSl 30T cITAT o ATRUITATST TTAT&d el STT5el
30T =T 3D ATeIOT fAREAVUT T TGRTh e, AAdIeT T SF-MASC-KAFO 3Tfor
faegae sirdffes s

JeedT AT FEUTS 1SS 4, cliel ITSASATET TheHTweR, o 3easT 0 ALY sholedT T
ATIUAT YergT HIUITHTIS! [FelfehaAed o Achie.

qélel SEIT FEUTS TS 6, fthedeear ure 3TeasdisicR, d 2D e AT aTag rodsT
0 HEY SheledT H ATV TeRTT PRUATATS! Fefoiehded ol Ichrer.

qETel AENT FgUTSY 3MTSAST HTSAST, A ITSasIAT TheH TR, I 3TSdsT 0 HEY dhelodTl
Y UTIUAT YogT FRUATATS! el foteh e e Il Acilel.

qélel AET FgUTSl 3MModsT 12, fhedeedr 31 Ieasdi-c], d 3 31 i faeevorag
3TGEST 0 HEY SheledT HY ATAVAT YogT HIVITHATST el fotehd e aed Acter.

FRFS

e UHUT 90 feaq / 12 3MedsTT VIR Mg, AT Hieaelid ITcdrel 4 d 6 fgaq
IOl FIAAATE Ycdeh feael 2 d 3 A A1 olrElel. 3Tegr MIeATell  MASC-KAFO
HleleT Ycdeh Tdsdlcd ACUIMTS! Stelld,

TEHUE 3 d 4 ARGAHALY AUl 4 I fFelfoler ALY Il HAId SSel. el
A=A 3T § WA qUT §I5eT STse.

geaRomer
T FAHE FoATTATOL AT fSIEEALY FIET HAMST TG 31, Ashcld. A1HD JFgTell

gehdl A3 Ahell JTUT JHATAT IFMN Hiche SHIISAT SR HIET HBEST Fol IS
A, § AFT 3Tg I AHS FIET FHEAT 33 Ahclld SATT INTATT ATl AT, AT,
I JHY RGBT AT HE 0T HIUTATE! Iraifed aRumART fhar Hroreamg
FHAEIET ARNGT &9, Q188 ey fohdl FfARhATE! oT&T0r el HIUATHTST 3FET T S
3N FIE el fohaT JTAOT 3HIATH Yiaq Aehell. § TR AT T Joednel
THATYOT THT & 0T 3T Yol TN SAUITGAl JHAT HeHT Hooll Hcell STSel.
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ST
T HAATT HET UTedlel § AT 37 T JFelell  TATILT ST &l 3i&el. 3ereony,
JHTIT Wreledl 3ITAT ASAT FATOTGUATH AEH 3T, STl BicH foid I foar o fohar

AT T FEUA ST ST

¢ TSUITHT AFIAT GUd FHT I e, Jrelell AT AFAATHT S0 3ol qTfest. 3eer
g UCAT USUATE AFAAT HeAl UL Yool &, W HIe 3AEd TS, 3T
TRl 3TE2TH 3TAR 3.

B
IS IT WA AT U &gl Wlelel BrIS Blcilel:

AT YT, 6T fSegTed TRl & 3 sfoad eI, Tl 3THedmhge
A e WA F& AHI.

ICEG]

LN

qEAT ToFelfeieh /dTfshaTed] JaTATETST 3EET JFET . 200 3. AT HINEIATT 19T BUITATS
FETAT e’ HIUTIg! UH fohar fieasq feear S A,

ecrdr
T HMUATHS, JHTAT FATSTA FIE FHT hel S 8. § AFT 3¢ T FHATSIICATT
SR 6T HEHEN gl I Hedrdl Siofld 31eard, d Jeglel 9 faaRdie. Geilesrd

TEATN STeledrdl Hid 36T AR HIUMR Tl

AT HAMET TehodTced 3G St Ay aMar i o Mueha Sael Sl HAMUATGTFATH
Hhferd hell STV JoedTaegerdr Afgdy erhell Siiger 0T FRNUHIRIGRT HIofgr o g
HUIR ATEY.

qETATECegerd! HIUTCHE! HAfE AR JHTIT Aalds el 3. JHAT A T 3 ¢

el HIMURIATT hadel MMOT LT o AR o &g, & MU Yraitoten, Joar Rfhcaes
SRR HOMAET AR el SR ATEr fohar el SO =ATEY.

gRomA arETRE HIor

g AT Hodlel I o A AST o RS AIhuul 3t gIoargdl FHer™
FHIGAR JATITEINT AN Fel SSel. MUAT AR A3 Fell A0 AT FATSTAT
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DICAT-BITTT ISHT UFel AT AER hedl SAldlel. AT ISHIAR, HFgr Terrel JHIfAd &
STUThEeT Fo TG allehlell THTAT HIAMEATT RIehel IS,

o HAPRUIET fHar ARSI FRUSRGAGET W WY AdG A JHETT AT
TRAATT $ET YU IRST  #ATeT 30T FEeATell IV AhR e o= ar
SifdehHte ITTRIER HITATET IROMHA VR HATEY. JFeTell 3isfeer AT fFefanaed
[ABUI #G ®rIE 3o IY TI0T FgU JHY PTG RN o AT T
FUET AAMYATT TEHEN g0 Uq Ahcll. AT AN JHAT 3TARIET
HIUTCATEN TR GRUTH GIUTR ATEY. eI [Faseled] HIUCAl dal el HeMeera
HIET B0 ST YUieq Ahell. & A fFas g 3nfor qEr Jeear |@a JifteRrEn
3TET Fell SATSel. 8 Hracrell, Jretel REd Erar feerel weah, fSegrsd fohar w@Eer
W U HTETh 3 FEHEN VIS G SR JFglell HMEUATT HIT €A

T8, R JFETell FIUMEIATT 3TelsY YHAIOIT ATl 3YAR USleT hel STl

Hromelt gus gremar

JFETell IET TR 3T X JFET O T fohal Ak faure rehel, 313010 &
STeATIde!. 30T AR 9 au® sRod 3Tedrd, MYUT Wlellclidl ot R
U HTE QAhcT:

ATa: ST 3T 39 SR (P&O)
fer: reafears 3nfor sirffess fasmr
HELT: THSTH §¥ fagamdis

I JEATET Yeilaeliehel el Aol g 30T MGM sfo¥eege 3T gy Ar=ae=ar
AT fIvATaY HAUTATST ethics COMMITTEE R Fo el 3¢ St v afaAdT
g SIS Y § GiARYT 0T TE hT HMereT HGHTAeAT gToliargel F&TT shol

SIS

JFeTell IRB degel 31fteh SV IR 3reedrd, edfes 3nfor sitvifes vashua
giacerear fasmemelt |9 e,

3T Yrdioteh 30T AFYT FIOTRAT Aumeesh Tech Private Limited TIT
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19T 11: THAIHTOTIT

g1 fasrmer wuer sadieed RAfRer den oS for @l sew aNwRE e e

ey AMfge! TAHTST IEACLFATT dA8Td TeAGAR (FT8T WA 380 X el 3mea)
fhrar A wawT arasTeaT A9 AR AR YeAEIR FAS A0S TiETEAT
YR dTIrHell ST,

AR A1
eI FaraTdy

ag
faw/afen/a%

sffera sraeare
LR WflERT TR FI0r AaRTSF AR (AFT A, & <qaFd! Hgomfiganr fase
STt 3nfor weue FEETlY Frorard) G A9mEn). S ggHEl FRfET 3T

o werrer wETeliem A BN HYF arae FIAE TIfeS AHTe IO AT SqFAT e
fraroarh weft Pl ame. @ g Frar At sgada Frauor wadr el .

el a9 ITTOHEARN ST 39TaT

grafierr Fars

adE
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e /FHA GOAT SEE fauTe

#t gerey wemeftem ARt I YFO I qrEad I IO ATTAT HHATAR ICF
#eY geagy FAeAT YiHHRAT qOF Fedr Srdter ¥ gesmiier goste It @nlt Fel I,
ot & FAr A FewTNer eraTaTd e RERvar @t dvara amel gt anfor
el faaReear 99 weaAr 3AY AT SHATHR e 0T gafaer feh delr ame.
# g8 FIA HT GAN STATHIS AFAG STeEEFA Fell Aol AT IO FAN FFaqor
for Faeder felt el ame.

