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Clinical Trial Details (PDF Generation Date :- Mon, 07 Aug 2023 04:13:24 GMT)
 

CTRI Number CTRI/2021/11/038206 [Registered on: 23/11/2021] - Trial Registered Prospectively

Last Modified On 03/01/2023

Post Graduate Thesis No

Type of Trial PMS

Type of Study Drug

Study Design Single Arm Study

Public Title of Study Postmarketing safety evaluation of recombinant anti-Rho (D) immunoglobulin

Scientific Title of
Study

A Prospective, Multi-centre, Phase IV study for Post-Marketing Safety Evaluation of Recombinant
Anti-Rho(D) immunoglobulin in the prevention of Maternal Rh-isoimmunization

Secondary IDs if Any Secondary ID Identifier

BSV_ANTID_21_03 Version 03/26-Aug-2021 Protocol Number

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

Details of Principal Investigator

Name Dr Pratik Shah

Designation Vice President - Medical Affairs

Affiliation Bharat serums and Vaccines LTd

Address 3rd Floor, Liberty Tower Airoli, Navi Mumbai,
Thane
MAHARASHTRA
400708
India

Phone 022-45043456

Fax 022-45043200

Email pratik.shah@bsvgroup.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Anirban Roy Chowdhury

Designation Vice President- Clinical Research and Pharmacovigilance

Affiliation Bharat serums and Vaccines LTd

Address 3rd Floor, Liberty Tower Airoli, Navi Mumbai,
Thane
MAHARASHTRA
400708
India

Phone 022-45043456

Fax 022-45043200

Email Anirban.roychowdhury@bsvgroup.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Anirban Roy Chowdhury

Designation Vice President- Clinical Research and Pharmacovigilance

Affiliation Bharat serums and Vaccines LTd

Address 3rd Floor, Liberty Tower Airoli, Navi Mumbai,
Thane
MAHARASHTRA
400708
India

Phone 022-45043456

Fax 022-45043200

Email Anirban.roychowdhury@bsvgroup.com
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Source of Monetary or
Material Support

Source of Monetary or Material Support

> Bharat Serums and Vaccines LTd 3rd Floor, Liberty Tower Airoli, Navi Mumbai, Thane 400 708

Primary Sponsor Primary Sponsor Details

Name Bharat Serums and Vaccines Ltd

Address 3rd Floor, Liberty Tower Airoli, Navi Mumbai, Thane 400 708

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

NIL NIL

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr Rashmi MD Apollo BGS Hospital Adichunchangiri road
Kuvempunagara
Mysore
Mysore
KARNATAKA

0821-2568888

drrashmimd@gmail.co
m

Dr Prema DCunha Father Muller Medical
College Hospital

Department of OBG
Father Muller Medical
college Hospital
Kankanady, Mangalore-
575002
Dakshina Kannada
KARNATAKA

9845342488

prema_dcunha@yahoo.
com

Dr Swati Chitnis Shalby Hospital Department of
Gynaecology, Opposite
Karnavati Club SG
highway 380015
Ahmadabad
GUJARAT

7506193044

swatiprakash131@gmai
l.com

Dr Rani Kumari L Gandhi Hospital Department of OBG
Musheerabad
Secunderabad 500003
Hyderabad
TELANGANA

9491657107

dr.ranikumari@gmail.co
m

Dr Lakshmikantha G Cheluvamba Hospital Department of OBG
Mysore MEdical college
and Research Institute
Irwin Road 570001
Mysore
KARNATAKA

9740810611

gdrlakshmikantha@gm
ail.com

Dr Rekha Sachan King Georges Medical
University

Department of
Obsetrics and
Gynaecology, King
Georges Medical
University, Shahmeena
road, Chowk, -226003
Lucknow
UTTAR PRADESH

8765000700

drrekhasachan@gmail.
com

Dr Ashalata Mallapur S Nijalingappa Medical
College & HSK hospital

Womens and Childrens
Health Research Unit,3
rd Floor OBG Building,
S Nijalingappa Medical
College & HSK hospital,
587102

994569986

drashalatamallapur@g
mail.com
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Bagalkot
KARNATAKA

Dr Sweety Saigal Brij Medical Centre
Private Ltd

94 E, Near Panki Police
Station, Gangaganj
Colony, Panki 208020
Kanpur Nagar
UTTAR PRADESH

8176882317

sweetidr6@gmail.com

Dr Shilpa Naik B.J. Govt Medical
College and Sassoon
General Hospital

Department of
Obstetrics nad
Gynecology, B.J. Govt
Medical College and
Sassoon General
Hospital, Sassoon road
Somwar Peth, 411001
Pune
MAHARASHTRA

9850046747

shilunnaik@yahoo.co.in

DR Suchita Mundle All India Institute of
Medical Sciences

Department of
Obstetrics and
Gynaecology, Plot No.
2, Sector 20, Mihan, All
India Institute of
Medical
Sciences, 441108
Nagpur
MAHARASHTRA

