
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
  

3.2.3: Ratio of research projects/clinical trials per teacher funded by 
government/industries and  non-government agencies during the last 
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Date: 2Bl0712021'

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request f rom your side for a research grant to conduct medicalldental
research in various departments. We have received your proposals and revert back after
review committee's decision.

5.N0. Tifle Name 0I PrinciDal
investigatoi

1
\ Study on Profile of Poisoning Cases in a Tertiary Care
lospital in Chaziabad

Dr Shilpa Singh

2
Jncoupling proteins in various gene-environment
nteraction associated with heavy metal exposure and
:ype 2 Diabetes Mellitus in North lndian Population

Dr Juhi Aggarwal, Dr Jyoti Batra

Raieev Khanna
(Authorized Signatory)
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Date: 13/0L|2022

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject Approval for research funding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty members, I am ready to

fund the following research projects worth a sum of INR 60,000,

Please share with me the full proposals within 30 days of receiving this letter, Further, please submit a

copy of f inal project report post completion.

Thank you and regards,

Rajeev Khanna
(Authorized Sig natory)

CC to:
1. Dr Shilpa Singh
Z. DrJuhiAggarwal, DrJyoti Batra

5.No. TitIE Name 0r
Princioal

investiga
tor

Am0unI
(INR

in takhs)

5tu0u
duraiion

1
\ Study on Profile of Poisoning Cases
n a Tertiary Care Hospital in Ghaziabac

Dr Shilpa Singh 0,30 b Montns

?
Jncoupling proteins in various gene-
:nvironment interaction associated
ruith heavy metal exposure and type Z
)iabetes Mellitus in North lndian
)opulation

Dr Juhi
Aggarwal, Dr

Jyoti Batra

U.JU 3 Months

Page  63  of  331



 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Page  68  of  332Page  64  of  331



 
 

Page  69  of  332Page  65  of  331



 

 

 

 
 

 

Page  70  of  332Page  66  of  331



Page  71  of  332

Serial No. 17 to 23 

Page  67  of  331

Lenovo
Highlight

Lenovo
Highlight

Lenovo
Highlight

Lenovo
Highlight

Lenovo
Highlight

Lenovo
Highlight

Lenovo
Highlight

Lenovo
Highlight



Page  72  of  332Page  68  of  331



 

 

 

 

 

 

 

 

 

 

 

 
   

 

 

   

 

 

   

 

 

   

 

 

   

Page  73  of  332Page  69  of  331



 

 

   

 

 
   

 

 

   

 

 
   

 

 

   

 

 

   

 

 

   

 

 
   

 

 

   

Page  74  of  332Page  70  of  331



Dr Amit 
Dwivedi

 

Dr Natasha 
Gambhir 

 

 

 

Page  75  of  332Page  71  of  331



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Page  76  of  332Page  72  of  331



Page  77  of  332Page  73  of  331



Date:11/06120?L

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and

revert back after review committee's decision.

Deepak Goyal
(Authorized Signatory)

S.No Name of the Project, Clinical Trial,
Cndowment, Chairs

Name of the PrinciPal
lnvestigator/Co lnvestigator

1. A single blind split mouth study to assess the
effect of photobiomodulation on pain during the
initial phase of orthodontic treatment

Dr Abhishek Nagpal

2 A study on effect of omega-3 fatty acids
supplements for dry eye syndrome

Dr Sarita Agrawal
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Date: 07l0Ll?o2z

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be UniversitY

Subject: Approval for research f unding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR l-,50,000 towards

following projects by your faculty

Name of the Prolect, Clinical
Trial, Endowment, Chairs

Name of the
Prlncipal
lnvestigator/Co
lnuestigator

Department of
Principal
lnvestigator,
Co
lnvestigator

Funds
provided
(lNR in
Lakhs)

Duration of
the proiect

A single blind split mouth
study to assess the effect of
photobiomodulation on pain

during the initial phase of
orthodontic treatment

Dr Abhishek
Nagpal

Faculty of
Dentistry

1.10 l-8 months

A study on effect of omega-3
f atty acids supplements for
drv eve svndrome

Dr Sarita Agrawal Faculty of
Medicine

0.40 l-8 months

Please share with me the full proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion as well as the
outcome/impact of the project.

Thank you and regards.

Deepak Goyal
(Authorized Signatory)

CC to:

Dr Abhishek Nagpal

Dr Sarita Agrawal
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Date: 141071202L

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision,

SNo. Name of the Proiect Name of the Prancipal
lnvestigator

1

Cognitive lmpairment among the Elderly
Population of Ghaziabad and its Association
with Smoking, Alcohol lntake and lmpairments
in Vision, Hearing and Activities of Daily Living

Dr Anupama Singh

2

A cross-sectional observational study to
evaluate lnternalized Stigma and Psychiatric
Morbidity among Patients with Psoriasis

Dr Ravindra Kumar Bansal

3

A retropsective study to assess direct bilirubin
levels and skeletal muscle weakness in patients
with heart failure as prognostic markers for
liver failure

Dr Mayurika Tyagi

4
Prevalence and correlates of bullying
perpetration and victimization among school
going adolescents in Chaziabad

Dr Rani Srivastava

5
Effect of Social Networking Sites on the Quality
of Life of College Students in Urban Ghaziabad

Mr Anoop Peter

\

,NJdu'tyV Ankit Goyat
(Authorized Signatory)
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Date: 30/01,12022

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

lam pleased to inform you lam ready to provide you a grant of INR 3,90,000 towards
following projects by your faculty

SNo. Name of the Project
Name of the Principal

lnvestigator

Funds
provided {lNR

in Lakhs)

Duration of
the project

1

Cognitive lmpairment
among the Elderly
Population of Ghaziabad
and its Association with
Smoking, Alcohol lntake
and lmpairments in Vision,
Hearing and Activities of
Dailv Livine

Dr Anupama Singh 0.4 Z4 months

z

A cross-sectional
observational study to
evaluate lnternalized
Stigma and Psychiatric
Morbidity among Patients
with Psoriasis

Dr Ravindra Kumar
Bansal

0.4 24 months

3

A retropsective study to
assess direct bilirubin
levels and skeletal muscle
weakness in patients with
heart failure as prognostic
markers for liver failure

Dr Mayurika Tyagi 1.1 l-8 months

4

Prevalence and correlates
of bullying perpetration
and victimization among
school going adolescents
in Ghaziabad

Dr Rani Srivastava L.7 18 months

5

Effect of Social
Networking Sites on the
Quality of Life of College
Students in Urban
Chaziabad

Mr Anoop Peter 0.3 18 months

Page  91  of  332Page  87  of  331



Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion as well as the
outcome/impact of the project,

Thank you and regards.

CC to:

1, Dr Anupama Singh
2. Dr Ravindra Kumar Bansal
3. Dr Mayurika Tyagi
4. Dr Rani Srivastava
5. MrAnoop Peter
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To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a
medical/dental research in various departments. We have
revert back after review committee's decision.

Date: 20/08120?1

research grant to conduct
received your proposals and

S.No Name of the Project, ClinicalTrial, Endowment,
Chairs

Name ol the Principal
lnvestigator/Co !nvestigator

L
Pattern of caries in adolescents Dr. Mohit Dadu

(

A Comparative Assessment of the Upper Pharyngeal
Airway Dimensions in different facial types : a

cephalometric study
Dr Tina Chugh

3

A randomized controlled trial to comparatively evaluate
the effect of Silver diamine fluoride and Fluoride varnish
on preventing new carious lesions in children with high
caries risk

Dr Nidhi Gupta

4

To compare and evaluate the primary and secondary
implant stability between calcium phosphate surface
coated implants and alumina blasted/acid etched
implants using resonance frequency analysis.

Dr Shweta Bali

HJ^rr-
(Authorized Signatory)

ra
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Date: 04/0?l?O22

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR 4,00,000 towards
following projects by your faculty

S.No Name of the Proiect Name of the Principal
!nvestitator/Co
lnvestigator

Funds
provided (lNR
in Lakhs)

Duration of
the proiect

1
Pattern of caries in adolescents Dr. Mohit Dadu 0.40 6 months

Z

A Comparative Assessment of the
Upper Pharyngeal Airway
Dimensions in different f acial
types : a cephalometric study

Dr Tina Chugh 0.80 12 Months

3

A randomized controlled trial to
comparatively evaluate the effect
of Silver diamine fluoride and
Fluoride varnish on preventing
new carious lesions in children
with high caries risk

Dr Nidhi Gupta L,?5 9 months

4

To compare and evaluate the
primary and secondary implant
stability between calcium
phosphate surface coated implants
and alumina blasted/acid etched
implants using resonance
frequency analysis.

Dr Shweta Bali 1.55 6 months
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Please share with me the full proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion as well as the
outcome/impact of the project.

Thank you and regards.

CC to:

1. Dr. Mohit Dadu
2. Dr Tina Chugh
3. Dr Nidhi Gupta
4. Dr Shweta Bali

t^r,t"r.)--

(Authorized Signatory)
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Ref. No.:-SF/JUL/19/2021  
 

Research Grant Project 
Approval Letter 

Date:-19/07/2021

 
 

Dr. Parvinder Kaur, 
Professor 
Orthodontics 
Santosh Dental College and Hospital 
Santosh Deemed to be University 
Ghaziabad, U.P. 

 
 

Subject: Sanctioning of Research Project Grant 

Dear Dr.Parvinder Kaur, 

We are pleased to inform you that your application regarding approval of funding grant for the 
Research project titled “Prevalence of congenitally missing teeth in permanent dentition in 
Delhi NCR region” for 12 months has been considered for funding grants by our Expert Committee 
after review. 
 
The above said project is hereby approved by the Competent Authority and sanctioned a total 
amount of Rs.9,000/- (Nine Thousand Only). 

 
 

              Thank You and Regards 
 
 
 
 

 

(Authorized Signatory) 
CC to: 

1) Dean Research, Santosh University, Ghaziabad, UP 
2) Office copy 
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Date: 21l0612021

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research f unding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision.

Mrs, Sheetal Rawat

(Authorized Signatory)

S.No. Title Name of Prlnclpal lnvestlgator

1, Oral Health related quality of life among
School going Children in District Chaziabad

Dr Mohit Dadu

Z, Prevalence of TMI disorders in the local
population of Ghaziabad City

Dr Chandni Batra

3. Study of Histopathological Changes in
Placenta ln Pre-Eclampsia/Eclampsia

Dr Mayurika Tyagi

4. Analyzing serum lL-6 in Oral Squamous Cell

Carcinoma as a diagnostic marker

Dr Neeraj Grover
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Date: 30/0Llz02?

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research f unding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty
members, I am ready to fund the following research projects worth a sum of INR

5,00,000"

S.No. Title Name ol Prlnclpal
lnvestltator

Amount (lNR ln
takhs)

Study duratlon

1, Oral Health related quality of life
among School going Children in

District 6haziabad

Dr Mohit Dadu 0,90 18 months

2, Prevalence of TMJ disorders in

the local population of Ghaziabad
City

Dr Chandni Batra L,?5 l-B months

3. Study of Histopathological
Changes in Placenta ln Pre-
Eclampsia/Eclampsia

Dr Mayurika
Tyagi

r.70 l-Z months

4.
Analyzing serum lL-6 in Oral
Squamous CellCarcinoma as a
diagnostic marker

Dr Neeraj Crover
1,15 18 months

Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of f inal project report post completion.

Thank you and regards.

CC to:

1. Dr Mohit Dadu
Z" Dr Chandni Batra
3" Dr Mayurika Tyagi
4^ Dr Shweta Bali

rF,fie
Mrs. Sheetal Rawat

(Authorized Signatory)
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GSTN No 09ABKPD7746F1ZH                                                                      Mob: 9810612151 
                                                                                                                            Email: purnimasci@yahoo.com        
     

Purnima Scientific Traders 
Authorized stockiest for: 

RANKEM RANGE OF FINE CHEMICALS, FISHER, WHATMAN FILTER PAPERS 
BOROSIL, GLASSWARES, SILICAWARES & ALL KINDS OF LAB-AID ITEMS 

 
568(540/511), SADDIQ NAGAR, NOOR NAGAR, BESIDE CHSP PUBLIC SCHOOL 

, NH-58 MEERUT ROAD, GHAZIABAD-201003(UP) 
 

 Ref.  No- PST/ 2021-22                                                                                                     DATE- 17/07/2021 
 
 
 
Dr. Brijesh Saran,  

Assistant Professor 

Psychiatry 

Santosh Medical College and Hospital 

Santosh Deemed to be University Ghaziabad, U.P. 

 

 

Dear Dr. Brijesh Saran, 

 

We are pleased to inform you that your application regarding approval of funding grant for the Research 

project titled “Evaluation of stigma in patients with Schizophrenia” for 12 months has been considered 

for funding grants by our Expert Committee after review. 

 

The above said project is hereby approved by the Competent Authority and sanctioned total amount of 

Rs.9,000/- (Nine Thousand only). 

 

 

 

 

Thank you and regards 

 

 
 

For Purnima Scientific Traders 

 

AD Roy 
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Nirmal Sntegrated Oonsubaney 
A Private Limited Company with Registered Office at New Delhi 

Corporate Office at Gurugram (Haryana) 
Information Centres: Yamuna Expressway, Greater Noida (U.P.), 

Tronica City (U P.), Coimbatore (Tamil Nadu), Thiruvananthapuram (Kerela) 
Overseas Offices: Australia, Nigeria, Tanzania, United States 

CIN:U74999DL2021PTC391 752 1 TAN: DELN23929D 
PAN:AAHCN9977B| GSTIN:06AAHCN9977B174 
www.team-nic.com | contuct@teum-nic.com 

egae Consutancy 

Dated: 01-Jul-2022 

To, 
Dr. Jyoti Batra, 

Dean Research 

Santosh Deemed to be University 

Ghaziabad, U.P., India 

Sub.: Approval of Grant/cost for Research Support 

Respected Sir/Madam, 
This is in continuation to our past discussions and communications that Nirmal Integrated Consultancy Private 

Limited (Team-NIC) is pleased to approve a grant/cost of a total amount of 5,00,000 (INR Five Lakh Only) for 
support of below mentioned research projects at your University. 