1 ICF oY U Ud HEHTAT YT FIvATT 3Tl 3.
HeNEH /FAN GUAT SqFA A1

HeNerw /FAN ST g FaraT

adfE
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Annexure E

Product Evaluation and Effectiveness Questionnaire in English and Hindi

Product Name: Date:

Patient No.: Study No.:

A. Usefulness/39afarar

1.How useful is your current Orthotic Brace (Drop-lock/ MASC-KAFOQ)? in day to day life?

1. fea-wfefeaarsiaadsmusiadariiaifesmsa (s19-ale / tHvTaE-Huh3)
AETIERRICI Y

0 1 2 3 4 5

Not Useful mmVery Useful

2. How easy was Squatting /to use Indian Toilet using your Current Orthotic Brace (Drop-
lock/ MASC-KAFO0)?

2. IATITAAN LI EHeT (3T-cieh / THUTHA!-HTTH3)
FIBUATTRRHT TN AT TR BUDN TR AGCGATTFATGIT / & el THTTAT?

0 1 3 4 5 6 7 8 9

Very Difficult dgI < ery Easy

3. How comfortable is the use of your Current Orthotic Brace (Drop-lock/
MASC-KAFO0)?

3. 3MIh a3 s (31T-clleh / THUTHA!-HUTE3IT) HIUTTING [oheATTRTTHTIRG?

0 1 2 3 4 5 6 7 8 9 10

Not Comfortable m@mamﬁa-gff\mrﬁw Very Comfortable

4. How often were your bothered when your Clothes got torn using a Drop-Lock Caliper?

4, iR T3 RIS U Tl hehe, TIRAISTI T [ThITAT?
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0 1 2 3

All the time BXTAIRIHNAGT ever

5. How was your ability to footwear affected when using your Current Orthotic Brace

(Drop-lock/ MASC-KAFQ)?

5 39 giAET 3ifes S8 (319-olfeh/TATTEHT-HUTH3) T 39ANT Fd TAT [
ggedal I

0 1

Very Difficult

. Sensations/ﬂaa?lTﬁ'v

1.Did the MASC- KAFO fit easily? If no describe the issue, if yes rate the comfort level?

1#IMASC-  KAFO EIAGThaT?  IfeAgisasecemacanl, HTRGIITRIHPEAR?

Yes No

Bl AR

0 1 2 3 4 5 6 7

Not Comfortable m@mamﬁhagf\mrﬁm Very Comfortable

1.Rate your experience for the following when using the MASC-KAFO,

1.MASC-KAFO SI3U1Teh RAFATCAFAhE AUITANTHIRR IR,

a)Pain in the Lower Limb on which the Orthotic Brace is fitted

a) gergelfiTAfafa Ardffigamsaehasareniaorg

0 1 4 5 6 7

Very Painful Sgfafafs cdeTeil No Pain

b) Swelling in the Lower Limb on which the Orthotic Brace is fitted
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b) TSR3 g He e o

0 1 2 3 4 5 6

Heavy Swelling HIsleTehisHTeteTa INo Swelling

C) Rashes/Blisters in the Lower Limb on which the Orthotic Brace is fitted
c)eTa3 TSI s A thashaTaT ooy
0 1 2 3 4 5 6

Heavy Rash #RIf o fSTeteTg N0 Rash

2. Rate how much effort was required to operate the MASC-KAFOQ?

3. e fRaTIITIMASC-KAFO ST forehieiohe aTu3TaedeHa?

0 1 2 3 4 5 6 7 9 10

Very Difficult W agf\m Very Easy

C. Dexterity/ IeTq0TAT
1.Rate your ability to Walk using the MASC-KAFO?

1. MASC-KAFO SRI39IRTh{dcllehl 37T 18T AT o7

0 1 2 3 4 5 9 10

Very Difficult W Elgf\}ﬂﬂ'lﬂ Very Easy

2. Rate How useful you found the automated locking and Unlocking of MASC-KAFO when
you used it?

2. TRGAIIIRNIIEaaTe ot TeT3IRMASC-KAFO

P IAAICHITITATATITISHSTAATACHAT?

0 1 2 3 4 5

Not Useful mﬂﬁmew Useful

3. The distance of walking did it increase while using MASC-KAFO?
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3. FelehITedl, TEMASC-KAFO HT3TaeTeh RAAIGReAES?

0 1 2 3 4 5 6 9 10

Increased aagé Wﬂgé'Decreased

D. Daily Activities /23T {haTdaTafarar

1.How regular was the occurrence of slipping and fall while performing day to day activities
with MASC-KAFO?

1. FAcTTeATIACHT A3 eI o=, SEGaHMASC-KAFO Fardfes-
yfefeahriieeafeatiaiorrds

0 1 2 3 8 9

All the time gXHHT FTEN Never

2.No of instances when MASC-KAFO became loose or gave any issue while performing day
to day activities?

2. BN RRSSITMASC-KAFO AEIFEICIEIEOE

0 1 2 3 4 5 6 10

All the time g{HHYT HHIE Never

E. Important aspects of MASC-KAFO /MASC-KAFO WQSTUTQW\

1.How comfortable are you to balance with the weight of the MASC-KAFQ?

0 1 2 3 4 5 6 7

Not Comfortable WMW

2. How useful is the look of Orthotic Brace to you?

2. TP aTu 3T e hsHaTRTe fhaAT3 g e e ?
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0 1 2 8 9 10

Not Useful 39a3N=g1T Elmﬁ' Very Useful

3.Satisfied with the training provided to use \

0 1 2 3 4 5 6 7 9 10

Extremely Satisfied 3T T SeExtremely dissatisfied T3 @IS

4. Rate if you are satisfied with the weight of the Device

4 FRE e S asahadTAaHI TS

0 1 2 3 4 5 6 7 8

Extremely Satisfied 3T CExtremely dissatisfied T3 @IS

Page 50 per 77




Annexure F

Product Evaluation and Effectiveness Questionnaire in Marathi

3cUTeel HeTATIS 10T GRUTHGREAAT TRaATTel
3IEAT 19 dRIE:

TIUT hATh:

A.39gFddr

1. T Fegran 3Riffes 99 (S9-olfer/ MASC-KAFO) &aifeet Shaard freh 3ugerd 3me?

0 1 4 6 7 10

39gFd AT gy 3ugad

2. D gEaT ifeen S9 (S9-elleh/ MASC-KAFO) aTq®e] Eedfear/Reig Qitrera aroor
forclr |19 gra?

0 10

gy 3aus gy @

3. JHET FEATET e SE (S19-clieh/ MASC-KAFO) aToROT fohedd IRTHG™I 37Tg?

0 1 4 9 10

HRTHSTIS ATEN U ARTHACTISR

4. 319-olleh HiI ATTE THAY HUS Bl degT JFeTell fohell dodl T FTer?