9822706087

srmundle@gmail.com

Dr Kiran Kurkoti MTES’S Sanjeevan
Hospital

Plot No 23, Karve
Road, Erandwane,
411004,
Pune
MAHARASHTRA

8208116533

drkurtkoti@gmail.com

Dr Shilpa Ghosh Aakash HealthCare
Private Limited

Hospital Plot, Road No.
201, Sector 3, Dwarka,
110075
New Delhi
DELHI

9818924476

drshilpaghosh@gmail.c
om

Dr Hema Patil KLES Dr. Prabhakar
Kore Hospital & MRC

KLES Dr. Prabhakar
Kore Hospital & MRC,
Bauxite road, 590010
Belgaum
KARNATAKA

9164342888

hemabanad@gmail.co
m

Dr Richa Vaishnav Apex Hospital Apex Hospital
Mansarovar Pvt Ltd.,
Vidhyanchal Marg,
Rajat Path,
Mansarovar, 302020
Jaipur
RAJASTHAN

9784837616

clinicalresearchapex@g
mail.com

Dr Niti Kautish Fortis Escorts Hospital Fortis Escorts Hospital,
Neelam Bata Road,
121001
Faridabad
HARYANA

9871079134

drnitikautish@gmail.co
m

Dr Shery Angel Chettinad Hospital and
Research Institute

Chettinad Hospital and
Research Institute,
Rajiv Gandhi Salai,
Kelambakkam- 603103,
Chennai
TAMIL NADU

044-47411000

drsheryangel08@gmail.
com
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Dr Ravindra Pukale Adichunchanagiri
Hospital & Research
Centre

 B.G. Nagara
Nagamangala Taluk,
Mandya, 571448
Mandya
KARNATAKA

9449751733

ravindrapukale@yahoo.
com

Dr Srinivas Gadappa Government Medical
College Aurangabad

Panchakki Road,
431001
Aurangabad
MAHARASHTRA

9822441553

gadappashrinivas@gm
ail.com

Dr Vidya V Bhat Radhakrishna
Multispeciality Hospital
&IVF Center

3/4 Sunrise Tower, JP
Road, Girinagar,
560085,
Bangalore
KARNATAKA

8026422977

vidyabhat68@gmail.co
m

Dr Roopa N K BGS Global Institute of
Medical Sciences and
Hospital

 No. 67, BGS Health
and Education City,
Uttarahalli Road,
Kengeri, 560060
Bangalore
KARNATAKA

9880715085

srikanthroopa@yahoo.c
om

Dr Ritu Gupta Shalby Hospital  Sector 03, Chitrakoot
Marg, Vaishali Marg,
302021
Jaipur
RAJASTHAN

9829245770

drguptarr@rediffmail.co
m

Dr Gourisankar Kamilya Institute of Post
Graduate Medical
Education and
Research & SSKM
Hospital

244 Acharya Jagadish
Chandra Bose Road,
700020
Kolkata
WEST BENGAL

9833122643

drgkmilya@gmail.com

Dr Neema Acharya Acharya Vinoba Bhave
Rural Hospital

Jawaharlal Nehru
Medical College, Datta
Meghe Institute of
Medical Sciences (DU),
Sawangi (M), 442004
Wardha
MAHARASHTRA

9926692511

neemaacharya@gmail.
com

Dr Nithya Ramamurthy Fortis Malar Hospital No. 52, 1st main road,
Gandhinagar, 600020
Chennai
TAMIL NADU

9841073626

nithys.ramamurthy@fort
ishealthcare.com

Dr Swati Kochar S P Medical College &
AG of Hospital

Department of
Obsetrics and
Gynecology, S P
Medical College & AG
of Hospitals, 334003
Bikaner
RAJASTHAN

9983277180

sfalodia@yahoo.com

Dr Archana Bhosale Lokmanya Tilak
Municipal Medical
College & General
Hospital

Gynecology and
Obstetric department
LTMMC hospital Sion
Mumbai (Suburban)
MAHARASHTRA

9867168656

aabhosale2006@gmail.
com

Dr Seema Parvekar Daga Women and Child
Government Hospital

Near Agrasen Sqaure,
Gandhibagh, 440018
Nagpur
MAHARASHTRA

9890987153

seemaparvekar@gmail.
com

Dr Seema Upadhyay GSVM Medical College Deaprtment of 9455635389
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Obstetrics and
Gynaecology, GSVM
Medical College,
Swaroop Nagar,
208002
Kanpur Nagar
UTTAR PRADESH

seema993573@gmail.c
om

Dr Shital Kapadia BJ Medical College &
Civil Hospital

Deaprtment of
Obstetrics and
Gynaecology, B.J.
Medical College & Civil
Hospital, 380016
Ahmadabad
GUJARAT

9924643700

sheetalobgy@gmail.co
m

Details of Ethics
Committee

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

10_Institutional Ethics
Committee AIIMS
Nagpur

Approved 24/01/2022 No

11_Ethics Committee,
Sanjeevan Hospital

Approved 22/01/2022 No

12_Aakash Healthcare
Institutional Ethics
Committee

Approved 12/01/2022 No

15_Institutional Ethics
Committee KLES
Belgaum

Approved 14/12/2021 No

16_Institutional Ethics
Committee, Apex
Hospitals Pvt Ltd

Approved 13/01/2022 No

17_Ethics Committee
Fortis Escorts Hospital

Approved 30/12/2021 No

18_Chettinad Academy
of Research and
Education, Institutional
Human Ethics
Committee