List of Approved Projects: 
# 

1. Oral Health related quality of life among 
geriatric population in old age home in Dr. Puneet 

Ghaziabad City 
Evaluation of hematological profile in 

Oral Sub mucous fibrosis 
Effectiveness of international System 

for Reporting Serious Fluid CystologY in Dr. Swati Singh 

Routine Practice 

Title of Project Principal Investigator Co-Investigator(s) Amount (In Lakhs) 
Dr. Mohit Dadu 

1.35 

Dr. Kanika Bhalla 
Dr. Chandni Batra 0.55 

Dr. Mayurika Tyagi 

1.75 

4. Various Medications Used for Gastritis Dr. Jyotsna Sharma 

among Post-operative Patients in Dr. Shaktibala Dutta 

Surgery IPD in a Tertiary Care Hospital.", 
1.35 

Terms of Grant/cost 
The grant/cost has been approved for consumption and deliveries within 12 month of release of this letter. 

The utilization details, progress reports, and the interim/final results of the investigations are required to be 

submitted to undersigned periodically for their reviews and comments. 

The respective departments of the University set free to choose the research team with the mentioned 

Principal Investigator/Co-Investigator(s). The respective team is expected to submit the expected project plan 
to Team-NIC within 30-days of release of this letter. 

Team-NIC reserves the right of using the outcomes of the research without further 

permissions/consents/intimations to/from the researcher(s) and at the same time it sets free the researcher 
and their affiliating organizations for the same. 

The research team is expected to share the complete and unbiased outcomes of the research within the 

timeline of the projects. 

50% of the approved grant/cost would be released to the institution within 90-days of release of this letter 

whereas the balance would be released after receiving the satisfactory outcomes of the research or as to be 

mutually agreed. 
Team-NIC is free to cancel the balance grant/cost anytime without any obligation of darifications to the 

research team/organization and at the same time there is no obligation on the research team/organization 
about refund of the released grant/cost for any reasons. 

Kindly feel free to connect ta undersigned for any further clarifications or support. 

Rest regards, 
RO)D. Jain 

ef Advisor llal2a 20 
Transforming Consultancy Globally 

Since 2001 

Dr Kush Kalra
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Tax Invoice

TODAYS HEALTHCARE INDIA PRIVATE LIMITED

F 29/6, Ist Floor, Okhla Industrial
Area, Phase-2, New Delhi 110029
GST:07AADCT1211A1Z7
Delhi - 110020, India
State Name :  Delhi, Code : 07
E-Mail : tax@clovedental.in

Buyer
Star Dental Centre Pvt Ltd-Warehouse-Delhi
F 29/6, Ist Floor , Okhla Industrial
Area , Phase-II, New Delhi-110020
Delhi-110020
GSTIN/UIN : 07AAPCS5927C1Z5
State Name : Delhi, Code : 07

Invoice No.

20-21/TP/00071
Delivery Note

Supplier’s Ref.

Buyer’s Order No.

Despatch Document No.

Despatched through

Dated

2-Jan-2021
Mode/Terms of Payment

Other Reference(s)

Dated

Delivery Note Date

Destination

Terms of Delivery

Sl Description of Goods AmountperRateQuantityHSN/SAC

No.

1 Toothpaste Power 40G 14,636.16Unit14.521,008 Unit3306

2 Toothpaste Sensitive  40G 15,240.96Unit15.121,008 Unit3306

29,877.12

CGST Payable 2,688.94%9
SGST Payable 2,688.94%9

Total 35,255.002,016 Unit

Amount Chargeable (in words) E. & O.E

INR Thirty Five Thousand Two Hundred Fifty Five Only

TotalState TaxCentral TaxTaxable
Tax AmountAmountRateAmountRateValue

5,377.882,688.949%2,688.949%29,877.12
Total: 5,377.882,688.942,688.9429,877.12

Tax Amount (in words)  : INR Five Thousand Three Hundred Seventy Seven and Eighty Eight paise 
Only

Declaration
We declare that this invoice shows the actual price of 
the goods described and that all particulars are true 
and correct.

for TODAYS HEALTHCARE INDIA PRIVATE LIMITED


Authorised Signatory

SUBJECT TO SUBJECT TO DELHI JURISDICTION JURISDICTION

This is a Computer Generated Invoice
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S.No Title Name of Principal 
Investigator 

Amount 
Sanctioned (INR) 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 
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To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a
medical/dental research in various departments. We have
revert back after review committee's decision.

Date: 20/08120?1

research grant to conduct
received your proposals and

S.No Name of the Project, ClinicalTrial, Endowment,
Chairs

Name ol the Principal
lnvestigator/Co !nvestigator

L
Pattern of caries in adolescents Dr. Mohit Dadu

(

A Comparative Assessment of the Upper Pharyngeal
Airway Dimensions in different facial types : a

cephalometric study
Dr Tina Chugh

3

A randomized controlled trial to comparatively evaluate
the effect of Silver diamine fluoride and Fluoride varnish
on preventing new carious lesions in children with high
caries risk

Dr Nidhi Gupta

4

To compare and evaluate the primary and secondary
implant stability between calcium phosphate surface
coated implants and alumina blasted/acid etched
implants using resonance frequency analysis.

Dr Shweta Bali

HJ^rr-
(Authorized Signatory)

ra
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Date: 04/0?l?O22

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR 4,00,000 towards
following projects by your faculty

S.No Name of the Proiect Name of the Principal
!nvestitator/Co
lnvestigator

Funds
provided (lNR
in Lakhs)

Duration of
the proiect

1
Pattern of caries in adolescents Dr. Mohit Dadu 0.40 6 months

Z

A Comparative Assessment of the
Upper Pharyngeal Airway
Dimensions in different f acial
types : a cephalometric study

Dr Tina Chugh 0.80 12 Months

3

A randomized controlled trial to
comparatively evaluate the effect
of Silver diamine fluoride and
Fluoride varnish on preventing
new carious lesions in children
with high caries risk

Dr Nidhi Gupta L,?5 9 months

4

To compare and evaluate the
primary and secondary implant
stability between calcium
phosphate surface coated implants
and alumina blasted/acid etched
implants using resonance
frequency analysis.

Dr Shweta Bali 1.55 6 months
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Please share with me the full proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion as well as the
outcome/impact of the project.

Thank you and regards.

CC to:

1. Dr. Mohit Dadu
2. Dr Tina Chugh
3. Dr Nidhi Gupta
4. Dr Shweta Bali

t^r,t"r.)--

(Authorized Signatory)
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                                  Date: 11/06/2021 

 

To,           

 

Dr. Jyoti Batra 

 

Dean Research  

 

Santosh Deemed to be University 

 

Subject: Request for research funding 

 

Respected Mam, 

 

 We have received a request from your side for a research grant to conduct 

medical/dental research in various departments. We have received your proposals 

and revert back after review committee’s decision. 

 

S.No Name of the Project, Clinical Trial, 

Endowment, Chairs 

Name of the Principal 

Investigator/Co Investigator 

1 To evaluate and compare the disinfection 

achieved in canals by single file system 

(Hyflex EDM-B) using two different 

irrigants in removal of smear layer. 

 

Dr Shubhra Malik Juneja 

2 A comparative evaluation of the efficacy 

of electrocautery versus radiofrequency 

cautery for incisions in surgical removal 

of mandibular third molar. 

 

 

Dr Amit B Lall 

 

 

 

 

 

                                                                                                               Mr Harish Yadav 

(Authorized Signatory) 
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To,            Dated: 

21.01.2022 

Dr Jyoti Batra 

Dean Research 

Santosh Deemed to be University 

 

 

Subject: Approval for research funding 

 

 

Respected Mam, 

I am pleased to inform you after thorough discussion with you and your faculty 

members, I am ready to fund the following research projects worth a sum of INR 

5,00,000. 

 

S.No.                Title Name of 

Principal 

investigator 

Amount 

(INR in 

Lakhs) 

Study 

duration 

1 To evaluate and compare the 

disinfection achieved in canals by 

single file system (Hyflex EDM-B) 

using two different irrigants in 

 

Dr Shubhra 

Malik Juneja 

 

 

2.10 

 

 

 

24 months 
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removal of smear layer. 

2 A comparative evaluation of the 

efficacy of electrocautery versus 

radiofrequency cautery for 

incisions in surgical removal of 

mandibular third molar. 

 

 

Dr Amit B Lall 

 

 

2.90 

 

 

24 months 

 

 

Please share with me the full proposals within 30 days of receiving this letter. 

Further, please submit a copy of final project report post completion. 

 

Thank you and regards 

CC to. 

1. Dr Shubhra Malik Juneja 

2. Dr Amit B Lall 

Mr Harish Yadav 

(Authorized Signatory) 
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Date: 08/071202t

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision.

SNo Title Name of the Prlncipal
Investigator/Co Investlgator

1-, Socket preservation with beta-tricalcium
phosphate: a Clinico-radiographic evaluation

Dr Sanjeev Tomar

2. Evaluation of hematological profile in 0ral Sub
mucous fibrosis

Dr Chandni Batra

3, Morphometric and Radiological Analysis of The
Size of the Foot and lt s Correlation with Stature in

Different Age Croups of lndian Population

Dr. Nisha Kaul

4, Evaluation of examination stress on memory and
EEG in male and Female medical students Dr. Rinku Carg

5. Effect of yoga on mental health of first year
students Dr. Navpreet Mann

RAu.*.6^8c.*
Radha Yadav

(Authorized Signatory)

Page  173  of  332

Serial No. 119 to 120

Page  169  of  331

Lenovo
Highlight



Date: 30/01,12022

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research f unding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty

members, I am ready to fund the following research projects worth a sum of INR

s,00,000.

5No Title Name ol the
Principal
lnvestigatol/Co
lnuestieator

Funds Provided
(!NR In takhs)

Duration of the
Project

1. Socket preservation with beta-
tricalcium phosphate: a Clinico-
radiographic evaluation

Dr Sanjeev Tomar L.32 12 Months

?, Evaluation of hematological
profile in 0ral Sub mucous
f ibrosis

Dr Chandni Batra 0,68 6 Months

3, Morphometric and Radiological
Analysis of The Size of the
Foot and lts Correlation with
Stature in Diff erent Age
Crouos of lndian Population

Dr. Nisha Kaul 1.00 12 Months

4, Evaluation of examination
stress on memory and EEC in

male and Female medical
students

Dr. Rinku Garg 1.00 12 Months

5. Effect of yoga on mental
health of f irst year students

Dr. Navpreet
Mann

1.00 l-2 Months
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Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion,

Thank you and regards,

L"lt*y.Ie^r,<-
Radha Yadav

(Authorized Signatory)

CC to:

1. Dr Sanjeev Tomar
?. Dr Chandni Batra
3, Dr Nisha Kaul

4. Dr Rinku Garg

5. Dr Navpreet Mann
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Findings in prostate cancer patients by 

Magnetic resonance 

spectroscopy (MRS) 

Dr Ashish Kumar Shukla 

 

 

 

                                                                                                                       Anupama Khanna 

   (Authorized Signatory) 
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Date: 25/01/2022 

To, 

Dr. Jyoti Batra 

Dean Research 

Santosh Deemed to be University 

 

 

Subject: Approval for research funding 

Respected Mam, 

I am pleased to inform you after thorough discussion with you and your faculty 

members, I am ready to fund the following research projects worth a sum of INR 

1,15,000. 
 

S.No. Title Name of 

Principal 

investigator 

Amount 

(INR in 

Lakhs) 

Study 

duration 

1. Findings in prostate cancer 

patients by Magnetic resonance 

spectroscopy (MRS) 

Dr Ashish 

Kumar Shukla 

 

            1.15 

 

24 months 

 

Please share with me the full proposals within 30 days of receiving this letter. 

Further, please submit a copy of final project report post completion. 

 
Thank you and regards. 

 

 

1.   
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Datq 08/07|7OZL

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision,

PSr
ManlKl(anna

(Authorized Signatory)

S.No. Title Name of Principal investigator

1,

Comparative study between conventional
adenoidectectomy and powered
instrument adenoidectomy

Dr Vandana Singh
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To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you after thorough
members, I am ready to fund the following
L,50,000.

Date: 30/01,12O?Z

discussion with you and your faculty
research projects worth a sum of INR

Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion.

Thank you and regards,

(Authorized Signatory)

CC to:

1. Dr Vandana Singh

S.No. Title Name of Principal
investigator

Amount (lNR
in takhs)

Study
duration

1"

Comparative study between
conventiona I adenoidectectomy
and powered instrument
adenoidectomy

Dr Vandana
Singh

1.50 24 Months
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Date: 21/01/2022 

To, 

Dr. Jyoti Batra 

Dean Research 

Santosh Deemed to be University 
 

 

Subject: Approval for research funding  

Respected Mam, 

I am pleased to inform you after thorough discussion with you and your faculty 

members, I am ready to fund the following research projects worth a sum of 

INR 5,00,000. 
 

 

 
Title of the Project 

 

Name of the Principal 
Investigator 

 

Funds provided 
(INR in Lakhs) 

 

Duration of 
the project 

Evaluation of role of high density 
porous polyethylene implants in 
correction of chin deformities 

 
Dr Mayank Singhal 

 
1.27 

 
9 months 

Pattern of suicide in Females 

with mental disorders 

 

Dr. Shilpa singh 
 

1.6 

 
24 Months 

To evaluate and compare the 
Apical transportation and canal 
centering ability in the Mesio- 
buccal root of maxillary first molar 
using three different rotary file 
systems(Protaper gold,Hyflex EDM 
and Trunatomy) 

 
 

 
Dr Sumita Giri 

 
 

 
1.13 

 
 

 
12 Months 

Reduction in incidence of 
postoperative sore throat after 
endotracheal intubation in middle 
ear surgeries by preoperative 
gargaling with ketamine 

 
 

Dr Anil Kumar 

 
 

0.3 

 
 

24 months 

Evaluation of early Menopause 
symptoms in Post-Hysterectomy 
and Premature Ovarian 
insufficiency in women of 
reproductive age group 

 
 

Dr Alpana Aggarwal 

 
 

0.4 

 
 

24 months 

A randomized clinical trial to 
comparatively evaluate the clinical 
efficacy of LMA Supreme™, and 
Ambu AuraGain™ in adult patients 
during general anesthesia 

 
 

Dr Debpriya Sarkar 

 
 

0.3 

 
 

24 months 
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Please share with me the full proposals within 30 days of receiving this letter. 

Further, please submit a copy of final project report post completion. 

 
 

Thank you and regards. 
 

 

 

 

 

CC to: 

1. Dr Mayank Singhal 

2. Dr Shilpa Singh 

3. Dr Sumita Giri 

4. Dr Anil Kumar 

5. Dr Alpana Aggarwal 

6. Dr Debpriya Sarkar 

 

 

 

 

Mr Dharmendra Yadav 

(Authorized Signatory) 
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Date: 08/071202t

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision.