0 4 9 10

a7 I FET e

5. qEET FEgTaT 3ifie S (319-clieh/ MASC-KAFO) aToReTe JHET UIGATONedT &THdeR
Far IROe Ser?
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B. §AcsT
1. MASC- KAFO Tgol §8d &7 S AN a¥ GHEIY guld a1, 81T d¥ Fhe olcgdl I 7

g o

0 1 6 7

HRIHSTIS AT U ARIHACTAS

2. MASC-KAFO aToRelaAT JHTET 3eTsTaTell el IMSEATST € T,

37) WIeTAT 379 deaT SR 3ieiffes s& s@ae 3mg

0 1
g9 deATeaHh
b) WIeTAT 33TMel ol AU AR e sa sHaer 3me

4

0 4

ols WD

3. MASC-KAFO TTIauaraTdy fohal 9dced &d oleTel o Y€ ahl?

C. fargorer

1. MASC-KAFO aT9%e] HTeloarel ol &7#T Y& o

4
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2. MASC-KAFO |7 a9 hicll=ll JFglell Faadiold JlfehaT TTOT 3TeTelliohdT fohaly 3ugFd
arcen

0 1

SgFA AT
ELRCT

S

3. MASC-KAFO arqRdTaT ITvAT 3d] dicol &hl?

0 1

gTeeloll T

D.¢dAfe 3ushs
1. MASC-KAFO Ig &aifesT fopameheld st 31gdrer gaor 311for gsur fordy faafaa g

0 10
a9 FENET AT

2. &eifeaT FoRITReTT SdTT MASC-KAFO HeT STTear=ll fohar IoTdidl TaEar 3o
3Tl SATeId?

E. MASC-KAFO ¥ #Hgcard o[
1. MASC-KAFO =T gofaATell FHciel IRGoT Jogren fohcll GIA=Y 31me?

0 1 4

IRTHAGIS ATl
2. 3t s o JHATIIS el 3UgF 3787

4
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Annexure G

Copy of safety Report: Mechanical Load testing

GLOBAL LAB

A World of Quality Material Testing

Format No: 01 / 09 Rev. No.- 01

TEST REPORT
TEST REPORT ISSUED BY : LOCATION-01: VASAI LAB (TEST) : SAMPLE TESTED BY / AT :LOCATION-01: VASAI LAB (TEST)
TEST REPORT NO. : VST-17539-TR-450760
TEST REPORT DATE : 28/12/2021
NAME OF CUSTOMER : PROJECT / SITE ADDRESS :
M/s. Aummesh Tech Pvt Ltd., Aummesh Tech Pvt Ltd.,
Gala No. 01, Hanuman Road, Gala No. 01, Hanuman Road, Opp IIT Market gate, Pawai
Opp IIT Market gate, Pawai. Mumbai Mumbai

CUSTOMER REF.NO & DATE : Letter Dated : 27/12/2021
QUANTITY : 01 No.
DATE OF RECEIPT 1 27/12/2021
SOURCE OF SAMPLE : MASC KAFO (ATPL/21/02)
CONDITION OF SAMPLE ON RECIEPT : Satisfactory
TEST METHOD : Custom Method

LODAD TEST REPORT OF MASC KAFO (ATPL/21/02
TEST AT TEMP. (°C) 1286

Mechanical Actuated Stance Control Knee Ankle Foot Orthasis

DESCRIPTION * (MAS.C. KAF.0)
DATE OF TESTING 1 27/12/2021

Sr. No. Particulars Specimen-01

ID MARK NA

ULTIMATE LOAD, kg

LATERAL DISPLACEMENT @ ULTIMATE LOAD, mm

Graph : Load V/S Displacement

- Sample/s was/were not drawn by laboratory.

— The Reported result/s is/are valid only to the sample submitted to the laboratory.

- No part of the report, except in full, shall be reproduced without written consent of the laboratory.
-- The report is valid only when Global Lab hologram is available on the report.

ssssdbsssssiastsstpng of Report**+ o essssssssssss QQ‘

{Authorised Signatory)

Page 1 of 1

Central Lab (Location-01) : Unit No. 31 & 32, Sethia Industrial Park, Opp. Sayali Petrol Pump, Sativali, Off NH No, 8, Vasai (E), Paighar - 401 208. Tel :9323712211
Regional Lab (Location-02) : 29 & 30, Krishi Industrial Estate, TTC Industrial Area, Turbhe, Navi Mumbai - 400 613. Tel : 022-8060 0679

Branch Lab : Borivali (W), Mumbai - 400 092 Tel : 022-2864 5431 | Kurla (W), Mumbai - 400 070 Tel : 022-6448 1925

Email : globalconcretesolution@gmail.com | Website : www.globallab.co.in | Customer Care : +91 9930280649 / 9167794009
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‘Ccn:a:l Person & Centact No

Project | Site Address ot lab

Equipment ID

Grmbrefiive Tesd

Sr 1a SO Grade of
No |D Mark of Specimen Cinbrt

Dia. of Rebar/Anchor
Fastener

Penetration

Depth (mm)

Anchor Fixing
IAnchor G

|
Regiured Test Dial Gauge-l | Blgl Gau;e-:!! sgarved
Load (kN) | Load (kN) h q;;{é‘“
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? Knee C\‘D'\‘
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GLOBAL LAB

A World of Quality Material Testing

Format No: 01 / 09

TEST REPORT
TEST REPORT ISSUED BY : LOCATION-01: VASAI LAB (TEST) : SAMPLE TESTED BY / AT :LOCATION-01: VASAI LAB ({TEST)
TEST REPORT NO. : VST-17539-TR-450759
TEST REPORT DATE : 28/12/2021
NAME OF CUSTOMER : PROJECT / SITE ADDRESS :
M/s. Aummesh Tech Pvt Ltd., Aummesh Tech Pvt Ltd.,
Gala No. 01, Hanuman Road, Gala No. 01, Hanuman Road, Opp NIT Market gate, Pawai.
Opp T Market gate, Pawai. Mumbai Mumbai

CUSTOMER REF.NO & DATE : Letter Dated : 27/12/2021
QUANTITY : 01 No.
DATE OF RECEIPT 1 27/12/2021
SOURCE OF SAMPLE : MASC KAFO (ATPL/21/02)
CONDITION OF SAMPLE ON RECIEPT : Satisfactory
TEST METHOD : Custom Method

LOAD TEST REPORT OF MASC KAFO (ATPL/21/02)

TEST AT TEMP. (°C) 1 28.6
Mechanical Actuated Stance Control Knee Ankle Foot Orthosis
DESCRIPTION

' (MAS.C. KAF.0)
DATE OF TESTING 1 27/12/2021

Sr. No. Particulars Specimen-01

1D MARK NA

LOAD REQUIRMENT GIVEN BY CUSTOMER, kg 120

LOAD APPLIED, kg 127

DISPLACEMENT @ APPPLIED LOAD, mm 8.24

Graph : Load V/S Displacement

Lateral Displacement,mm

- Sample/s was/were not drawn by laboratory.

-- The Reported result/s is/are valid only to the sample submitted to the laboratory.