Approved 31/12/2021 No

19_Institutional Ethics
Committee
Adichunchanagiri
Institute of Medical
Sciences

Approved 17/12/2021 No

1_Institutional Ethics
Committee, Apollo BGS
Hospital

Approved 06/12/2021 No

20_Institutional Ethics
Committee, Department
of Pharmacology,
Government Medical
College Aurangabad

Approved 17/12/2021 No

21_Institutional Ethics
Committee Radhakrish
naMultispecialty
hospital

Approved 07/03/2022 No

22_Institutional Ethics
Committee BGS Global
Institure

Submittted/Under
Review

No Date Specified No
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23_Ethics Committee
Shalby Limited Jaipur

Approved 21/12/2021 No

24_IPGME&R
Oversight Committee
Kolkata

Approved 28/02/2022 No

25_Institutional Ethics
Committee Datta
Meghe Institute of
Medical Sciences Dr
Neema

Approved 21/01/2022 No

26_Institutional Ethics
Committee Fortis Malar
Hospital

Approved 30/12/2021 No

27_Ethics Commitee S
P Medical College &
AG of Hospitals

Approved 29/12/2021 No

28_Institutional Ethics
Committee Lokmanya
Tilak Hospital

Approved 28/04/2022 No

28_Institutional Ethics
Committee Rughwani
Child Care center and
Hospital Nagpur

Approved 26/03/2022 No

29_ Ethics Committee
GSVM Medical College

Approved 05/05/2022 No

2_Father Muller
Institutinal Ethics
committee

Approved 18/12/2021 No

30_The Institutional
Ethics committee BJ
Medical College and
Civil hospital
Ahmedabad

Approved 01/04/2022 No

3_Ethics Committee
-Shalby Limited

Approved 02/11/2021 No

4_Institutional Ethics
Committe Gandhi
Medical college and
hospital

Approved 04/12/2021 No

5_Institutional Ethics
Committee, Mysore
Medical College and
Research Institute,

Approved 06/12/2021 No

6_Institutional Ethics
Committee King
Georges Medical
University

Approved 07/03/2022 No

7_Institutional Ethics
Committee SNMC,
Bagalkot

Approved 06/11/2021 No

8_Ethics Committee,
Brij Medical Centre Pvt
Ltd

Approved 22/11/2021 No

9_Institutional Ethics
Committee BJ Medical
College & Sassoon
General Hospital

Approved 23/12/2021 No
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Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 16/07/2021

Health Condition /
Problems Studied

Health Type Condition

Patients Maternal care for rhesus isoimmunization

Intervention /
Comparator Agent

Type Name Details

Intervention AntiD (recombinant anti-Rho (D)
immunoglobulin?

Dose - Single-dose of 300 mcg/
150 mcg Route of administered-
Intramuscular Duration of
treatment is a single day within
72 hours of sensitizing event to
Rh-negative female subjects.

Comparator Agent Not applicable Not applicable

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 99.00 Year(s)

Gender Female

Details 1. Rh negative female subjects ? 18 years of age with negative ICT
(nonsensitized).<br/> 2. Rh negative female subjects who would
receive AntiD™ as per approved indications.<br/> 3. Subjects able to
adhere to the study visit schedule and other protocol
requirements.<br/> 4. Subjects willing to participate in the study by
giving written informed consent.

Exclusion Criteria Exclusion Criteria

Details 1. Subjects suffering from any medical condition that in the
investigator’s opinion could compromise the subject’s ability to
participate in the trial.
2. Subjects participating in another clinical trial in the four weeks
before the screening visit.
3. History of anaphylactic or other severe systemic reaction to
immunoglobulins.
4. Subjects requiring blood transfusion.

Method of Generating
Random Sequence

Not Applicable

Method of
Concealment

Not Applicable

Blinding/Masking Not Applicable

Primary Outcome Outcome Timepoints

Incidences of Serious adverse events (SAEs)
and adverse events (AEs) throughout the study

Throughout the study
Day 1, Day 3, Day 28

Secondary Outcome Outcome Timepoints

No secondary outcome. No secondary outcome

Target Sample Size Total Sample Size=300
Sample Size from India=300
Final Enrollment numbers achieved (Total)=300
Final Enrollment numbers achieved (India)=300

Phase of Trial Phase 4

Date of First
Enrollment (India)

01/12/2021

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=1
Months=6
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Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Completed

Publication Details NIL

Brief Summary This is a Prospective, Multi-centre, Phase IV study for Post-Marketing Safety Evaluation of
Recombinant Anti-Rho(D) immunoglobulin in the prevention of Maternal Rh-isoimmunization,

The subject who are eligible for receiving AntiD will be enrolled in the study. The subject will receive
AntiD withing 72 hours of sensitizing event. The follow-up will last till day 28. All SAEs and AEs
during this study duration will be captured and analyzed.
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