SNo Title Name of the Prlncipal
Investigator/Co Investlgator

1-, Socket preservation with beta-tricalcium
phosphate: a Clinico-radiographic evaluation

Dr Sanjeev Tomar

2. Evaluation of hematological profile in 0ral Sub
mucous fibrosis

Dr Chandni Batra

3, Morphometric and Radiological Analysis of The
Size of the Foot and lt s Correlation with Stature in

Different Age Croups of lndian Population

Dr. Nisha Kaul

4, Evaluation of examination stress on memory and
EEG in male and Female medical students Dr. Rinku Carg

5. Effect of yoga on mental health of first year
students Dr. Navpreet Mann

RAu.*.6^8c.*
Radha Yadav

(Authorized Signatory)
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Date: 30/01,12022

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research f unding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty

members, I am ready to fund the following research projects worth a sum of INR

s,00,000.

5No Title Name ol the
Principal
lnvestigatol/Co
lnuestieator

Funds Provided
(!NR In takhs)

Duration of the
Project

1. Socket preservation with beta-
tricalcium phosphate: a Clinico-
radiographic evaluation

Dr Sanjeev Tomar L.32 12 Months

?, Evaluation of hematological
profile in 0ral Sub mucous
f ibrosis

Dr Chandni Batra 0,68 6 Months

3, Morphometric and Radiological
Analysis of The Size of the
Foot and lts Correlation with
Stature in Diff erent Age
Crouos of lndian Population

Dr. Nisha Kaul 1.00 12 Months

4, Evaluation of examination
stress on memory and EEC in

male and Female medical
students

Dr. Rinku Garg 1.00 12 Months

5. Effect of yoga on mental
health of f irst year students

Dr. Navpreet
Mann

1.00 l-2 Months
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Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion,

Thank you and regards,

L"lt*y.Ie^r,<-
Radha Yadav

(Authorized Signatory)

CC to:

1. Dr Sanjeev Tomar
?. Dr Chandni Batra
3, Dr Nisha Kaul

4. Dr Rinku Garg

5. Dr Navpreet Mann
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Date: 21/01/2022 

To, 

Dr. Jyoti Batra 

Dean Research 

Santosh Deemed to be University 
 

 

Subject: Approval for research funding  

Respected Mam, 

I am pleased to inform you after thorough discussion with you and your faculty 

members, I am ready to fund the following research projects worth a sum of 

INR 5,00,000. 
 

 

 
Title of the Project 

 

Name of the Principal 
Investigator 

 

Funds provided 
(INR in Lakhs) 

 

Duration of 
the project 

Evaluation of role of high density 
porous polyethylene implants in 
correction of chin deformities 

 
Dr Mayank Singhal 

 
1.27 

 
9 months 

Pattern of suicide in Females 

with mental disorders 

 

Dr. Shilpa singh 
 

1.6 

 
24 Months 

To evaluate and compare the 
Apical transportation and canal 
centering ability in the Mesio- 
buccal root of maxillary first molar 
using three different rotary file 
systems(Protaper gold,Hyflex EDM 
and Trunatomy) 

 
 

 
Dr Sumita Giri 

 
 

 
1.13 

 
 

 
12 Months 

Reduction in incidence of 
postoperative sore throat after 
endotracheal intubation in middle 
ear surgeries by preoperative 
gargaling with ketamine 

 
 

Dr Anil Kumar 

 
 

0.3 

 
 

24 months 

Evaluation of early Menopause 
symptoms in Post-Hysterectomy 
and Premature Ovarian 
insufficiency in women of 
reproductive age group 

 
 

Dr Alpana Aggarwal 

 
 

0.4 

 
 

24 months 

A randomized clinical trial to 
comparatively evaluate the clinical 
efficacy of LMA Supreme™, and 
Ambu AuraGain™ in adult patients 
during general anesthesia 

 
 

Dr Debpriya Sarkar 

 
 

0.3 

 
 

24 months 
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Please share with me the full proposals within 30 days of receiving this letter. 

Further, please submit a copy of final project report post completion. 

 
 

Thank you and regards. 
 

 

 

 

 

CC to: 

1. Dr Mayank Singhal 

2. Dr Shilpa Singh 

3. Dr Sumita Giri 

4. Dr Anil Kumar 

5. Dr Alpana Aggarwal 

6. Dr Debpriya Sarkar 

 

 

 

 

Mr Dharmendra Yadav 

(Authorized Signatory) 
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1,50,000/- 

 
24 Months 
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Date: 2610712021.

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request f or research f unding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments" We have received your proposals and
revert back after review committee's decision,

Mr Mithun Malik

(Authorized Signatory)

S.No. Tirle Name of Prlnclpal lnvestltator

1.

Prevalence of Selenium deficiency among pregnant
females in District Chaziabad- a cross-sectional
study

Dr Anupama Singh

2.
lmpact of Selenium def iciency on birth outcomes in
pregnant females- A case-control study

Dr Deepika Agrawal

3.

lodine deficiency and its associated factors among
pregnant women in District Chaziabad- a cross-
sectional study

Dr Anupama Singh

4,

Rheumatoid arthritis and its associated factors
among adult population of District Chaziabad- a

comparative study
Dr Deepika Agrawal
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Date: 30/0112022

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty
members, I am ready to fund the following research projects worth a sum of INR

5,00,000,

S.No. Title Name of Prlnclpal
lnvestlEatol

Amount (lNR in
Lakhs)

Study duratlon

1,

Prevalence of Selenium deficiency
among pregnant females in

District Ghaziabad- a cross-
sectional study

Dr Anupama
Singh

1.00 24 Months

?,
lmpact of Selenium deficiency on

birth outcomes in pregnant
females- A case-control study

Dr Deepika
Agrawal

1.00 12 Months

3,

lodine deficiency and its
associated factors among
pregnant women in District
Ghaziabad- a cross-sectional study

Dr Anupama
Singh

1.00 12 Months

4.

Rheumatoid arthritis and its
associated factors among adult
population of District Chaziabad- a

comparative study

Dr Deepika
Agrawal

2.00 12 Months
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Please share with me the full proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion.

Thank you and regards,

Mr Mithun Malik

(Authorized Signatory)
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Date: 08/0712021,

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision.

S.No Name of the Proiect, ClinicalTrial, Cndowment,
Chairs

Name of the Principal
lnuestigator/Co lnvestigator

1 Epidemiology, clinical characteristics and outcome
of confirmed covidl9 cases presented to the
emer8ency department

Dr Manish Sabbarwal

z Local Drug Delivery System in osteomyelitis Search
for Novel Antibiotic Combinations Covering
Common Orthopaedic Flora - A Pharmacoclinical
Study

Dr Apporva Agarwal

3 Estimation of Serum Pseudocholinesterase in Acute
Organo Phosphate Poisoning and its Correlation to
Mortality

Dr Vishwajeet Singh

4 Trends of Serum Alkaline Phosphatase in Post-
Menopausal Females and its Relation to BMD,
Response to 0steopenia Treatment

Dr Amit Dwivedi

5 A study to assess the minimal clinically important
difference (MCID) and minimal detectable change
(MDC) in the functional ability of patients with
chronic low back pain (CLBP) undergoing multimodal
physica I therapy treatment.

Dr Rajeev Anand

6 Variation of Harmonics to Noise Ratio from the Age
Range of 9-l-8 Years Old in both the Cenders

Dr Vineet Cupta

7 A case control study to assess lipoprotein-a and
PAI-L in women with polycystic ovary syndrome

Dr Jyoti Batra, Dr Rinku Garg

8 Morphometric analysis and types of articular facets
on human dry tali and calcanei of North lndian origin

Dr Swati Yadav

Serial No. 146 to 158
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9 Virtual Anthropology: Useful Radiological Tools for
Age Assessment in Clinoical Forensic Medicine and
Toxicology

Dr Shilpa Singh

10 Regulation of Calcium Homeostasis in Acute Kidney
lnjury: A Prospective 0bservational Study

Dr Rohit Bhagat

11 Role of lntravenous Tranexamic Acid in Reducing
Blood Loss during Caesarean Delivery

Dr Cunjan Culati Bhagat

LZ A cross sectional survey on physical fitness, mental
health and associated factors in mothers of children
with special needs

Dr Rani Srivastava

13 Chest computed tomograPhY in

immunocompromised patients with COPD

Dr Ashish Kumar Shukla

\\#t
Mohit Gupta

(Authorized Signatory)
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Date: 30/0L120?Z

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR 3,70,000 towards
following projects by your faculty

S.No Name of the Proiect
Clinical Trial,
Endowment, Chairs

Name of the
Principal
lnvestigator/Co
lnvestigator

Department
of Principal
lnvestigator
lCo
lnvestigator

Funds
provided
(lNR in
takhs)

Duration of
the proiect

1 Epidemiology, clinical
characteristics and
outcome of confirmed
covidl9 cases
presented to the
emergencV department

Dr Manish
Sabbarwal

Faculty of
Medicine

0.10 24 Months

2 Local Drug Delivery
System in
Osteomyelitis Search
for Novel Antibiotic
Combinations Covering
Common Orthopaedic
Flora A
Pharmacoclinical Studv

Dr Apporva
Agarwal

Faculty of
Medicine

0.10 3 months

3 Estimation of Serum
Pseudochol inesterase
in Acute Organo
Phosphate Poisoning
and its Correlation to
Mortalitv

Dr Vishwajeet
Singh

Faculty of
Medicine

0.20 3 months

4 Trends of Serum
Alkaline Phosphatase in
Post-Menopausal
Females and its
Relation to BMD,
Response to
0steopenia Treatment

Dr Amit Dwivedi Faculty of
Medicine

0.20 3 months
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5 A study to assess the
minimal clinically
important difference
(MCID) and minimal
dete(table change
(MDC) in the functional
ability of patients with
chronic low back pain
(CLBP) undergoing
multimodal physical
theraDV treatment.

Dr Rajeev Anand Faculty of
Medicine

0.20 3 months

6 Variation of Harmonics
to Noise Ratio from the
Age Range of 9-18
Years Old in both the
Cenders

Dr Vineet Gupta Faculty of
Medicine

0.30 3 months

7 A case control study to
assess lipoprotein-a
and PAI-1 in women
with polycystic ovary
sVndrome

Dr Jyoti Batra, Dr

Rinku Carg
Faculty of
Medicine

0.20 3 months

I Morphometric analysis
and types of articular
facets on human dry tali
and calcanei of North
lndian oriein

Dr Swati Yadav Faculty of
Medicine

0.20 3 months

9 Virtual Anthropology:
Usef ul Radiological
Tools for Age
Assessment in Clinoical
Forensic Medicine and
Toxicoloev

Dr Shilpa Singh Faculty of
Medicine

0.10 3 months

10 Regulation of Calcium
Homeostasis in Acute
Kidney lnjury: A
Prospective
0bservational Studv

Dr Rohit Bhagat Faculty of
Medicine

0.35 3 months

11 Role of lntravenous
Tranexamic Acid in
Reducing Blood Loss
during Caesarean
Deliverv

Dr Gunjan Gulati
Bhagat

Faculty of
Medicine

0.20 3 months

LZ A cross sectional survey
on physical fitness,
mental health and
associated factors in
mothers of children
with sDecial needs

Dr Rani
Srivastava

Facu lty of
Medicine

0.r_0 3 months

13 Chest computed
tomography in
immunocompromised
Datients with C0PD

Dr Ashish Kumar
Shukla

Faculty of
Medicine

L.45 24 months
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Please share with me the full proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion as well as the
outcome/impact of the project,

Thank you and regards.

sgry-
Mohit Gupta

(Authorized Signatory)

CC to:

1, Dr Manish Sabbarwal
2. Dr Apporva Agarwal
3. Dr Vishwajeet Singh
4. Dr Amit Dwivedi
5. Dr Rajeev Anand
6. Dr Vineet Gupta
7 . Dr Jyoti Batra, Dr Rinku Carg

B, Dr Swati Yadav

9, Dr Shilpa Singh
1-0.Dr Rohit Bhagat
11,Dr Cunjan Culati Bhagat
L2.Dr Rani Srivastava
1-3.Dr Asahish Kumar Shukla
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Date: 26107IZO?L

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research f unding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments, We have received your proposals and
revert back after review committee's decision.

-o t/

5Y
Mr Mohit Aggarwal

(Authorized Signatory)

S.No. Tltle Name of Prlncipal lnvestltator

1.
A Study of Estimation of Stature by
Anthropometric Measurements of Head

Dr Shilpa Singh
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Date: 30/0L|ZO?Z

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval f or research f unding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty
members, lam ready to fund the following research projects worth a sum of INR

1,00,000.

Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion,

Thank you and regards. *Y
Mr Mohit Aggarwal

(Authorized Signatory)

CC to:

1, Dr Shilpa Singh

S.No. Tltle Name ol Prlnclpal
lnvestlsatol

Amount (!NR ln
Lakhsl

Study duratlon

1. A Study of Estimation of Stature
by Anthropometric
Measurements of Head

Dr Shilpa Singh 1 12 Months
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Date: 08/0712021,

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments. We have received your proposals and
revert back after review committee's decision.

Rupali Bisht

(Authorized Signatory)

r.P

SNo Title Name of the Principal lnvestitator/Co
lnvestigatol

1. NSAIDS preferred among NVD - episiotomy
Females attending 0 & C Department Dr Shaktibala Dutta

2. Comparing Eff icacy of Teriparatide,
Zolendronic Acid and Alendronate with BMD
Recovery Trend in Patients Treated for Bone

Quality Enhancement

Dr Nishit Palo

3. Clinicoetiological Study of Dermatophytes Dr V.K. Garg
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Date: 30/01,lzo?z

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research f unding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty
members, I am ready to fund the following research projects worth a sum of INR

5,00,000.

Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion.