- No part of the report, except in full, shall be reproduced without written consent of the laberatory.
— The report is valid only when Global Lab hologram is available on the report.

seEsessErRsseRatEng of Report* s s sssETaRTas N

{Authoriskd Signatory)

Page 1 of 1

Central Lab (Location-01) : Unit No. 31 & 32, Sethia Industrial Park, Opp. Sayali Petrel Pump, Sativali, Off NH No. 8, Vasai (E), Palghar - 401 208. Tel :9323712211
Regional Lab {Location-02) : 29 & 30, Krishi Industrial Estate, TTC Indusirial Area, Turbhe, Navi Mumbai - 400 613. Tel : 022-6060 0879

Branch Lab : Borivali (W), Mumbai - 400 092 Tel : 022-2864 5431 | Kurla (W), Mumbai - 400 070 Tel : 022-6448 1925

Email : giobalconcretesolution@gmail.com | Website : www.globallab.co.in | Customer Care : +91 9930280649 / 9167794009
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wj GLOBAL LAB

A World of Qualty Testing & Calibration
REV NO. 00

FORMS AND FORMAT
R R

OBSERVATION FOR REBAR ANGHORING PULL QUT TEST

Date of Testing 21[r2)ae ’L,j

TestRe!No : MCT~ |1€3F TR~ 4L0709

Name of Customer ~

Contact Person & Contact No

ad Ly b

Project / Site Address

Combreitive T d
Rebar/Anchor
Anchor FIxing | paqiured | Test  |Dial Gauge-l

Dia. of
Grade of . " Fastener
Rebar/Anchar | ponerration Groul || oad teny | Load (kN)|  (mm)

Sr ID Mark of Specimen | Sr20®
ONGTEIE | Fastener (mm) Depth (mm) Material A

Equipment 1D :
Dial Gauge-ll Observed

{mim) Rerark

No

\
|Kyee foot LN [ jpoien) jo_ 11632
2 | Sugeat G1ACE e g
- g
40 |41 |
< <47
b ° ;.@L
10 & e
ge | 69%
9o 129
763
1%
€%
324~

A (Customer Representative Sign)

(Testi ngineer Sign)
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Annexure H

Copy of Safety Analysis: Ansys Report

FEA and Simulation - MASCKAFO

Report
Aumeesh Tech Pvt. Ltd.

ALLRIGHTSRESERVED.DONOTCOPY,TRANSMITORQUOTEWITHOUTPERMISSION.
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1. Finite Elements Analysis for Mechanical Actuated Stance Control Knee
Ankle Foot Orthosis (M.A.S.C K.A.F.0)

Thestress analysis ofindividualparts is doneinthisreport.

The assembly contains Mechanism base plate, ratchet, pawl, Connecting Rod 1 and
connecting rod 2.Thefinite elementanalysis isdoneusing AnsysSimulationV 19.0.
Thematerialusedforrespectiveare:

Parts Material

Mechanismbaseplate Stainless Steel 410 (UNS S41000)
Ratchet Stainless Steel 410 (UNS S41000)
pawl Stainless Steel 410 (UNS S41000)
Connecting Barl Aluminium Alloy (7075 SS Plate)
or(6000Series)

Connecting Bar2 Aluminium Alloy (7075 SS Plate)
or(6000Series)
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2. CONNECTING ROD 1 (Connecting from thigh brace to ratchet): -

e The CONNECTING ROD 1 connects from the Thigh Brace at the Top of the K.A.F.O to
the Ratchet. The Connecting rod connects with the thigh brace and ratchet with a

Rivets joint. The Rivets hole diameter isemm.

For the analysis the cylindrical surface is considered as the fixed support at Bottom which is
the condition of maximum loading. Applying 1000N force at the bottom of the Hole.
(Considering 100 kg to be patients’ mass,and we are taking impact load = 150kg= 1500 N.
This 1500N force is distributed in 2 sides hence force on one of the rods is 750N). For
analysis | fix the Bottom two Hole (Difference Between Two Hole 11mm) and apply
Load(Force)in negative Y axis.
After Analyzing the part, we got Safe factor up to 4.0509 for 750N (Impact Load) and 6.0763

N (Normal Load)which is greater than2that makes the Design Safe.

Output: -

Input: -Force applied: — 750 (-} N

#5Safe factor: - 4.0509 =1
»Total deformation: - 0.0143 mm
sEquivalent Stress: - Min: - 0,0001 Mpa

Max: - 20.245 Mpa

s»Maximum Shear Stress: - Min: - 6.40e-5 Mpa

Max: - 11.663 Mpa

G.O01-4271 Max
0072685
20111

0.009%7 30

0. 0070283

Q. 0063126
0.004757
0.O0o03TFI3
0.0015857

Output: -

Input: -Force applied: — 500 (..} N

#Safe factor: - 5.0763 »1

+Total deformation: - 0.0095 mm

sEquivalent Stress: - Min: - 7.4212e-5 Mpa
Max: - 13.617 Mpa

sMaximum Shear Stress: - Min: - 4.26e-5 Mpa

Max: - 7.7751 Mpa

T .

28-12-2021 18:25
0.0095 139 Max
00084568
B.0073997
00063426

OLOOSZESS
0.00a7 233

Tirmes 1
2R=T2-T0Z1 1744

20425 Max
168156

15.886

13617

11.347

2.0779

S.EDES

4539

2.2696

G 11131 Min

Type: M

Unit; bR
Tirne: 1
FD-1Z-2027 1 7:55

11663 Max
10367

S.071

F.F50

E.Aa70%

5.1834

3.8876

2.5918

1.2959

G A022e-5 Rin

el
29-12-2001 18526

13.617 Max
12,104

10591

2.0779

75649

6052

4.539

3.026

1.513
7421265 Min

20-12-2021 18:27

F.F751 Max
69112

60473

5. 1934

4.3195

34556

25917

1.7278

Oas5304

A 2GEde-5 Min
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3. CONNECTING ROD 2 (Connecting mechanism base plates to shank brace):

e The CONNECTING ROD 2 connects from the Mechanism base plate at the Top of the KAFO
to the Shank Brace(Lower). The Connecting rod connects with the Both mechanism base
plates and with a Rivets joint. The Rivet’s diameter is 6mm.
For the analysis the cylindrical surface is considered as the fixed support at Bottom which is
the condition of maximum loading. Applying 1000N force at the bottom of the Hole.
(Considering 100 kg to be patients’ mass,and we are taking impact load = 150kg= 1500 N.
This 1500N force is distributed in 2 sides hence force on oneoftherodsis750N).

After Analyzing the part, we got Safe factor up to 3.8 for 750 N (Impact Load) and 5.7 N
(Normal Load) for500N which is greater than 2thatmakesthe Design safe.

Dutput: -

sSafe factor: - 3.8 »1
sTotal deformation: - 0.0100 mm
sEquivalent Stress: - Min: - 4,.90e-5 Mpa

Max: - 21.774 Mpa
sMaximum Shear Stress: - Min: - 2.69e-5 Mpa

Input: -Force applied: — 750 () N

Max: - 11. 845 Mpa

Type: Safety Factor
29-12-2021 18:41

'I'ln"s:l,1
29-12-2021 1842

0.0033356
o 0.0022237
a.0011119

Output: -
»Safe factor: - 5.7 =1

Input: -Force applied: — 500 (J.) N

#Total deformation: - 0.0066 mm

sEquivalent Stress: - Min: - 3.2671e-3 Mpa
Max: - 14.516 Mpa

eMaximum Shear Stress: - Min: - 1.7946e-3 Mpa

Max: - 7.6569 Mpa

Type: Safety Factor
30-12-2021 14:24

15 Max

5.7 Min
45

4

35

3

25

30-12-2021 1426

0.0066712 Max
0.00593
0.0051887
0.0044475
0.0037062
0.002965
0.0022237
0.0014825

d 0.00074124
0 Min

: B
Type: Equivalent fvon-Mises) Stress
LUniit: MPs

Time: 1

28122011843

20714 Max
13354
16235

20-12-2021 1844

11.485 Max

2.6919¢-5 Min

Type: Equivalent (von-Mises) Stress

Unit: MPa.
Time: 1
30-12-2021 14:27

14.516 Max

3.2671e-5 Min

2
Type: Maxirnurn Shear Stress
Unit: MPa |
Time: 1

30-12-2021 14:30

1.7946e-5 Min
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4. Ratchet: -

The Connecting rod 1 connects from the Thigh Brace at the Top of the KAFO to the Ratchet
at bottom with the help of a Rivet joint.The Rivet’s diameter is 6mm.