Thank you and regards,

(Authorized Signatory)

CC to:

1. Dr Shaktibala Dutta
2. Dr Nishit Palo

3. Dr V,K. Carg

?-9
Rupali Bisht

5No Title Name of the Principal
lnvestigator/Co
lnvestigator

Funds provided
(lNR in Lakhs)

Duration of
the project

1. NSAIDS preferred among
NVD - episiotomy Females
attending 0 & C Department

Dr Shaktibala Dutta
1.00 24 Months

Z, Comparing Eff icacy of
Teriparatide, Zolendronic
Acid and Alendronate with
BMD Recovery Trend in
Patients Treated for Bone
Qualitv Enhancement

Dr Nishit Palo
2.00 24 Months

3. Clinicoetiological Study of
DermatophVtes

Dr V.K. Carg 2.00 24 Months
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To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research f unding

Respected Mam,

We have received a request from your side for a

medical/dental research in various departments, We have
revert back after review committee's decision,

Date: 22l061?.02L

research grant to conduct
received your proposals and

S.No Name of the Proiect
Name of the PrinciPal

lnvestisator/Co !nvestigator

1
The Pattern of Arterial Supply of human Brain & its
Variations As Seen ln "Magnetic Resonance
Ansioeraphv of Brain" in North lndian population

Dr Nisha Kaul

2
lmmunomorphological pattern of regional lymphs
nodes and role of angiogenesis mast cells in oral
squamous cell carcinoma

Dr Shweta Chaudhary

3
Clinicoetiological Study of Sexually Transmitted
Disease in a TertiarV Care Hospital

Dr Sameer Mishra

4
Acute pain abdomen in the emergency department-
clinical characteristics and outcome, a prospective
observational studv.

Dr Manish Sabbarwal

5
Use of lnravenous-Cadolinilum-based Contrast Media
in Patients with Kidnev Disease

Dr Ashish Kr Shukla

5
lncreasing 0pportunities for Trainees of Santosh
Radiology Department to engage in Clobal Health
Radiologv: Radiology Training

Dr Sumit Kumar Ghosh

7
Spectrum of tECT abdomen findings in patients of
acute abdomen in a tertiarv care hosoital

Dr Sarthak Kesarwani

I Role of inflammatory markers in Prognosis of COVID -

19
Dr Ritu lain, Dr Rinku Garg

9
Assessment of psychopathology in Medical Students
using internet

Dr Ravindra Kumar Bansal

10
Prevalence of childhood depression and anxiety in
senior secondarV class students

Dr Brijesh Saran

11
Age Estimation by Radiographic Appearance of Root
Develooment of Mandibular Third Molar

Dr Vishwajeet Singh

Sarfgam Aggarwal
(Authorized Signatory)
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Date: 30/0tlZo??

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR 2,25,000 towards
following projects by your faculty.

S.No Name of the Project

Name of the
Prlncipal

lnvestigator/Co
!nvestigator

Funds
provided
(lNR in
Lakhs)

Duration
of the
project

L

The Pattern of Arterial Supply of
human Brain & its Variations As Seen
ln "Magnetic Resonance Angiography
of Brain" in North lndian oopulation

Dr Nisha Kaul 0.20 3 months

z

lmmunomorphological pattern of
regional lymphs nodes and role of
angiogenesis mast cells in oral
squamous cell carcinoma

Dr Shweta Chaudhary 0.20 3 months

3
Clinicoetiological Study of Sexually
Transmitted Disease in a Tertiary Care
Hospital

Dr Sameer Mishra 0.20 3 months

4

Acute pain abdomen in the emergency
department- clinical characteristics and
outcome, a prospective observational
studv.

Dr Manish Sabbarwal 0.20 3 months

5
Use of lnravenous-Gadolinilum-based
Contrast Media in Patients with Kidney
Disease

Dr Ashish Kr Shukla 0.30 3 months

6

lncreasing 0pportunities for Trainees
of Santosh Radiology Department to
engage in Global Health Radiology:
Radioloev Trainine

Dr Sumit Kumar Chosh 0.15 3 months

7
Spectrum of CECT abdomen findings in
patients of acute abdomen in a tertiary
care hospital

Dr Sarthak Kesarwani 0.1_5 3 months

I Role of inflammatory markers in
Prognosis of C0VID -19

Dr Ritu Jain, Dr Rinku
Garg

0.25 3 months

9
Assessment of psychopathology in
Medical Students using internet

Dr Ravindra Kumar
Bansal

0.20 3 months
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Age Estimation by Radiographic
Appearance of Root Development of

Prevalence of childhood depression
and anxiety in senior secondary class
students

Dr Brijesh Saran

Please share with me the full proposals within 30 days of receiving this letter. Further,

please submit a copy of final project report post completion as well as the
outcome/impact of the project.

Thank you and regards, ,/.aq
7u

Sangam Aggarwa!
(Authorized Signatory)

CC to:

1, Dr Nisha Kaul

2, Dr Shweta Chaudhary

3. Dr Sameer Mishra
4. Dr Manish Sabbarwal

5, Dr Ashish Kr shukta

6. Dr Sumit Kumar Chosh

7 , Dr Sarthak Kesarwani

8. Dr Ritu Jain, Dr Rinku Carg
9. Dr Ravindra Kumar Bansal

10.Dr Brijesh Saran
11,0r visnwajeet Singh
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Ref. No.:-SF/JUL/17/2021  
 

Research Grant Approval Letter 

Date:-17/07/2021

 
 

Dr. Srishti Aggarwal,  
Faculty 
Dermatology 
Santosh Medical College and Hospital 
Santosh Deemed to be University Ghaziabad, U.P. 
 
 
Dear Dr. Srishti Aggarwal, 
 
We are pleased to inform you that your application regarding approval of funding grant for the 
Research project titled “A comparative analysis of treatment response with tofacitinib, oral 

corticosteroids  and methotrexate in Alopecia areata.” for 3 months has been considered for 
funding grants by our Expert Committee after review. 
 
The above said project is hereby approved by the Competent Authority and sanctioned total amount 
of Rs.25,000/- (Twenty Five thousand). 

 
 
 

             Thank you and Regards 
 
 
 
 

 

(Authorized Signatory) 
CC to: 

1) Dean Research, Santosh University, Ghaziabad, UP 
2) Office copy 
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To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research f unding

Respected Mam,

We have received a request from your side for a

medical/dental research in various departments, We have
revert back after review committee's decision,

Date: 22l061?.02L

research grant to conduct
received your proposals and

S.No Name of the Proiect
Name of the PrinciPal

lnvestisator/Co !nvestigator

1
The Pattern of Arterial Supply of human Brain & its
Variations As Seen ln "Magnetic Resonance
Ansioeraphv of Brain" in North lndian population

Dr Nisha Kaul

2
lmmunomorphological pattern of regional lymphs
nodes and role of angiogenesis mast cells in oral
squamous cell carcinoma

Dr Shweta Chaudhary

3
Clinicoetiological Study of Sexually Transmitted
Disease in a TertiarV Care Hospital

Dr Sameer Mishra

4
Acute pain abdomen in the emergency department-
clinical characteristics and outcome, a prospective
observational studv.

Dr Manish Sabbarwal

5
Use of lnravenous-Cadolinilum-based Contrast Media
in Patients with Kidnev Disease

Dr Ashish Kr Shukla

5
lncreasing 0pportunities for Trainees of Santosh
Radiology Department to engage in Clobal Health
Radiologv: Radiology Training

Dr Sumit Kumar Ghosh

7
Spectrum of tECT abdomen findings in patients of
acute abdomen in a tertiarv care hosoital

Dr Sarthak Kesarwani

I Role of inflammatory markers in Prognosis of COVID -

19
Dr Ritu lain, Dr Rinku Garg

9
Assessment of psychopathology in Medical Students
using internet

Dr Ravindra Kumar Bansal

10
Prevalence of childhood depression and anxiety in
senior secondarV class students

Dr Brijesh Saran

11
Age Estimation by Radiographic Appearance of Root
Develooment of Mandibular Third Molar

Dr Vishwajeet Singh

Sarfgam Aggarwal
(Authorized Signatory)
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Date: 30/0tlZo??

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR 2,25,000 towards
following projects by your faculty.

S.No Name of the Project

Name of the
Prlncipal

lnvestigator/Co
!nvestigator

Funds
provided
(lNR in
Lakhs)

Duration
of the
project

L

The Pattern of Arterial Supply of
human Brain & its Variations As Seen
ln "Magnetic Resonance Angiography
of Brain" in North lndian oopulation

Dr Nisha Kaul 0.20 3 months

z

lmmunomorphological pattern of
regional lymphs nodes and role of
angiogenesis mast cells in oral
squamous cell carcinoma

Dr Shweta Chaudhary 0.20 3 months

3
Clinicoetiological Study of Sexually
Transmitted Disease in a Tertiary Care
Hospital

Dr Sameer Mishra 0.20 3 months

4

Acute pain abdomen in the emergency
department- clinical characteristics and
outcome, a prospective observational
studv.

Dr Manish Sabbarwal 0.20 3 months

5
Use of lnravenous-Gadolinilum-based
Contrast Media in Patients with Kidney
Disease

Dr Ashish Kr Shukla 0.30 3 months

6

lncreasing 0pportunities for Trainees
of Santosh Radiology Department to
engage in Global Health Radiology:
Radioloev Trainine

Dr Sumit Kumar Chosh 0.15 3 months

7
Spectrum of CECT abdomen findings in
patients of acute abdomen in a tertiary
care hospital

Dr Sarthak Kesarwani 0.1_5 3 months

I Role of inflammatory markers in
Prognosis of C0VID -19

Dr Ritu Jain, Dr Rinku
Garg

0.25 3 months

9
Assessment of psychopathology in
Medical Students using internet

Dr Ravindra Kumar
Bansal

0.20 3 months
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Age Estimation by Radiographic
Appearance of Root Development of

Prevalence of childhood depression
and anxiety in senior secondary class
students

Dr Brijesh Saran

Please share with me the full proposals within 30 days of receiving this letter. Further,

please submit a copy of final project report post completion as well as the
outcome/impact of the project.

Thank you and regards, ,/.aq
7u

Sangam Aggarwa!
(Authorized Signatory)

CC to:

1, Dr Nisha Kaul

2, Dr Shweta Chaudhary

3. Dr Sameer Mishra
4. Dr Manish Sabbarwal

5, Dr Ashish Kr shukta

6. Dr Sumit Kumar Chosh

7 , Dr Sarthak Kesarwani

8. Dr Ritu Jain, Dr Rinku Carg
9. Dr Ravindra Kumar Bansal

10.Dr Brijesh Saran
11,0r visnwajeet Singh
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Date: 12107120?1,

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request from your side for a research grant to conduct
medical/dental research in various departments, We have received your proposals and

revert back after review committee's decision.

S.No Name of the Proiect, Clinical Trial, Endowment, Chairs Name of the Principal
lnvestigatorrCo Investigatol

1 Fixed dexmedetomidine infusion versus f ixed-dose midazolam
bolus as primary sedative f or maintaining intra-procedural
sedation during endobronchial ultrasound-guided
transbronchial needle aspiration: a double blind randomized
controlled trial

Dr Suveer Sharma

? lnfluence of epidural ropivacaine with or without
dexmedetomidine on postoperative analgesia and patient
satisfaction after thoraco-lumbar spine instrumentation: a

randomized, comparative, and double-blind study

Dr Mahima Lakhanpal

3 A retrospective cohort study to investigate the effect of
smoking on rates of progressive visual field (VF) damage over
time in glaucoma

Dr Priya Singh

4 A study to check the reliability of human dental pulp for
identification of gender using Barr bodies.

Dr Shobroze Tantray

5 The effect of Neonicotinoid on Chick Embryos and its
development

Dr. Yogesh Yadav

6 An invirto study was to evaluate the accuracy of the apex
locator in the presence of different irrigating solutions

Dr Avdesh Sharma

7 A randomised controlled trial to assess the efficacy of holistic
approaches (naturopathy and yoga) alone as well as in
combination with pharmacological therapy in the treatment of
chronic orofacial pain of non-odontogenic origin

Dr Swati Verma, Dr Priyanka Bhushan

8 A prospective, cluster-randomized, examiner-masked, 3-arm
trial to evaluate the efficacy of time outdoors per school day
over 2 years on myopia onset and shift.

Dr Sarita Agrawal

.J.J)\l$d-/
'viblav Bhatt

(Authorized Si gnatory)

u
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Date: 30/0L120?Z

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Approval for research funding

Respected Mam,

I am pleased to inform you I am ready to provide you a grant of INR 5,00,000 towards
following projects by your faculty

S.No Name of the Project
Clinical Trial, Endowment,
Chairs

Name of the
Prlnclpal
lnvestigatorrCo
lnvestitator

Department
Principal
lnvestigator,
lnvestigator

of

Co

Funds
provided
(lNR in
takhs)

Duration of
the proiect

1 Fixed dexmedetomidine
infusion versus fixed-dose
midazolam bolus as primary
sedative for maintaining
intra-procedural sedation
during endobronchial
u ltrasou nd -gu ided
transbronchial needle
aspiration: a double blind
randomized controlled trial

Dr Suveer Sharma Faculty of Medicine 0.40 6 Months

z lnfluence of epidural
ropivacaine with or without
dexmedetomidine on
postoperative analgesia and
patient satisfaction after
thoraco-lumbar spine
instrumentation: a

randomized, comparative,
and double-blind studV

Dr Mahima Lakhanpal Faculty of Medicine 0.30 5 Months

3 A retrospective cohort study
to investi8ate the effect of
smoking on rates of
progressive visual field (VF)
damage over time in
elaucoma

Dr Priya Singh Faculty of Medicine 0"40 6 Months

4 A study to check the
reliability of human dental
pu lp f or identif ication of
gender usinR Barr bodies.

Dr Shobroze Tantray Faculty of Dentistry o.70 6 Months

5 The effect of Neonicotinoid
on Chick Embryos and its
development

Dr. Yogesh Yadav Faculty of medicine o.70 6 Months

6 An invirto study was to
evaluate the accuracy of the
apex locator in the presence
of diff erent irrigating
solutions

Dr Avdesh Sharma Faculty of Dentistry 0.85 12 months
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7 A randomised controlled trial
to assess the efficacy of
holistic approaches
(naturopathy and yoga) alone
as well as in combination
with pharmacological
therapy in the treatment of
chronic orofacial pain of non-
odontosenic oriein

Dr Swati Verma, Dr
Priyanka Bhushan

Faculty of Dentistry 1.3s 24 months

8 A prospective, cluster-
randomized, examiner-
masked, 3-arm trial to
evaluate the efficacy of time
outdoors per school day over
2 years on myopia onset and
shift.

Dr Sarita Agrawal Faculty of Medicine 0.30 3 months

Please share with me the f ull proposals within 30 days of receiving this letter. Further,
please submit a copy of final project report post completion as well as the
outcome/impact of the project.