For the analysis, we consider to fix Bottom hole of Ratchet Diameter 10 mm. The force
applied on top on two Hole of the ratchet with 600N force and500N on negative Y axis.
After Analyzing the part, we Got Safe factor up to 3.5257 for impact Load and 2.9381for
Normal load which both is great than1Safe factor that make our Design safe.

In the given figure, we have calculated both Impact Load and Normal load.

€) Input: -Force applied: — F1- 500 (L),

Output:

eSafe factor: - 3.5257 »1

sTaral deformation: - 0.0271 mam.

sEquivalent Stress: - Min:- 0.0012 Mpa,
Manx: - 42,167 Mpa,

spaximum Shear Stress: - Min: - 0L0DDE Mpa,

Max: - 21725 Mpa

18-12-2001 1709

42167 Max
ITAm

32797

mne

22427

18,742

14.056

83714

46863
L1248 3 Min

Tirre: 1
18-12- 2021 165F

DO21732 Max
o

.00 6808
o.aaLes
ounzar:
00036586
00072438
00048293
00024146

0 Wi

Ty Maxirmum Shear Stress
Unit: MPa )

Tirme: 1
18122021 1106

21,729 Max
19.318

16901

14,486

12.072

QE5TS

7.2436

48093

7415
OGS 3 Wi

16-12-2021 1650

50.6 Max
44978

30356

3174

8Nz

149

16568

1.246

5.6236
00014975 Min

Input: -Force applied: — F1- 600 [ J-} N,

Oulpui:

w5afe factor: - 29381 =1

sTotal deformation: - 0.0260 mm

sEquivalent Stress: - Min:- 0.0014 Mpa,
Max: - 50.6 Mpa

shaximum Shear Stress: - Min: - 0.0008 Mpa,

Manc: - 26.075 Mpa

Tirrve:
TE-17-7021 1642

0026078
o.oea1En
ooozoeas
QonTIEs
Doofadma
oonse
OoooeE02 7
QUDCS TR51
DpazEeTE
0 Ml

Ty Maxemurn Shesr Strase
Uit MPw

Tirne: 1

18-12-2007 1652

26.07% Ma
23178

0,281

17.384

A48T

11,589

B.6923

5.5

2898

O.0D0H0 355 Min
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5. Powel: -

The Tension Spring which is connects from the Mechanism base plate of the KAFO to the
pawl one end hole and on other pawl the connecting Wire is Joint in the 2.2 mm Hole.
Fixing the pawl in the Middle with the help of male and female screw and bolt (Coupling
screw and Bolts)ofémm.

For the analysis, we consider to Middle hole of pawl Diameter 6 mm as Fixed support and
put maximum loading. The Middle Hole of the pawl is Fixed and Put a vice - versa Force
either side of pawl. Putting force 1of 21.616 N with respect to Y axis and force 2 of 3.223 N
on another side of pawl with respect to negative Y axis.

After Analyzing the part,we GotSafefactoruptol5whichis
greaterthanlthatmakestheDesignsafe.

Powel

Input: -Force applied — Force 1:-21.616 (J/) N

Force 2:-3.223 N B m&mwwmw
Output: - Bt

eSafe factor: - 3.8384 >1 afiey
:mg;;"”“ sTotal deformation: - 0.000381 mm 26214 Max

. . kE!
0,00020694 sEquivalent Stress: - Min: - 2.1069e-7 Mpa :.03;
0.00025452 / ;s

0.0002121 4 Max: - 2.6214 Mpa 1.7476

0.00016568 o sMaximum Shear Stress: - Min: - 1.117e-7 Mpa :’,‘z?
0.00012726 .

8ABde-5 : : Max: - 1.5132 Mpa 087379
424265 ] =y 056252
T ; 029126

23-02-2021 1848

Type; Maximum Shear Stress
Uniit: MPa,

Time: 1

23-02-2001 1849

1.5132 Max
1345

11769

1.0088
0.84065
067252
0.50439
033626
Q6813
1.117e-7 Min

| Force2—-3.223 N

Force2-3.223 N

Fixed Support
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6. Mechanism base plate: -

The mechanism base plate is connected with the ratchet on Top with the help of male and
Female Screw and Bolt (Coupling Screw and Bolt) of M10 and connecting Rod 2 at the
bottom with the help of Rivets, the rivets we are using the diameterisbmm.

For the analysis, we consider to Fixed two hole of Mechanism base plate Diameter 6 mm

at bottom and put maximum loading on top of the hole. The distance between the two
hole is 20mm. Putting load on upper Putting a force of600N (Impact Load)and500
N(Normal load)on negative Y axis.

After Analyzing the part, we Got Safe factor of 2.2521 For Impact Load and 2.7025 For
Normal Load which isgreaterthanlthatmakeourDesignsafe.

In the given figure, we have calculated both impact load and normal load.

MECHANISM BASE PLATE

B) Input: -Force applied: - F1- 500 M (L), A) Input: -Force applied: - F1- 600 N ()],

Cutpat: - Output: -

s5afe factor: - 2.7025 =1 sSafe factor: - 22521 =1

*Total deformation: - 0.0288 mm #Total deformation: - 0.0108 mm

sEquivalent Stress: - Min: - 30,0139 Mpa, »Equivalent Stress: - Min: - 0.0135% Mpa,
Max: - 38.276 Mpa, Max: - 35.276 Mpa.

shaximum Shear Stress: - Min: - 0.0058 Mpa, sMaximum Shear Stress: - Min: - 0.0070 Mpa,

Max: - 18,414 Mpa, Max: - X2.097 Mpa.

18122001 1600

15 Max
il

27025 Min
0

Tywe Equabtrd bron-Mise ) St w vear Stres ey
ks 5 et e
2 Tirme: 1
T8-12-2021 15:40 18-17-2071 1604 1B-12-201 15:40 T 12- B 150

276 Max 1414 Max WIT6 Max 22097 Max
THT M T
16363
®mm 14,724 nm e
50 12.978 LA 1::‘;
nan 10233 =it 225
10e R187% 1018
12768 £1421 12,768 1T
a5166 25168 A3
40067 24815
4265 20813 42652 |
i - T 0,00 7047 Min
0017971 M 0058725 Min 0013931 Min

7. Conclusion:

TheaboveFiniteElementAnalysis(FEA)andsimulationofthestrengthofthePrototype’s
designproves thatitis safefor use.
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Annexurel

COEX of Patent Licensing agreement between IITB and Amumeesh Tech

1. THE AGREEMENT
THIS AGREEMENT is ‘made and entered into on 7™ September 2020 (Effective
Date)

BETWEEN
Indian Institute of Technology Bombay, an Indian autonomous organisation
governed by [nstitutes of Technology Act, 1961, having its registered office at IIT
Bombay, Powai, Mumbai 400076, Maharashira, India, represented by Dean Research
and Development and ex¢cute this Patent License Agreement (hereinafter called
“LICENSOR™) of the first part

AND

Aumeesh Tech Private Limited, a company incorporated under the Companies Act,
2013; having its registered office at, Aumeesh Tech Private Limited. F/16, Sti
Krishna Housing Society, Sundarbaug, Kamani, Kurla, Mumbai, Maharashtra, India-
400070, represented by Mr. Aneesh Karma, Founder & CEO of Aumeesh Tech
Private Limited {hereinafter called “LICENSEE or ATPL™) of the second part.