Thank you and regards,

CC to:

1. Dr Suveer Sharma
Z. Dr Mahima Lakhanpal
3. Dr Priya Singh
4. Dr Shobroze Tantray
5. Dr. Yogesh Yadav
6. Dr Avdesh Sharma
7, Dr Swati Verma, Dr Priyanka Bhushan
8. Dr Sarita Agrawal

(uhl Y
(Authorized Signatory)
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Clinical Trial Details (PDF Generation Date :- Tue, 28 Mar 2023 10:26:03 GMT)
 

CTRI Number CTRI/2021/05/033791 [Registered on: 25/05/2021] - Trial Registered Prospectively

Last Modified On 26/04/2022

Post Graduate Thesis No

Type of Trial Interventional

Type of Study Drug

Study Design Randomized, Parallel Group, Active Controlled Trial

Public Title of Study A Clinical Trial Evaluating Niclosamide for the Treatment of Covid-19 Disease.

Scientific Title of
Study

A Multicentric Phase II Randomized Open Label Clinical Study to Evaluate Efficacy Safety and
Tolerability of Niclosamide for the Treatment of Hospitalized Corona Virus Disease (COVID-19)
Patients

Secondary IDs if Any Secondary ID Identifier

ICS/LAX/2020-006 Version 3.0 Dated 28 Mar
2021

Protocol Number

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512, Clinical Trial
Division, Clinical Operations Department, Best Sky Tower, Netaji
Subhash Place, Pitampura North West Delhi, India Not Applicable
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512, Clinical Trial
Division, Clinical Operations Department, Best Sky Tower, Netaji
Subhash Place, Pitampura North West Delhi, India Not Applicable
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512, Clinical Trial
Division, Clinical Operations Department, Best Sky Tower, Netaji
Subhash Place, Pitampura North West Delhi, India Not Applicable
North West
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DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Laxai Life Sciences Pvt. Ltd. Third Floor, Ventureast Plaza, Plot # 40 & 41, Road No. 02,
Financial District, Nanakramguda, Ranga Reddy District, Telangana 500032 India

Primary Sponsor Primary Sponsor Details

Name Laxai Life Sciences Pvt Ltd

Address Third Floor, Ventureast Plaza, Plot # 40 & 41, Road No. 02, Financial
District, Nanakramguda, Ranga Reddy District, Telangana 500032
India

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

Council Of Scientific And Industrial Research
Indian Institute Of Chemical Technology
CSIRIICT

Uppal Road, IICT Colony, Tamaka, Hyderabad,
Telangana 500007

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr A Thumjaa Aarupadai Veedu
Medical College and
Hospital

Ground Floor,
Department of
Paediatrics, Aarupadai
Veedu Medical College
and Hospital,
Kirumampakkam,
Puducherry- 607403
Pondicherry
PONDICHERRY

914132615246

thumjaa@gmail.com

Dr B L Shashi Bhushan Bangalore Medical
College and Research
Institute

Room No 50 B Block
Department of
Pulmonary Medicine
Victoria Hospital Fort
KR Road
Bangalore
KARNATAKA

080-26701150

ShashiBhushanBL@Ya
hoo.com

Dr Aneesh Raj Noorul Islam Institute of
Medical Science
(NIMS) and Research
Foundation

Covid Care Center,
Aush Block , NIMS
Medicity, Aralummoodu
P.O. Neyyattinkara,
Trivandrum,
Kerala-695123
Thiruvananthapuram
KERALA

04712222115

draneeshraj@gmail.co
m

Dr Pravin Soni PCMCs PGI Yashwant
Rao Chavan Memorial
Hospital

Covid Blocks 64A
Ground Floor and 111
First Floor PCMCs PGI
Yashwant Rao Chavan
Memorial Hospital Sant
Tukaram Nagar, Pimpri,
Pune 411018
Pune

020-67332200
020-67332200
DrPravinSoni18@Gmail
.com
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MAHARASHTRA

Dr Vijaykumar Barge RCSM Government
Medical College and
CPR Hospital

Room 01, Department
of Medicine, Dasara
Chowk, Bhausingji
Road, Town Hall,
Kolhapur 416012
Kolhapur
MAHARASHTRA

0231-2644233
0231-2644233
DrVijayBarge12@Gmail
.com

Dr Ashok Kumar Santosh Medical
College Hospital

First Floor, Department
of General Medicine,
Santosh Medical
College Hospital #1,
Ambedkar Road
Ghaziabad, UTTAR
PRADESH Ghaziabad
UTTAR PRADESH
Ghaziabad
UTTAR PRADESH

0120-2741141
0120-2741141
SMCHGZB@Gmail.co
m

Dr Vishal Gupta SMS Medical College &
Attached Hospital

Room # 04, PRT Wing,
Dhanwantri Block, SMS
Medical College &
Attached Hospital
Jaipur
RAJASTHAN

020-67332222

DrVishalGuptaMD@Re
diffmail.com

Dr Changalva
Premdeep

Vijaya Super Speciality
Hospital

Ground Floor, Room
No. 7 Department of
Pulmonology, Vijaya
Super Speciality
Hospital, 16-II/41 A
Raghava Cine Complex
Road, Pogathota,
Nellore, Andhra
Pradesh-524001, India
Nellore
ANDHRA PRADESH

08612321828

dr.premdeep88@gmail.
com

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Ethics Committee of
Bangalore Medical
College & Research
Institute

Approved 18/06/2021 No

Ethics Committee SMS
Medical College Jaipur

Approved 14/07/2021 No

Institutional Ethics
Committee,
Yashwantrao Chavan
Memorial Hospital,
Pimpri, Pune,
Maharashtra

Approved 14/07/2021 No

Institutional Human
Ethical Committee
Aarupadai Veedu
Medical College and
Hospital

Approved 11/11/2021 No

NIMS IEC Approved 12/10/2021 No

Rajarshee Chhatarpati
Shahu Maharaj Govt
Medical College and

Approved 14/07/2021 No
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Chhatarpati Pramila
Raje Hospital, Kolhapur
Institutional Ethics
Committee 2

Society for Academic,
Scientific &
Translational Research
Advancement

Approved 20/05/2021 Yes

Society for Academic,
Scientific &
Translational Research
Advancement

Approved 20/05/2021 Yes

Vijaya Ethics
Committee

Approved 17/01/2022 No

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 20/04/2021

Health Condition /
Problems Studied

Health Type Condition

Patients Coronavirus as the cause of diseases classified
elsewhere

Patients Other specified respiratory disorders

Intervention /
Comparator Agent

Type Name Details

Intervention Niclosamide 2000 mg orally
Plus Standard of Care

Niclosamide 2000 mg orally
Plus Standard of Care
Treatment Duration for 07 Days

Comparator Agent Standard Of Care Standard Of Care

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 65.00 Year(s)

Gender Both

Details Male & female (non-pregnant, non-lactating, post-menopausal,
surgically sterilized, or practicing a reliable <br/> method of birth
control during the duration of the study) patients with ages ranging
from 18 to 65 years (both inclusive).<br/> <br/> Clinically stable
condition for at least 6 months before enrollment.<br/> <br/>
Confirmed diagnosis of moderate COVID-19 symptoms
demonstrated by:<br/> <br/> Positivity in RT-PCR 2019-nCov test on
respiratory tract (nasopharyngeal / oropharyngeal) specimens.<br/>
<br/> Presence of dyspnea and/or hypoxia, fever, cough, including
SpO2 < 93% (range 90-93%) on room air, Respiratory Rate > 24 and
< 30 breaths per minute. Patients with SpO2 < 90% to be excluded
from the study.<br/> <br/> Signs of pneumonia (lung injury/lung
involvement) confirmed by Chest X-Ray at the time of study
entry.<br/> <br/> Disease severity score between Grade 4 to 5 on
the WHO 9-point ordinal scale & patient requires <br/>
hospitalization for management of the disease. <br/> <br/> Within 7
days from symptom onset or within 72 hours of laboratory diagnosis
of SARS-CoV2 via RT-PCR test.<br/> <br/> Able to take oral tablets
at the time of study entry and agree not to participate in any other
study for <br/> duration of participation in this study. <br/> <br/>
Willing to sign voluntary informed consent for participation in the
study and willing to adhere to all protocol procedures. In case the
subject is unable to provide informed consent then the same should
be obtained from a legally acceptable representative (LAR).<br/>

Exclusion Criteria Exclusion Criteria

Details Subjects will be excluded from the study for any of the following
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reasons:

Subjects with known allergy or hypersensitivity to Niclosamide or any
of its components.

Patients who have previously had a disease severity score of 6 or 7
on the WHO 9-point ordinal scale.

Evidence of severe or critical illness, defined by at least 1 of the
following:

Respiratory failure requiring at least 1 of the following:

Endotracheal intubation and mechanical ventilation, oxygen
delivered by high flow nasal cannula

Extracorporeal membrane oxygenation (ECMO) or clinical diagnosis
of respiratory failure

Shock (defined by systolic blood pressure (BP) 5times ULN].

Subjects with oxygen saturation (SpO2) ?90%.

Respiration Rate ?30 breaths per minute at the time of enrolment.

History of refractory nausea, vomiting, or chronic gastrointestinal
disorders, inability to swallow the study drug, or having undergone
extensive bowel resection which may affect adequate absorption of
study medications.

Inability to swallow tablets (administration via nasogastric tube is
permitted in patients who become unable to swallow after starting
the study drug).

Patients who require IL-6 inhibitors for management of inflammation
at the time of study entry.

Female subjects who are pregnant or involved in breastfeeding.

Subject was using adrenocorticosteroids (except topical or inhaled
preparations) or immunosuppressive or immunomodulatory drugs
(e.g., immunosuppressants, anticancer drugs, interleukins,
interleukin antagonists, or interleukin receptor blockers) within one
week prior to study entry.

Subject has a serious chronic disease (e.g., human
immunodeficiency virus (HIV), hepatitis B virus or hepatitis C virus,
cancer requiring chemotherapy within the preceding 6 months,
unstable cardiac, pulmonary, neurologic, vascular, or endocrinologic
disease states requiring medication dose adjustments within the last
30 days.

Has a history of alcohol or drug abuse in the previous 6 months.

Subject has a psychiatric disease that is not well controlled where
controlled is defined as stable on a regimen for more than one year.

Subject already treated with another COVID 19 therapy but has
relapsed with a positive diagnosis.

Hospital discharge is anticipated in ?24 hours.
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Anticipated transfer to another hospital which is not a study site
within 72 hours.

Participated in any other clinical trial or taken an investigational drug
within 1 month.

Method of Generating
Random Sequence

Computer generated randomization

Method of
Concealment

Pre-numbered or coded identical Containers

Blinding/Masking Open Label

Primary Outcome Outcome Timepoints

Time to Clinical Improvement of 2-points on
WHO 8-Point Ordinal Scale

Baseline, Day 03, Day 05, Day 07, Day 14, Day
21

Secondary Outcome Outcome Timepoints

Secondary outcome measures for this study will
include:
Time to respiratory viral clearance

Improvement in lung injury on Chest X-Ray

Other outcome measures for this study will
include:
All-cause mortality

Time frame : 3, 7, 10, 14 days

Time frame: Baseline, 14, 21 days

Time frame: 21 days

Target Sample Size Total Sample Size=96
Sample Size from India=96
Final Enrollment numbers achieved (Total)=Applicable only for Completed/Terminated trials
Final Enrollment numbers achieved (India)=Applicable only for Completed/Terminated trials

Phase of Trial Phase 2

Date of First
Enrollment (India)

01/06/2021

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=0
Months=6
Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Closed to Recruitment of Participants

Publication Details NIL

Brief Summary This is a Phase II, Randomized, Multi-centric, Open Label clinical study to evaluate the efficacy,
safety & tolerability of Niclosamide when used alongside Standard of Care (SOC) for the treatment
of hospitalized patients with coronavirus disease (COVID-19).

The proposed study is a two phase clinical study wherein first phase, i.e, Treatment Phase will began
when either a male or female (non-pregnant, non-lactating) patients between 18 to 65 years (both
inclusive) with clinically confirmed & documented diagnosis of moderate coronavirus disease
(COVID-19) with severity rating of Grade 4 or Grade 5 at the time of study entry as per WHO ordinal
score and who require hospitalization for management of the disease will be screened and enrolled
for participation in the study as per study protocol.
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The treatment period with investigational product in test group will be 7 days. It is however
necessary that all patients in either test or control groups be allowed to take concomitant SOC as
per the prescribed schedule for entire duration of the study, as applicable. Follow-up Phase shall
begin from EOT (Day 8) and will continue for another 2 weeks for each patient. During Follow-up
Phase, all patients in both test and/or control groups will take SOC as advised per individual
treatment plan and will be asked to monitor signs & symptoms of disease, status of clinical recovery
and adverse events, if any.     

Powered by TCPDF (www.tcpdf.org)
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INSIGNIA CLINICAL SERVICES PVT LTD (from 1-Apr-22)

SANTOSH HOSPITAL( ASHOK KUMAR)
Ledger Account

1-Apr-22 to 4-Mar-24

Page 1

Date Particulars CreditDebitVch No.Vch Type

1-Apr-22 Dr Opening Balance 2,62,125.00

19-Apr-22 Cr STATE BANK OF INDIA 1,25,190.0074Payment

21-Apr-22 Cr STATE BANK OF INDIA 1,12,500.0082Payment

Dr STATE BANK OF INDIA 1,12,500.007Receipt

29-Apr-22 Cr STATE BANK OF INDIA 1,12,500.00107Payment

2-May-22 Cr STATE BANK OF INDIA 11,138.00139Payment

PAYMENT MADE 30 PERCENT 
AGAINST INVOICE OF AMOUNT 
RS 37125

3-Feb-23 Dr (as per details) 1,94,400.00431Journal
Ec Fees ( Hypertension) 2,16,000.00 Dr
TDS PAYABLE U/S 94J 21,600.00 Cr

01001 TO 01082

19-Mar-23 Cr STATE BANK OF INDIA 1,36,080.001410Payment

5,69,025.004,97,408.00
Cr Closing Balance 71,617.00

5,69,025.005,69,025.00
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INSIGNIA CLINICAL SERVICES PVT LTD (from 1-Apr-22)

Santosh Hospital Ghazibad
Ledger Account

1-Apr-22 to 4-Mar-24

Page 1

Date Particulars CreditDebitVch No.Vch Type

1-Apr-22 Dr Opening Balance 8,39,347.00

2-May-22 Cr STATE BANK OF INDIA 66,217.00138Payment

30 PERCENT PAYMENT 
NICLOSAMIDE

6-Jun-22 Cr STATE BANK OF INDIA 1,10,472.00259Payment

30% payment colcochine

3-Feb-23 Dr (as per details) 7,24,797.00432Journal
Ec Fees ( Hypertension) 8,05,330.00 Dr
TDS PAYABLE U/S 94J 80,533.00 Cr

01001 TO 01082

19-Mar-23 Cr STATE BANK OF INDIA 2,50,000.001408Payment

Cr STATE BANK OF INDIA 2,50,000.001409Payment

15,64,144.006,76,689.00
Cr Closing Balance 8,87,455.00

15,64,144.0015,64,144.00
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Clinical Trial Details (PDF Generation Date :- Tue, 28 Mar 2023 10:25:32 GMT)
 

CTRI Number CTRI/2021/04/032555 [Registered on: 06/04/2021] - Trial Registered Prospectively

Last Modified On 26/10/2022

Post Graduate Thesis No

Type of Trial Interventional

Type of Study Drug

Study Design Randomized, Parallel Group Trial

Public Title of Study A Clinical Trial to Assess the Efficacy, Safety and tolerability of Colchicine for Covid-19 Disease
Treatment in Indian Patients.