LICENSOR and LICENSEE will hereinafter together be referred to as the PARTIES.

2. PREAMBLE

2.1 The LICENSOR, Indian Institute of Technology Bombay, Mumbai, is engaged in
providing comprehensive undergraduate and graduate educational program and
offering doctoral degrees in various areas of Science, Technelogy, Engineering .
including life sciences, social sciences, design and management.

2.2 The LICENSEE, Aumeesh Tech Private Limited is a Company incorporated in the

the Companies Act 2013, engaged in manufacturing and trading in the field of
Medical Devices and Healthcare.

a. The LICENSOR has undertaken a project at Biomedical Engineering and
Technology (Incubation) Cénter (BETIC), funded by Rajiv Gandhi Sciencé and
Technalogy Commissicn (RGSTC), Government of Maharashtra, for developing
innovative and affordable medical devices and technologies. Under this project
Prof. B. Ravi and his team, Mechanical Engineering Department has developed an
Intellectual Property and the LICENSOR is in full possession of and has full
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intellectual property rights in respect of Patent Application No 201921005973
filed in India on 15™ February 2019 titled ‘A STANCE-CONTROLLED KNEE
ANKLE FOOT ORTHOSIS® with the inventors as-Aneesh Karma, Ex- Project
Staff, BETIC, [IT Bombay; Rupesh Ghyar, Senior Executive Officer, BETIC, IT
Bombay; Bhallamudi Ravi, Professor, Department of Mechanical Engineering, PI
BETiC.

b. Said Indian patent application is specified in “APPENDIX- A attached hereto
and hereinafter referred to as PATENT.

Whereas ATPL is formed by ex-BETiC-TIT Bombay resedrcher Mr Aneesh
Karma incubated at SINE, IIT Bombay, and is desirous of developing,
manufacturing and commercializing the PATENT. In this regard ATPL has
approached IITB with a request for a license for the same vide their letter dated.
12™ Aug 2020 (APPENDIX - B}.

The ATPL desires to obtain license for PATENT {as specified in “APPENDIX-
A") owned by LICENSOR to further develop, practice/use, commercialize,
market and sell in accordance with terms and conditions of this agreement.

The LICENSOR has agreed to license said PATENT to the ATPL on terms and
conditions mentioned herein below,

Now therefore in consideration of the premises and mutual covenants hereinafier
contained, the PARTIES hereto agree as follows:

. EFFECTIVE DATE AND DURATION
This Agreement shall hecome effective from the date of execution of the agreernent.
The Agreeinent shall be valid initiatly for a period of five () years from the Effective
Date 7th Septémber, 2020 and may be extended for the life of the PATENT if
granted.

This Agreement is the sole repository of the details, modalities and the terms and
conditions for the grant of license by LICENSOR to LICENSEE for wiilizing said
PATENT, the rights and obligations of either party thereto and the finangial
arrangements between the parties.

5. LICENSING TERMS

5.1 License Grant
a. Subject to the fimitations set forth in this Agreement, LICENSOR hereby grant to

nre: ATPL

TR
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the LICENSEE an exclusive royalty-bearing license, to use said PATENT as
specified in (APPENDIX-A) for worldwide commercial deployment including
design, develop, manufacture, and/or sell producis in the field of Medical Devices
and Healtheire during the term of this agréement.

Reservation of Rights, Except as expressly granted under this .Agmnmnt
LICENSOR reserve for themselves all of their rights, title and: interest in and to
the PATENT owned by LICENSOR.

¢. Notwithstanding anything said in this agreement :

i. [LICENSOR will review the progress of LICENSEE towards
commercialization (the progress in commercializing the PATENT shall be
evaluated by the progress demonstrated by LICENSEE towards converting
the patented technology imo product or service offering(s) and efforts to
mobilize resources and as reported in the annual and periodic reports) after
expiration of 3 wvears from the date of agreement and if LICENSOR
concludes that the LICENSEE has made insufficient progress in
commercializing the patented technologies, product development or fund
raising activities then LICENSOR shall remin the right of converting the
‘exclusive license granted to LICENSEE to a nan-exclusive License, and shall
be free 1o license the PATENT to any third party.

Any sub-license of the PATENT by the LICENSEE to any third party for any
purpose shall be based on prior express written consent of LICENSOR.

Notwithstanding the foregoing, LICENSOR reserves a non-transferable
royalty-free right to use the PATENT in the Field of Use itself, including use
by its faculty, staff and researchers, for educational, research and any non-
profit purposes only.

5.2 Financial Arrangements
a. LICENSEE shall pay to LICENSOR an initial down payment of Rs.1,00,000/-
{Rupees One Lakh anly) plus applicable Goods and Service Tax {GST) within
one twenty (120) days of signing of the agreement).

. LICENSEE shall pay to LICENSOR a royalty of 1% of S8ALES generatéd
from product based on PATENT, where SALES is defined as NET sales (total
sale vilue minus sales returns, sales allowances, and sales discounts) and
Government taxes and duties, if any during the term of this agreement
Royalty payment shall be made on or before 31" March each year.

c. Within 45 days after 31" March of every year, beginning immediately after the

B P T ATPL

[
i
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effective date, LICENSEE shall deliver to LICENSOR a true and accurate
written  report, even if no paymenis are due to LICENSOR, giving the
particulars of the  business conducted by LICENSEE or its sublicense(s) if
any exist, during the preceding financial year under this Agreement. An
andited statement of accounts will be submitted by LICENSEE every year
regarding information about the sales of the PATENT.

d. That for the purpose of caleulation of final rovalty at the end of year, the
statutory audited account of the LICENSEE shall be ¢onsidered to be final and
conclusive basis.

6. GENERAL LICENSING PROVISIONS
6.1 The details of “PATENT" licensed as part of the licensing agreement is set forth in
APPENDIX- A.

6.2 The LICENSOR will complete the licensing procedures for PATENT as specified in
APPENDIX- A. respectively within 30 days from the Effective Date.

6.3 LICENSEE shall be free to continue research and development in same or similar
area and if any Intellectual property filed after the effective date of this agreement
shall be owned exclusively by the LICENSEE if inventors involved in developing
said intellectual property do not have any contractual obligation to assign intelleetual
property rights ta LICENSOR.

6.4 LICENSEE shall include LICENSOR as joint owners/ assignees/ applicants in
intellectual propeérty developed as a result of research and development in same or
similar area and filed after the effective date of this agreement if, any of the inventors
involved in developing said intellectual property have contractual obligation to assign
intellectual property rights to LICENSOR.

6.5 The PATENT as specified in APPENDIX-A, if subsequeritly granted shall not be sald
or assign without prior written consént from LICENSOR.

6.6 The date of Agreement will be the date on which this Agreement is signed and will be
referred to in future as “EFFECTIVE DATE™.

6.7 Provided further that LICENSEE shall seek the approval of LICENSOR to sub-
license the PATENT as specified in APPENDIX-A to any third party including any
subsidiary or affiliate companies of LICENSEE on such terms and conditions as may
bé agreed between LICENSEE and LICENSOR. The ferms and conditions shall
include the financial arrangement between the parties for the grant of sub-license and
will be finalized by mutual consent of both LICENSEE and LICENSOR as and when
required through a separdte dgréement and LICENSEE agrees to be responsible for
the performance hereunder by its sublicenses.

6.8 Fulfifiment of all precedural, legal, operational requirements for the demonstration of

ITB .
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the process and commercial implementation of the PATENT .shall be the sole
responsibility of LICENSEE.

6.9 LICENSEE shall not, -at any time; {ransfer, assign, morgage, charge, or otherwise
deal with possession or control of the license hereby granted.

6.10 LICENSEE shall not file or cause to be filed any application for seeking intellectual
property rights in its own name or in the name of other perSon(s) on any matter
relating to the: information/ KNOWHOW disclosed to it by LICENSOR (ds specified
in APPENDIX-C) under this Agreement.

6.11 LICENSEE, being the commercial manufacturer of the PATENT, shall be
responsible to carry out due diligence in ascertaining the right to practice the
PATENT. LICENSOR shall under no circumstance be liable for PATENT
nfringement, third party claims or liabilities.

7. GENERAL PROVISIONS

7.1 This Agre¢ment shall neither be construed by LICENSEE as a warranty by
LICENSOR of the feasibility of the PATENT on commercial scale nor for the
salability of the products made therein. LICENSEE shall be solely responsible for
ensuring the economic viability of the project based on the PATENT and the
marketability of the produets manufactured therein.

7.2 This Agreement shall be the sole repositary of the terms and conditions agreed fo
herein by and between LICENSOR and LICENSEE and no amendment thereof shall
fake effect and be binding on either of them except as provided for in clause 15
hereunder.

7.3 LICENSEE, its subsidiaries and sublicenses if any shafl keep full, true and accurate

- books of aceounts and other records containing all parficulars which may be necessary

for the purpose of ascertaining and verifying the royalties payable to LICENSOR by
LICENSEE hereunder.

7.4 LICENSEE shall give LICENSOR, a prompt notice of any incident of infringement of
PATENT Rights coming to its atention. The parties shall thereupon confer together
as to what steps are fo be taken to stop or prevent such infringement. LICENSOR
agrees fo use reasonable efforts to stop any such infringement, but shall not be obliged
to commence proceedings against the infringer. If LICENSOR decides to commence
proceedings however, LICENSOR shall be responsible for any legal costs incurred
and will be entitled to retain any damages recovered. Should LICENSOR decide not
to commenice proceedings, LICENSEE shall be entitled to do se in its own name
against the infringer, in which event LICENSEE shall be responsible for all legal
costs. incurred, withoit recourse to LICENSOR. In any action to enforce LICENSOR
Patent Rights, either party, at the request and expense of the other party shall
cooperate 1o the fullest extent reasonably possible. LICENSEE may not settle any
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infringement action in any way detrimental to LICENSOR Patent Rights without the
expressed written consent of LICENSOR.

LIABILITIES & DAMAGES

LICENSEE shall indemnify, defend, and hold LICENSOR hiarmless from and against
all damages, losses, and expenses (including legal fees) and liability ‘of any kind
whatsoever in connection with or arising out of the use of these PATENT by or on
behalf of LICENSEE or third parties as stated in clause 7.1 above.

. CONFIDENTIALITY .
Both the parties undertake on their behalf and on behalf of thejr subcontractors
femployees / representatives / associates to maintain the sirict confidentiality and
prevent disclosare thereof, of the information/data exchanged/generated pursuant to
this Agreement for any purpose other than in accordance with this Agreement.

10, NO GUARANTEES IMPLIED

The scope of this Agreement is to provide LICENSEE, a license ta the PATENT
mentioned in APPENDIX -A. LICENSOR do not provide any guarantee express or
implied regarding the performance of the PATENT or the merchantability or
appropriateness of the process or products therein at a commercial scale.

" 11, FORCE MAJEURE

Neither party shall be held responsible for ron-fulfillment of their respective
obligations under this Agreement due to the exigency of one or more of the force
majeure events such as but not limited to acts of God, War, Flood, Earthquakes,
Strikes, Lockouts, Epidemics, Riots, Civil Commotions etc., provided an the
oceurrerice and ééssation of any such event the party affected thereby shall give a
notice in writing to the other party within one month of such occurrence or cessation.
If the force majeure conditions continue beyond one month, the parties shall within
one-month of expiry of the peried mentioned herein before jointly decide about the
future eourse of action.

12. TERMINATION OF AGREEMENT

12,1 This Agreement may be terminated by either of the parties forthwith if the other
party commits breach of any of the terms thereof and fails to rectify such breach
within 30 days of the notice in this behalf having been served on it by the other party
or it can also be terminated if both parties mutually agree. Failure of either party to
terminate the Agréément on account of bteach or default by the other shall not
constitute a waiver of that party’s right to terminate this Agreement.

urs - | ATPL
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12.2 In addition to the reasons for termination as set forth above, this Agreement may be
terminated forthwith if either of the parties vohintarily or involimtariky enters into
bankruptey progeedings or if applications invoking such proceedings have been filed
or without any intimation to the other party, enters into any composition,
amalgamation or similar re-organization.

12.3 In the event of termination as per the above clauses, the PATENT license given by
LICENSOR to LICENSEE shall stand revoked.

13. NOTICES
Any notice provided for in this Agreement, shall be in the English language and shall
be-served by registered mail, postage prepaid and shall be therefore effective from the
fifth day after the date of mailing.

Nofices to LICENSOR shall be addressed to:
Awention:

Dean R&D

Indian Institute of Technology- Bombay,
Powai, Mumbai 400 076, Maharashtra, India

Direetor and Co-founder,

Aumeesh Tech Private Limited,

F/186, Sri Krishna Housing Society, Sundarbaug, Kamani, Kurla, Mumbai, 400070,
Maharashtra, India.

14, AMENDMENTS TO THE AGREEMENT
No amendment or modification of this Agreement shall be valid unless the same is
made in writing by both the parties and specifically stating the same lo be an
amendiment of this Agreement. The modifications/changes shall be effective from the
date on which they are made/ executed unless otherwise agreed to.

15, ASSIGNMENT OF THE AGREEMENT

The rights and/or liabilities arising to any party to this Agreement shall not be
assighed by it to any third party except with the writtei consent of the other party and
subject to such terms and conditions as may be mutually agreed upon.

16. GOVERNING LAW AND JURISDICTION
16.1 This Agreement shall be construed in accordance with and be subject to and

1B . - ATPL
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governed by the Laws of India.

16.2 All legal proceedings drising out of or under this Agreement shall be subject to the
exclusive jurisdiction of the competent Courts in Mumbai, India.

16.3 In the event of any legal proceedings by or against the LICENSEE, the LICENSOR
shall not bear any expenses towards defending the LICENSEE in their individual
capacity, including court fees, advocate fees, or any other related or incidental
charges.