Scientific Title of
Study

A prospective, pilot, clinical trial to evaluate the efficacy and safety of Colchicine for improvement of
clinical outcomes during Coronavirus (COVID-19) disease treatment in high-risk Indian patients.

Secondary IDs if Any Secondary ID Identifier

ICS/LAX/2021-001 Version 1.0 Dated 18 Jan
2021

Protocol Number

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512,Clinical Trial Division,
Clinical Operations Department, Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512,Clinical Trial Division,
Clinical Operations Department, Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512,Clinical Trial Division,
Clinical Operations Department, Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India
North West
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DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Laxai Life Sciences Pvt Ltd Third Floor, Ventureast Plaza, Plot # 40 & 41, Road No. 2, Financial
District, Nanakramguda, Ranga Reddy District, Telangana 500032 India

Primary Sponsor Primary Sponsor Details

Name Laxai Life Sciences Pvt Ltd

Address Third Floor, Ventureast Plaza, Plot No. 40 and 41, Road No.2,
Financial District, Nanakramguda, Ranga Reddy District, Telangana
- 500032 India

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

Council Of Scientific And Industrial
ResearchIndian Institute Of Chemical
Technology CSIRIICT

Uppal Rd, IICT Colony, Tarnaka, Hyderabad,
Telangana 500007

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr R N Sechassayana Aarupadai Veedu
Medical College and
Hospital

Ground Floor,
Department of
Paediatrics, Aarupadai
Veedu Medical College
and Hospital,
Kirumampakkam,
Puducherry- 607403
Pondicherry
PONDICHERRY

914132615246

narayanassamyseshas
sayanan28@gmail.com

Dr B L Shashi Bhushan Bangalore Medical
College and Research
Institute

Room No 50 B Block
Department of
Pulmonary Medicine
Victoria Hospital Fort
KR Road
Bangalore
KARNATAKA

080-26701150

ShashiBhushanBL@Ya
hoo.com

Dr Sushila Kataria Medanta - The Medicity Department of Internal
Medicine Division
Internal Medicine Room
No 30 Sector - 38,
Gurgaon, Haryana
122001 India
Gurgaon
HARYANA

0124-4141414
0124-4834111
Mukul.Manchanda@Me
danta.org

Dr Aneesh Raj Noorul Islam Institute of
Medical Science
(NIMS) and Research
Foundation

Covid Care Center,
Aush Block , NIMS
Medicity, Aralummoodu
P.O. Neyyattinkara,
Trivandrum-695123
Thiruvananthapuram
KERALA

04712222115

draneeshraj@gmail.co
m
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Dr Pravin Nagulal Soni PCMC PGI
Yashwantrao Chavan
Memorial Hospital

Room 01 Third Floor
Department of Medicine
PCMC PGI
Yashwantrao Chavan
Memorial Hospital Sant
Tukaran Nagar
Vallabhnagar Pimpri
Pune
Pune
MAHARASHTRA

020-67332222

DrPravinSoni18@Gmail
.com

Dr Vijaykumar Barge RCSM Government
Medical College and
CPR Hospital

Room 01, Department
of Medicine, Dasara
Chowk, Bhausingji
Road, Town Hall,
Kolhapur 416012
Kolhapur
MAHARASHTRA

0231-2644233
0231-2644233
DrVijayBarge12@Gmail
.com

Dr Shivani Bansal Santosh Medical
College Hospital

Fifth Floor, Covid Ward,
Santosh Medical
College Hospital#1,
Ambedkar Road
Ghaziabad, UTTAR
PRADESH
Ghaziabad
UTTAR PRADESH

0120-2741141
0120-2741141
smchgzb@gmail.com

Dr Vishal Gupta SMS Medical College &
Attached Hospital

Room # 04, PRT Wing,
Dhanwantri Block, SMS
Medical College &
Attached Hospital
Jaipur
RAJASTHAN

0141-2518370

DrVishalGuptaMD@Re
diffmail.com

Dr Changalva
Premdeep

Vijaya Super Speciality
Hospital

Ground Floor, Room
No. 7 Department of
Pulmonology, Vijaya
Super Speciality
Hospital, 16-II/41 A
Raghava Cine Complex
Road, Pogathota,
Nellore,-524001
Nellore
ANDHRA PRADESH

08612321828

dr.premdeep88@gmail.
com

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Ethics Committee for
Human Research

Submittted/Under
Review

No Date Specified No

Ethics Committee of
Bangalore Medical
College & Research
Institute

Approved 18/06/2021 No

Ethics Committee SMS
Medical College Jaipur

Approved 14/07/2021 No

Institutional Ethical
Committee Vinayaka
Missions Medical
College

Approved 11/11/2021 No

Institutional Ethics
Committee Vinayaka
Missions Kirupananda

Approved 11/11/2021 No
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Variyar Medical College
and Hospitals

Institutional Ethics
Committee, Govt.
Medical College Govt.
General Hospital

Approved 23/06/2021 No

Institutional Human
Ethical Committee
Aarupadai Veedu
Medical College and
Hospital

Approved 11/11/2021 No

Medanta Institutional
Ethics Committee

Approved 15/06/2021 No

NIMS IEC Approved 12/10/2021 No

PGMCs PGI YCMH
Ethics Committee

Approved 04/05/2021 No

Rajarshee Chhatarpati
Shahu Maharaj Govt
Medical College and
Chhatarpati Pramila
Raje Hospital, Kolhapur
Institutional Ethics
Committee 2

Approved 14/07/2021 No

Society for Academic,
Scientific &
Translational Research
Advancement

Approved 31/03/2021 Yes

Vijaya Ethics
Committee

Approved 17/01/2022 No

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 05/02/2021

Health Condition /
Problems Studied

Health Type Condition

Patients Coronavirus as the cause of diseases classified
elsewhere

Patients Other specified respiratory disorders

Intervention /
Comparator Agent

Type Name Details

Intervention Colchicine 0.5mg tablets plus
Standard of Care

Colchicine 0.5mg tablets plus
Standard of Care Dose 0.5 mg,
Frequency BID, Route of
Administration Oral, Duration of
Therapy 28 Days

Comparator Agent Standard of Care Standard of Care

Inclusion Criteria Inclusion Criteria

Age From 40.00 Year(s)

Age To 65.00 Year(s)

Gender Both

Details Subjects meeting all the following criteria will be included in the
study:<br/> <br/> 1.Male & Female patients with age ranging from 40
to 65 years (both inclusive)& female (non-pregnant, non-lactating,
post-menopausal, surgically sterilized or practicing a reliable method
of birth control during the duration of study) <br/> <br/> 2.Clinically
stable condition for at least 6 months before enrollment.<br/> <br/>
3.Confirmed diagnosis of at least moderate COVID-19 symptoms
demonstrated by:<br/> a.Positivity in RT-PCR 2019-nCov test on
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respiratory tract (nasopharyngeal / oropharyngeal) specimens.<br/>
b.Presence of clinical features of dyspnea and/or hypoxia, fever,
cough, including SpO2 < 94% (range 90-94%) on room air,
Respiratory Rate > 24 and < 30 breaths per minute.<br/> <br/>
4.Significant COVID-19 symptoms, and judged by the treating doctor
to be at high risk of progression to severe category due to presence
of any of the following:<br/> a.Having at least one of the high-risk
criteria, i.e, obesity (BMI ? 30 kg/m2), diabetes mellitus, uncontrolled
hypertension (diastolic blood pressure > 90 mm Hg systolic blood
pressure ?150 mm Hg), known respiratory disease (including asthma
or chronic obstructive pulmonary disease), known heart failure,
known coronary disease;<br/> b.Demonstrating signs of cardiac
injury due to Elevated troponin level, <br/> <br/> 5.Patients who
require hospitalization for control of disease at the time of study
entry. <br/> <br/> 6.Within 7 days from symptom onset or within 48
hours of laboratory diagnosis of SARS- CoV2.<br/> <br/> 7.Able to
take oral tablets and agreeing not to participate in any other study for
duration of participation in this study. <br/> <br/> 8.Willing to sign
voluntary informed consent for participation in the study and willing to
adhere to all protocol procedures. In case the subject is unable to
provide informed consent than the same should be obtained from
legally acceptable representative (LAR).<br/>

Exclusion Criteria Exclusion Criteria

Details 1.History of present illness (will be based on treating physician’s
opinion)

a.Neurological and neurodevelopmental disorders.
b.Congenital heart disease
c.Severe heart disease or a history of clinically significant
arrhythmias which may affect participants safety (According to the
ECG or medical history). Corrected QT interval of 450 milliseconds
or higher (according to the Bazett formula) on a 12 lead surface ECG
/ Abnormal ECG (to eliminate concerns that a potential interaction
between colchicine and hydroxychloroquine could lead to excess QT
prolongation)

2.Requirement of oxygen supplementation greater than 8L nasal
cannula at the time of enrollment.

3.Treating physician clinical judgement that the patient will require
mechanical respiratory support within 24 hours.

4. Patient currently in Septic shock or with hemodynamic instability
requiring vasopressors.

5.History of cirrhosis.

6.A subject undergoing hemodialysis.

7.Severe gastrointestinal failure, severe gastrointestinal disorders, or
stomach ulcer.

8.Patient is currently taking colchicine for other indications (gout or
Familial Mediterranean Fever).

9.Patient with inflammatory bowel disease (Crohns disease or
ulcerative colitis), chronic diarrhea or malabsorption

10.Severe Hepatic Insufficiency (ALT or AST greater than 5 times
ULN) or Renal Failure (eGFR using the MDRD equation for all
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subjects less than 30 mL per min).

11.Patient received Remdesivir, Sarilumab, Tocilizumab, Lopinavir,
Ritonavir or other immunomodulator given for COVID-19 treatment
prior to study entry.

12.Patient is on (and cannot discontinue) a strong CYP3A4 inhibitor
(e.g. clarithromycin, indinavir, itraconazole, ketoconazole,
nefazodone, nelfinavir, ritonavir, saquinavir, telithromycin,
atazanavir), a moderate CYP3A4 inhibitor (e.g. diltiazem, verapamil,
fluconazole, amprenavir, aprepitant, fosamprenavir) or a Pgp
Inhibitor (e.g. cyclosporine, ranolazine).

13.Patients who may require IL 6 inhibitors as per clinical judgment
of the investigator for management of inflammation at the time of
study entry.

14. Pregnant or lactating women women of a childbearing age with a
positive pregnancy test

Method of Generating
Random Sequence

Computer generated randomization

Method of
Concealment

Pre-numbered or coded identical Containers

Blinding/Masking Not Applicable

Primary Outcome Outcome Timepoints

Time to clinical improvement of 2-points on WHO
8-point ordinal scale

28 days (4 weeks)

Secondary Outcome Outcome Timepoints

Improvement in cardiac & biochemical
inflammatory markers

28 days

Time to discharge from hospital 28 days

Rate of viral clearance 28 days

Patients requiring auxiliary oxygen therapy
(non-invasive/invasive) & time on auxiliary
oxygen therapy.

28 days

All-cause mortality. 28 days

Adverse events (Serious, Expected/Unexpected,
Related/Non-Related).

28 days

Target Sample Size Total Sample Size=84
Sample Size from India=84
Final Enrollment numbers achieved (Total)=Applicable only for Completed/Terminated trials
Final Enrollment numbers achieved (India)=Applicable only for Completed/Terminated trials

Phase of Trial Phase 2

Date of First
Enrollment (India)

07/04/2021

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=0
Months=6
Days=0
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Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Closed to Recruitment of Participants

Publication Details NIL

Brief Summary

This is a Pilot Phase II, randomized, open label, prospective, comparative, two-arm, multi-center clinical study to evaluate the efficacy and safety of Colchicine for improvement of overall clinical outcomes when added to Standard of Care (SOC)

treatment in high-risk Indian patients suffering with coronavirus (COVID-19) disease.

The proposed study is a two phase clinical study wherein first phase is Treatment Phase of 28 days followed by Follow-up Phase of 14 days. High risk patients with clinically confirmed & documented diagnosis of moderate coronavirus disease

(COVID-19) as per MOH Criteria who require hospitalization for management of the disease, i.e.,

 •  Confirmed diagnosis of COVID-19 demonstrated by positivity in RT-PCR 2019-nCov test on respiratory tract (nasopharyngeal / oropharyngeal) specimens.

•        Presence of clinical features of dyspnea and/or hypoxia, fever, cough, including SpO2 < 94% (range 90-94%) on room air, Respiratory Rate > 24 and < 30 breaths per minute

•        Age above 40 to 65 years (both inclusive).

•        Having at least one of the high-risk criteria, i.e, obesity (BMI ? 30 kg/m2), diabetes mellitus, uncontrolled hypertension (diastolic blood pressure > 90 mm Hg & systolic blood pressure ?150 mm Hg), known respiratory disease (including

asthma or chronic obstructive pulmonary disease), known heart failure, known coronary disease.

will be screened and enrolled for participation in the study as per study protocol.

The treatment period with investigational product in test group will be 28 days from the day of first dose. It is however necessary that all patients in either test or control groups be allowed to take concomitant SOC as per the prescribed schedule

for entire duration of the study, as applicable.
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INSIGNIA CLINICAL SERVICES PVT LTD (from 1-Apr-22)

Sundry Creditors
Group Summary

1-Apr-23 to 4-Mar-24

Page 1

Closing Balance
CreditDebit

SANTOSH HOSPITAL( ASHOK KUMAR) 71,617.00
SANTOSH HOSPITAL ( DR SHIVANI BANSAL ) 44,100.00
Santosh Hospital Ghazibad 8,87,455.00

G r a n d  T o t a l 10,03,172.00
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TO WHOM IT MAY CONCERN 
 

 
This is to certify that we Insignia Clinical Services Pvt. Ltd. hold MOU dated 19 Oct. 2020 with Santosh Deemed to be University, Ghaziabad for conduct of 
human clinical trials at  their facility, i.e, Santosh Medical College & Hospital, Ghaziabad. 