17. ARBITRATION

In the event of a controversy or claim arising out of or relating to this Agreement or to
the breach, validity. or termination of this Agreement, the PARTIES shall first
negotiate in good faith for a period of sixty days te try to resolve the contraversy or
claim. If the controversy or claim is unresolved after mediation; on the written
demand of gither party amy controversy arising out of or relating to this Agreement or
to the breach, termination, or validity of this Agreement shall be reférred to arbitration
of three arbitrators, one each to be appointed by each party and the third arbitrator
appainted by the two arbitratars in accordance ‘with the provision of Arbitration and
Coneiliation Act 1996 and subsequent amendments thereof. The place of arbitration
shall be at Pune and shall be conducted in English language. The laws of India shall
govern the performance of this Agreement.

18. MISCELLANEOUS

18.1. Clauses and Headings:

Unless the context otherwise indicates, references fo Clauses, Sub-Clauses anid
Appendices are to Clauses and Sub-Clauses of, and Appendices to, this Agreement.
Headings to Clauses and Sub-Clauses in this Agreement are included for the purpose
of ease of reference only and shall not have any effect on the construction or the
interpretation of this Agreement.

18.2. Further Agreement:

Except as expressly set forth herennider, nothing herein shall be déemed to provide a
commitment by either Party to enter into any further agreemenit with the other Party.

18.3, No Assignability:

Either Party shall not, without prior written consent of the other Party, assign this
Agreement or any right or obligation hereunder, in whole or in part, without prior
writfen consent of the other Party,

18.4. Waiver:

ITB .
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Na waiver by either Party of any provision of this Agreement shall constitute a waiver
of any other provision nor shall any waiver ¢onstitute a continuing waiver.

18.5. Severability:
In case any one of the provisions contained in this Agreement should be invalid,
illegal or unenforceable in any respect in any jurisdiction; the validity, legality and
enforceability of such provision or provisions shall not in any way be affected or
impaired thereby in any other jurisdiction arid the validity, legality and enforceability
of the remaining provisions contained herein and therein shall not in any way be
otherwise affected or impaired thereby.

19. ENTIRE AGREEMENT

This Agreemeiit, together with PATENT (APPENDIX-A) and Reguest from
LICENSEE (APPENDIX-B) appended hereto, constitutes the entire understanding
between the PARTIES in relation to Licénsing of the PATENT by LICENSOR, and
supersedes any arrangements, promises, or agreemenis in relation with the same,
made or existing between the Parties prior to or simultaneously with this Agreement.

SEAL OF PARTIES

This Agreement has been executed in two originals one of which has bee retained by
LICENSOR and the other by LICENSEE.

In witness whereof the parties hereto have caused their authorised representatives to

sign this Agreement on the day, month and year mentioned herein below

For and on behalf of LICENSOR. For and on behalf of LICENSEE

f'}‘\_.l'\‘/‘b

Signature: Lo\ bf Signature:
Name: Pro .. Name: Aneesh Karma
Desugmmm Ammate Dea%%%g = Designation: Founder & CEQ

Witnesses: (Name & Address}
1.
ol

-

Date:
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APPENDIX-A

PATENT

Title of  the | Application No. | Priority dafe Status
Invention

A STANCE | 201921005973 15/02/2019 | Patent Application
CONTROLLED | | has been filed.
KNEE-ANKLE | |

Paliomyelitis, often called polio or infantile paralysis, is an infectious disease caused
by the poliovirus. In about 0.5 percent of cases there is muscle weakness resulting in
an inability to move. Kniee ankle foot orthoses {KAFO) are prescribed to patierits
whose knee joints can’t function normally for reasens ranging from injuries to
disease so as to support the knee joint. Current KAFO designis lock knee joints in
both stance and swing phase resulting in unnatural gait like circumduction causing
fatigue. Additionally, imported KAFOs are expensive and an orthosis resulting in
natural gait can be useful. A product patent for stance controlled knee-ankle foot
orthosis has been filed. It comprises of: a thigh assembly; a knee assembly; a shank
assembly; a foot assembly; a base plate on which a foot rests, with a heel pressure
plate configured to senses pressure from heel of a wearer of said orthosis in a stance
phase of a gait cycle and to sense lack of pressure in a swing phase of the gait cycle
or in a squatting phase; an actuating assembly comprising a pawl and a ratchet; a
normally compressed resilient element; a normally stretched resilient element; and a
connecting wire. The heel pressure plate is configured to sense pressure from heel of
a wearer of the orthosis in a stance phase of a gait cycle and to sense lack of
pressure in a swing phase of the gait cycle. The pawl and ratchet form the core
actuator assembly and engage with each other during said stance phase and
disengage with each other during swing phase or squatting phase.
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APPENDIX - B: Letter gf Interest from LICENSEE ds. 7* Oct 2019

Aameesh Tech Pyt Lig:
16, Snxmini Housing Socii

fAUMEESH TECH

SIooping towerds g better futars |

Sub: Agreement for licensing of 1P 4 stanci-comtrolied Knee Ankie Foor Orthosis' = 201921005573 to
the company ‘Aumeesh. Tach Pyt Lo

Respectsd Sir,

Asyou are sware, rmmm-cuu-mumimmwww for the

stance-controfled Knes Ankie Foot Drthosis® was filed an 15/02/2019

cense befors completion, of first milestone of
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Annexure |

Proof of Birac BIG Grant approval

Dear Shahnaj
Greetings from Venture Center!
We are happy to inform you that your proposal under BIG Round 14 has been accorded an in principle approval by the Expert Selection Committee (ESC) for grant funding support under Biotech Ignition Grant.

Please find below the comments received during the ESC meeting along with detailed Objectives & Milestones. Please provide the clarifications asked by the ESC, if any. Make sure to incorporate the same in your DD
Proposal Ref. No. BIRAC/VENTURED4E1/BIG-14/19

Applicant Name SHAHMNAL

Pl Name SHAHMAL

Title of the project Mechanically Activated Stance Controlled Knee Ankle Foct Orthosis

Research Area Healthcare-Devices and Diagnostics

Technical Officer's Input The invention is related to healthcare assistive devices and focusses on providing a better alternative to the existing orthotic calipers in the market. It is an orthotic device called
Stance Controlled Knee Ankle Foot Orthosis [SCKAFO). As the name sugg: ocks and unlocks according to the phase of the gait of the user. It locks in the stance phase and is
unlocked in the swing phase. This leads to an intuitive and comfortable operation by the user.A prefiminary proof-of-concept was fabricated and preliminary tests were conducted to
test the performance of the device. Based on test data and feedback received from the users, the device was improved. In view of the above the proposal was recommended for
funding.

ESC Recommendations The proposal was recommended subject to setting up of a company involving all team members and assignment of IP to the company.
(Objective & Activities:

1. Clinical Need ldentification

Interview 100 Patients, doctors and experts

2. Product Development

Finalize spacs; detailed design; new IPR filing

3. Functional Prototyping

mig process plan ctional product prototyping.

4. Functional Prototyping

Mechanical testing, clinical validation, initial marketing

Milestones:

I1: Final prototype satisfying all FRs manufactured (6 Months)

M2: Product tested after ethical trials and ready for the production {12 Months)

13: DISBURSING 100 MASC KAFO and gathering the data from the users {18 Months)

IP Commenits As this proposal is recommended subject to forming a start up. Applicant has filed 2 Indian Patents 341/ f2015 & 201921005573, applicant should assign this patents to applicant
company

Status Recommended

Congratulations on reaching this stage!
Please acknowledge the receipt of this email.

Thanks and regards.

Kirtee

BIG Team @ Venture Center
100, NCL Innovation Park
Dr. Homi Bhabha Road
Pashan, Pune — 411008
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