In accordance with the aforesaid MOU, we are performing clinical trials of different therapeutic indications at Santosh Medical College & Hospital, 
Ghaziabad. The honorarium for clinical trial payments for the above studies are being made to research account of Santosh Deemed to be University, 
Ghaziabad as per the invoices / clinical trial agreements. 

               
 1st Payment 

Milestone 
2nd Payment 

Milestone 
3rd Payment 

Milestone 
S.No Protocol 

No. 
Study Title Principal 

Investigator 
Site Final 

Invoice 
Amount 
in lakhs 

Final 
Invoice 
Amount 

(PI 
Grant) 

Site PI Site PI Site PI 

 
1 

 
ICS/SYN
/2021-
001 

A phase iii, 
multicentric, 
randomized, double 
blind, parallel group, 
comparative, clinical 
study to evaluate the 
efficacy and safety of 
bilastine tablets 40 mg 
for the treatemnt of 
chronic spontaneous 
urticaria. 

 
Dr. V K Garg 

Santosh 
Deemed to be 

University 

1.469  Complete payment has been released for both PI 
(50% of the patient consultation) and Site (Santosh 
Medical College, Santosh Deemed to be University 

 
2 

 
ICS/LAX
/2020-
006 

“A multicentric, phase 

ii, randomized, open 
label clinical study to 
evaluate efficacy, 
safety and tolerability 

 
Dr. Ashok 

Kumar 
 
 

Santosh Deemed 
to be University 

2.4525 41,250 66,217 
(30%)        
2 May 
2022  

11,138 
(30%)  
2 May 
2022 

30% 
after 

completi
on of 

CRF and 

30% 
after 

completi
on of 

CRF and 

40% 
after 

Closeout 

40% 
after 

Closeout 
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of niclosamide for the 
treatment of 
hospitalized corona 
virus disease (covid-
19) patients 

 resolutio
n of 

queries 

resolutio
n of 

queries 

 
3 

 
ICS/LAX
/2021-
001 

A prospective, pilot, 
clinical trial to evaluate 
the efficacy and safety 
of colchicine for 
improvement of 
clinical outcomes 
during coronavirus 
(covid-19) disease 
treatment  in high-risk 
indian patients”. 

 
Dr. Shivani 

Bansal 

Santosh Deemed 
to be University 

4.09157 70,000 1,10,472 
06 Jun 
2022 

18,900 
06 jun 
2022 

30% 
after 

completi
on of 

CRF and 
resolutio

n of 
queries 

30% 
after 

completi
on of 

CRF and 
resolutio

n of 
queries 

40% 
after 

Closeout 

40% 
after 

Closeout 

 
4 

 
ICS/LAB
/2021-
004 

An observational, 
Prescriber based, 
Multicentric, Post 
Marketing surveillance 
study (PMS) to 
generate safety & 
efficacy data of fixed 
dose combination 
(FDC) of codeine 
phosphate 10mg & 
Chlorphenramine 
Maleate 4mg per 5 ml 
Oral Syrup for 
management of 
Symptoms of Dry 
Cough in Adult 
Patients 

 
Dr. Ashok 

Kumar 
 
 
 
 
 

Santosh Deemed 
to be University 

2.782 250,000 1,25,190 
(50%)  

19 April 
2022 

112500 
(50%) 

29 April 
2022 

50 % on 
closeout 

50% on 
closeout 

NA NA 

 
5 

 
BITEL/
WBL/P3/
2021 

A Multicenter, 
Randomized, Double-
Blind, Parallel-Group, 
Comparative, Active-
Controlled, Phase III 
Clinical Trial to 
evaluate the Efficacy 

 
Dr. Ashok 

Kumar 

Santosh 
Deemed to be 

University 

2.16 805,330 2,50,000 
19 Mar 
2023 

1,36,000 
19 Mar 
2023 

50 % on 
closeout 

50% on 
closeout 
 
 

NA NA 
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and Safety of Fixed-
Dose Combination of 
Bisoprolol 5 mg and 
Telmisartan 40 mg 
tablet versus Fixed-
Dose Combination of 
Metoprolol Succinate 
ER 50 mg and 
Telmisartan 40mg in 
subjects with mild to 
moderate hypertension. 

 
 
           Thank You 
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Clinical Trial Details (PDF Generation Date :- Tue, 28 Mar 2023 10:26:35 GMT)
 

CTRI Number CTRI/2021/10/037217 [Registered on: 08/10/2021] - Trial Registered Prospectively

Last Modified On 22/04/2022

Post Graduate Thesis No

Type of Trial PMS

Type of Study Drug

Study Design Single Arm Study

Public Title of Study A post marketing surveillance study to monitor the safety and efficacy of Codeine phosphate and
Chlorpheniramine maleate for management of symptoms of dry cough in adult patients.

Scientific Title of
Study

AN OBSERVATIONAL, PRESCRIBER BASED, MULTICENTRIC, POST MARKETING
SURVEILLANCE STUDY (PMS) TO GENERATE SAFETY & EFFICACY DATA OF FIXED DOSE
COMBINATION (FDC) OF CODEINE PHOSPHATE 10mg & CHLORPHENIRAMINE MALEATE
4mg PER 5ml ORAL SYRUP FOR MANAGEMENT OF SYMPTOMS OF DRY COUGH IN ADULT
PATIENTS.

Secondary IDs if Any Secondary ID Identifier

ICS/LAB/2021-004 Version 2.0 Date 19 OCT
2021

Protocol Number

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd., Room # 512, Clincal Trial
Division, Clinical Operations Department , Best Sky Tower, Netaji
Subhash Place, Pitampura North West, DELHI 110034, India.
Insignia Clinical Services Pvt. Ltd. Room # 512, Clincal Trial Division,
Clinical Operations Department , Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India.
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512, Clincal Trial Division,
Clinical Operations Department , Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India. Insignia Clinical
Services Pvt. Ltd. Room # 512, Clincal Trial Division, Clinical
Operations Department , Best Sky Tower, Netaji Subhash Place,
Pitampura North West, DELHI 110034, India.
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com
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Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr R M Chhabra

Designation Medical Monitor/Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512, Clincal Trial Division,
Clinical Operations Department , Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India. Insignia Clinical
Services Pvt. Ltd. Room # 512, Clincal Trial Division, Clinical
Operations Department , Best Sky Tower, Netaji Subhash Place,
Pitampura North West, DELHI 110034, India.
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> LABORATE Pharmaceuticals India Limited, E-11 Industrial Area Panipat 132103 Haryana

Primary Sponsor Primary Sponsor Details

Name LABORATE Pharmaceuticals India Limited

Address E-11 Industrial Area Panipat 132103 Haryana

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

LABORATE Pharmaceuticals India Limited E-11 Industrial Area Panipat 132103 Haryana

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr A Gopal Rao Government Medical
College and
Government General
Hospital (Old
RIMSGGH)

Research Wing 2nd
Floor Department of
Medicine, Government
Medical College and
Government General
Hospital (Old
RIMSGGH),
Srikakulam, Andhra
Pradesh- 532001
Srikakulam
ANDHRA PRADESH

9912320517

muralidhargudla@yaho
o.com

Dr Ram Babu Jaipur Golden Hospital Room NO. 04, Clinical
Trial Division, Medicine
Dept., 02, Institutional
Area, Sector III, Rohini,
Delhi 110085
North West
DELHI

011-27907000
011-27907000
JGHDSMO@GMAIL.C
OM

Dr Pathak Niranjan
Pandurang

PCMCs PGI
Yashwantrao Chavan
Memorial Hospital

2nd Floor General
Medicine Department
PCMCs PGI
Yashwantrao Chavan
Memorial Hospital Sant
Tukaram Nagar Pimpri
Pune 411018

7057582759

drpratiksunservices@g
mail.com
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Pune
MAHARASHTRA

Dr Ashok Kumar Santosh Medical
College & Hospital

3rd Floor, Clinical Trial
Division, No 1,
Ambedkar Road,
Ghaziabad 201001
Ghaziabad
UTTAR PRADESH

1204666650

smchgzb@gmail.com

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Institutional Ethics
Committee Govt.
Medical College Govt.
General Hospital

Approved 31/01/2022 No

Institutional Ethics Com
mittee-Yashwantrao
Chavan Memorial
Hospital

Approved 05/01/2022 No

Society for Academic
Scientific Translational
Research Advancement
Ethics Committee

Approved 25/11/2021 Yes

Society for Academic
Scientific Translational
Research Advancement
Ethics Committee

Approved 25/11/2021 Yes

Regulatory Clearance
Status from DCGI

Status Date

Not Applicable No Date Specified

Health Condition /
Problems Studied

Health Type Condition

Patients Other specified respiratory disorders

Intervention /
Comparator Agent

Type Name Details

Intervention Codeine Phosphate 10mg and
Chlorpheniramine Maleate 4mg

Codeine Phosphate 10mg and
Chlorpheniramine Maleate 4mg
per 5 ml syrup two times daily
for 7 days

Comparator Agent NOT APPLICABLE NOT APPLICABLE

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 65.00 Year(s)

Gender Both

Details 1. Male & female (non-pregnant, non-lactating, post-menopausal,
surgically sterilized<br/> or practicing a reliable method of birth
control during the duration of study)<br/> Subjects with age ranging
from 18 to 65 years (both inclusive).<br/> 2. Subjects having dry
cough (less than 7 days) of any origin and may be with related<br/>
symptoms as Throat Pain, throat redness, Throat irritation/itching,
(Fever if<br/> present) (absence of bronchial mucus/phlegm
production).<br/> 3. Not under any antibacterial or antiviral treatment
before recruitment.<br/> 4. Subjects ready to abstain from using any
drug (which will affect the study<br/> outcome) other than
Investigational Product for the treatment of the study condition<br/>
during the study period (except in cases when patient’s condition
worsens as per<br/> study physician. In this case, Study physician
will decide to prescribe antibiotic, if<br/> required).<br/> 5. Ready to
abstain from the administration of any herbal or ayurvedic treatment
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or<br/> gargles directed to ease coughing or throat parameters.<br/>
6. Willing to provide written informed consent<br/> 7. Willing and
able to understand and comply with all study requirements

Exclusion Criteria Exclusion Criteria

Details 1. Subjects with known allergy or hypersensitivity to Codeine
Phosphate or
Chlorpheniramine Maleate or any of its components.
2. Subjects who had taken any medicated confectionary, throat
pastille, spray or any
product with demulcent properties, any cough medicines or drugs
containing
antihistamines within last 24 hours prior to screening.
3. Subjects taking medications with known cough promoting side
effects (e.g.,
angiotensin converting enzyme inhibitors or angiotensin II receptor
blockers) that
in the opinion of the investigator are causing symptoms of cough.
4. Subjects with diagnosis of diseases of pneumonia, asthma,
sinusitis, allergic
rhinitis, as well as heart disease.
5. Severe cough requiring hospitalization
6. Subjects who had used any local anesthetic within the past 24
hours.
7. Subjects who have used a longer acting or slow release analgesic
during the
previous 24 hours.
8. Maintenance therapy with any drug, or history of drug
dependency, alcohol abuse,
or serious neurological or psychological disease
9. Any other condition, which in the opinion of the
clinician/investigator, could
interfere significantly with the treatment and assessment process
10. Use of any investigational therapy within 30 days prior to
randomization

Method of Generating
Random Sequence

Not Applicable

Method of
Concealment

Not Applicable

Blinding/Masking Not Applicable

Primary Outcome Outcome Timepoints

Adverse Events, Serious Adverse Events,
Unexpected Adverse Events, Adverse Drug
Reactions and Treatment Emergent Adverse
Events.

7 Days

Secondary Outcome Outcome Timepoints

Change in the cough severity( daily) and
frequency (daily) score assessed during
follow-up visit at Day 3 and Day 7 or up to
complete recovery (whichever is
earlier) compared to the baseline.

Day 3 and Day 7

Number of awakenings in the night due to cough
(24 hours) assessed during follow-up visit

Day 7

Time taken for complete cough relief (days)
assessed during follow-up visit

Day 7

Change in score of throat pain and throat
irritation

Day 7
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Target Sample Size Total Sample Size=200
Sample Size from India=200
Final Enrollment numbers achieved (Total)=0
Final Enrollment numbers achieved (India)=200

Phase of Trial Post Marketing Surveillance

Date of First
Enrollment (India)

15/10/2021

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=0
Months=6
Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Completed

Publication Details Not Applicable

Brief Summary This is a prospective, single arm, multi-center, open-label, prescriber based, observational Post
Market Surveillance study in Indian adult subjects who have symptoms of cough associated with
upper respiratory allergies or common cold aged 18 years or older. The current study will aim to
evaluate the safety and efficacy of fixed dose combination of Codeine Phosphate 10mg &
Chlorpheniramine Maleate 4mg per 5ml oral syrup in the actual field conditions for the management
of symptoms of cough associated with upper respiratory allergies or common cold.

The duration of individual participation will be approximately 7 days (7 days treatment period).

Key safety assessments include : Adverse Events (AEs), Serious Adverse Events
(SAEs), Unexpected Adverse Events, Adverse Drug Reactions.

Key efficacy assessments include : Change in the cough severity (daily) and frequency (daily) score
assessed during follow-up visit at Day 3 and Day 7 or up to complete recovery (whichever is earlier)
compared to the baseline, Number of awakenings in the night due to cough (24 hours) assessed
during follow-up visit, Time taken for complete cough relief (days) assessed during follow-up
visit, Change in score of throat pain and throat irritation.
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INSIGNIA CLINICAL SERVICES PVT LTD (from 1-Apr-22)

SANTOSH HOSPITAL( ASHOK KUMAR)
Ledger Account

1-Apr-22 to 4-Mar-24

Page 1

Date Particulars CreditDebitVch No.Vch Type

1-Apr-22 Dr Opening Balance 2,62,125.00

19-Apr-22 Cr STATE BANK OF INDIA 1,25,190.0074Payment

21-Apr-22 Cr STATE BANK OF INDIA 1,12,500.0082Payment

Dr STATE BANK OF INDIA 1,12,500.007Receipt

29-Apr-22 Cr STATE BANK OF INDIA 1,12,500.00107Payment

2-May-22 Cr STATE BANK OF INDIA 11,138.00139Payment

PAYMENT MADE 30 PERCENT 
AGAINST INVOICE OF AMOUNT 
RS 37125

3-Feb-23 Dr (as per details) 1,94,400.00431Journal
Ec Fees ( Hypertension) 2,16,000.00 Dr
TDS PAYABLE U/S 94J 21,600.00 Cr

01001 TO 01082

19-Mar-23 Cr STATE BANK OF INDIA 1,36,080.001410Payment

5,69,025.004,97,408.00
Cr Closing Balance 71,617.00

5,69,025.005,69,025.00
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Date: 2Bl0712021'

To,

Dr. Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject: Request for research funding

Respected Mam,

We have received a request f rom your side for a research grant to conduct medicalldental
research in various departments. We have received your proposals and revert back after
review committee's decision.

5.N0. Tifle Name 0I PrinciDal
investigatoi

1
\ Study on Profile of Poisoning Cases in a Tertiary Care
lospital in Chaziabad

Dr Shilpa Singh

2
Jncoupling proteins in various gene-environment
nteraction associated with heavy metal exposure and
:ype 2 Diabetes Mellitus in North lndian Population

Dr Juhi Aggarwal, Dr Jyoti Batra

Raieev Khanna
(Authorized Signatory)
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Date: 13/0L|2022

To,

Dr, Jyoti Batra

Dean Research

Santosh Deemed to be University

Subject Approval for research funding

Respected Mam,

I am pleased to inform you after thorough discussion with you and your faculty members, I am ready to

fund the following research projects worth a sum of INR 60,000,

Please share with me the full proposals within 30 days of receiving this letter, Further, please submit a

copy of f inal project report post completion.

Thank you and regards,

Rajeev Khanna
(Authorized Sig natory)

CC to:
1. Dr Shilpa Singh
Z. DrJuhiAggarwal, DrJyoti Batra

5.No. TitIE Name 0r
Princioal

investiga
tor

Am0unI
(INR

in takhs)

5tu0u
duraiion

1
\ Study on Profile of Poisoning Cases
n a Tertiary Care Hospital in Ghaziabac

Dr Shilpa Singh 0,30 b Montns

?
Jncoupling proteins in various gene-
:nvironment interaction associated
ruith heavy metal exposure and type Z
)iabetes Mellitus in North lndian
)opulation

Dr Juhi
Aggarwal, Dr

Jyoti Batra

U.JU 3 Months
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CTRI Website URL - http://ctri.nic.in

Clinical Trial Details (PDF Generation Date :- Tue, 28 Mar 2023 10:29:03 GMT)
 

CTRI Number CTRI/2022/01/039787 [Registered on: 28/01/2022] - Trial Registered Prospectively

Last Modified On 30/09/2022

Post Graduate Thesis No

Type of Trial Interventional

Type of Study Drug

Study Design Randomized, Parallel Group, Active Controlled Trial

Public Title of Study A Clinical Trial to evaluate the efficacy and safety of Bisoprolol and Telmisartan Fixed Dose
Combination Tablets for management of Hypertension.

Scientific Title of
Study

A Multicenter, Randomized, Double-Blind, Parallel-Group, Comparative, Active-Controlled, Phase III
Clinical Trial to evaluate the Efficacy and Safety of Fixed-Dose Combination of Bisoprolol 5 mg and
Telmisartan 40 mg tablet versus Fixed-Dose Combination of Metoprolol Succinate ER 50 mg and
Telmisartan 40mg in subjects with mild to moderate hypertension.

Secondary IDs if Any Secondary ID Identifier

BITEL/WBL/P3/2021 version 2.0 date
14.10.2021

Protocol Number

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Dr R M Chhabra

Designation Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512,Clinical Trial Division,
Clinical Operations Department, Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr R M Chhabra

Designation Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512,Clinical Trial Division,
Clinical Operations Department, Best Sky Tower, Netaji Subhash
Place, Pitampura North West, DELHI 110034, India
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr R M Chhabra

Designation Trial Coordinator

Affiliation Insignia Clinical Services Pvt. Ltd.

Address Insignia Clinical Services Pvt. Ltd. Room # 512,Clinical Trial Division,
Clinical Operations Department, Best Sky Tower, Netaji Subhash
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Place, Pitampura North West, DELHI 110034, India
North West
DELHI
110034
India

Phone 011-49049115

Fax 011-49049115

Email Chhabradrrm@gmail.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Windlas Biotech Limited 40/1, Mohabewala Industrial Area, Dehradun – 248 110 Uttarakhand,
India

Primary Sponsor Primary Sponsor Details

Name Windlas Biotech Limited

Address 40/1, Mohabewala Industrial Area, Dehradun – 248 110 Uttarakhand,
India

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

Windlas Biotech Limited 40/1, Mohabewala Industrial Area, Dehradun –
248 110 Uttarakhand, India

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr Sudhir Kumar
Bhatnagar

Abhinav Multispeciality
Hospital

Room No 01
Department of
Cardiology, Abhinav
Multispeciality Hospital,
Nayanakasha, Kamal
Chowk, Nagpur,
Maharashtra 440017
Nagpur
MAHARASHTRA

 9823148978

a_bawangade@yahoo.
com

Dr A Gopal Rao Govt. Medical College
and Govt. General
Hospital

Dept. of Medicine,
Govt. Medical College
& Govt. General
Hospital(Old
RIMSGGH), Srikakulam
532001
Srikakulam
ANDHRA PRADESH

9912320517

muralidhargudla@yaho
o.com

Dr Giriraja K V Rajalakshmi Hospital
and Research Center

Room No 01, Ground
Floor, Department of
General Medicine,
Rajalakshmi Hospital
and Research Center
21/1 Lakshmipura Main
Road, Vidyaranyapura
Post
Bangalore
KARNATAKA

08023254855

drgirirajkv@gmail.com

Dr Tanmoy Majee Ruby General Hospital
Ltd

Department of Clinical
Pharmacology and
Research, Ruby
General Hospital Ltd,
576 Anandpur EM

03366011800

drtanmoymajee@gmail.
com
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Bypass, Kasba, Kolkata
Kolkata
WEST BENGAL

Dr Bal Kishan Gupta S P Medical College
and AG Hospitals

Department of Medicine
S P Medical College
and A G Hospitals
Bikaner Rajasthan
334001
Bikaner
RAJASTHAN

7615914143

manojbkn108@gmail.c
om

Dr Laxmi Kant Goyal S.M.S. Medical College
and Attached Hospitals

Ground Floor,
Department of Medicine
S.M.S. Medical College
and Attached Hospitals
JLN Marg Jaipur
Rajasthan- 302004
Jaipur
RAJASTHAN

09462651019

drlkgoyal@gmail.com

Dr Ashok Kumar Santosh Medical
College & Hospital

3rd Floor, Clinical Trial
Division, No 1,
Ambedkar Road,
Ghaziabad 201001
Ghaziabad UTTAR
PRADESH
Ghaziabad
UTTAR PRADESH

1204666650

smchgzb@gmail.com

Dr R M Chhabra Saroj Super Speciality
Hospital

Department of Internal
Medicine, Saroj Super
Speciality Hospital,
Bhagawan Mahavir
Marg, Near Madhuban
Chowk, Block A, Sector
14, Rohini 110085
New Delhi
DELHI

9147903333

drchhabrarm@yahoo.c
o.in

Dr Suhas N Kalashetti Shree Samarth Hospital Room No. 12
Department of Clinical
Research Shree
Samarth Hospital 227,
Karande Chowk Pune,
411011
Pune
MAHARASHTRA

02026128345

skalashetti@yahoo.com

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Ethics Committee
S.M.S. Medical College
and Attached Hospitals

Approved 27/04/2022 No

Ethics Committee, SP
Medical College

Approved 25/02/2022 No

Institutional Ethics
Committee Government
Medical College and
Government General
Hospital

Approved 31/01/2022 No

Institutional Ethics
Committee Ruby
General Hospital

Approved 28/03/2022 No
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Institutional Ethics
Committee Shree
Samarth Hospital

Approved 16/04/2022 No

Jasleen Hospital Ethics
Committee

Approved 21/02/2022 No

Rajalakshmi Hospital
Institutional Ethics
Committee

Approved 15/03/2022 No

Society for Academic
Scientific Translational
Research Advancement
Ethics Committee

Approved 18/01/2022 Yes

Society for Academic
Scientific Translational
Research Advancement
Ethics Committee

Approved 08/02/2022 Yes

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 15/11/2021

Health Condition /
Problems Studied

Health Type Condition

Patients Essential (primary) hypertension

Intervention /
Comparator Agent

Type Name Details

Intervention Fixed-Dose Combination of
Bisoprolol 5 mg and Telmisartan
40 mg tablet

One tablet daily for 84 days

Comparator Agent Fixed-Dose Combination of
Metoprolol Succinate ER 50 mg
and Telmisartan 40 mg tablet

One tablet daily for 84 days

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 65.00 Year(s)

Gender Both

Details 1. Male or female participants with age 18 years to 60 years (both
inclusive) at the time of screening<br/> <br/> 2. Adult subjects who
are capable of understanding and giving written informed consent
and willing to comply with the study protocol<br/> <br/> 3. Subjects
diagnosed with mild to moderate Essential Hypertension with SBP
ranging between 140-159 mmHg and/or DBP ranging between 90-
99mmHg<br/> <br/> 4. Females of non-child bearing potential <br/>
(surgically sterile or menopausal) OR females of child bearing
potential using effective birth control measures and non-pregnant &
non-lactating females.

Exclusion Criteria Exclusion Criteria

Details 1. Subjects previously sensitive to any of the ingredients of the
fixed-dose combination under study or beta-blockers or angiotensin
receptor blockers,
2. Subjects with clinically significant renal (estimated glomerular
filtration rate: 114 mm Hg)
5. Subjects with evidence of any cardiac arrhythmia on ECG
6. Any known cardiac disease/disorder in which any of the study
medication is contra-indicated (e.g. severe bradycardia, heart block
greater than a first degree or significant first-degree block,
cardiogenic shock,decompensated cardiac failure, sick sinus
syndrome without pacemaker
etc.)
7. Subjects with known significant
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respiratory/liver/kidney/neurological diseases / uncontrolled diabetes,
8. Pregnant and lactating women or the women of child bearing age
who are not practising the effective means of contraception,
9. Subjects otherwise judged to be inappropriate for inclusion in the
study by the investigator’s judgment
10. Subjects who will receive some other drug during the study
besides that in the protocol that could alter the pharmacokinetic/
pharmacodynamic profile of the study drug,
11. Subjects with known alcohol or drug abuse
12. Subjects with known history of HIV, Hepatitis B and Hepatitis C

Method of Generating
Random Sequence

Computer generated randomization

Method of
Concealment

Pre-numbered or coded identical Containers

Blinding/Masking Participant and Investigator Blinded

Primary Outcome Outcome Timepoints

Percentage of the subjects achieved the target
levels of clinical BP among mild to moderate
hypertensive subjects (target level: SBP less
than 140 mm Hg and DBP less than 90 mm Hg)

12 weeks

Secondary Outcome Outcome Timepoints

Mean reduction in systolic and diastolic blood
pressure measured in sitting position compared
to baseline

4, 8 and 12 weeks

Proportion of responders after 12 weeks of
dosing (Responder rate defined as the
proportion of subjects with a decrease in
diastolic BP by at least 10 mmHg).

12 weeks

Reduction in mean heart rate compared to
baseline

4, 8 and 12 weeks

Adverse Events assessment, Physical and
systemic examination, Vital signs, Lab
abnormalities

4, 8 and 12 weeks

Target Sample Size Total Sample Size=264
Sample Size from India=264
Final Enrollment numbers achieved (Total)=292
Final Enrollment numbers achieved (India)=292

Phase of Trial Phase 3

Date of First
Enrollment (India)

29/01/2022

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=0
Months=9
Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Completed

Publication Details NIL

Brief Summary In India, Bisoprolol and Telmisartan are already approved and marketed. Therefore, considering
 the
unmet need for an FDC and based on regulatory requirement M/s. Windlas Biotech Ltd. proposes
the
present study be conducted to generate data on the Indian population.The study design is a multi-ce
ntre study to evaluate efficacy and safety of fixed-dose combination (FDC) of Bisoprolol 5 mg and
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 Telmisartan 40 mg tablet in subjects with mild to moderate hypertension. The purpose of the presen
t study is to demonstrate that a fixed-dose combination (FDC) of Bisoprolol
5 mg and Telmisartan 40 mg tablet is efficacious and
safe in Indian subjects with regard to the routine clinical setting.

This will be a multicentre, randomized, double-blind, parallel-Group, comparative active-controlled
phase III clinical trial to evaluate the efficacy and safety of fixed-Dose Combination of Bisoprolol 5 m
g and Telmisartan 40 mg tablet versus a fixed-Dose combination of Metoprolol Succinate ER 50 mg
 and Telmisartan 40 mg tablets in subjects with mild to moderate hypertension. Initially, subjects will
be screened as per predefined
eligibility criteria for the study. The ITT population will include approximately a total number of 264 e
ligible male and female patients
of any ethnicity diagnosed with mild to moderate hypertension. Eligible 264 subjects will be either
enrolled to receive Fixed-Dose Combination (FDC) of Bisoprolol 5 mg and Telmisartan 40 mg tablet
or Fixed-Dose Combination of Metoprolol Succinate ER 50 mg and Telmisartan 40 mg tablets in 1:1
 ratio.

Test
Arm: Treatment Arm 1: Fixed-Dose Combination (FDC) of Bisoprolol 5 mg and Telmisartan 40 mg
 tablet (n=132)

 Reference Arm: Treatment Arm 2: Fixed-Dose Combination of Metoprolol Succinate ER 50 mg
and Telmisartan 40 mg (n=132)

Efficacy:

Primary endpoint

·                           Percentage of the subjects achieved the target levels of clinical BP
among mild to moderate hypertensive subjects (target level: SBP < 140
mm Hg and DBP < 90 mm Hg);

Secondary end point

·                      Mean reduction in systolic and diastolic blood pressure measured in sitting position
compared to baseline (After 4, 8 and 12 weeks)

·                      Proportion of responders after 12 weeks of dosing (Responder rate
defined as the proportion of subjects with a decrease in diastolic BP by
at least 10 mmHg).

·                      Reduction in mean heart rate compared to baseline (After 4, 8 and 12 weeks)

Safety (Screening visit to end of study visit)

·                           Adverse Events (AE) assessment

·                           Physical & systemic examination

·                           Vital signs

.                 Lab abnormalities
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