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Dr. Krithika Rangarajan
Associate Professor

Deptt. of Radiology, IRCH
AIIMS, New Delhi.

Ref. No.: AITIMSA1985 / 06.08.2024

' . . rams in Indian
Sub: Multi-Centre evaluation of artificial intelligence for triage of mammog
Population

Dear Dr. Rangarajan

) . . : in the Ethics
This has reference to your above-mentioned project. The project was discussed in

. . z &
Committee meeting held on 06.08.2024 at 03:00 P.M. in the Ethlc_s Committee Room, AIIMS
the following members of the Ethics Committee attended the meeting:

Dr. T.P. Singh, SERB, Distinguished Professor,Dept. of Biophysics

) Chairman
2. Mr. Rajan Khosla, LLB,- Member Ethics Committee, Member
3. Dr. Promila Kumar, Former Principal, Gargi College Lay Person Member
4. Dr. V. Sreenivas, Former Professor, Deptt. of Biostatistics, AIIMS ) Member
S. Dr. Sanjay Pandey, Prof. and Head,Deptt. of Neurology, Amrita Hospital, Faridabad _ Mem_bel'
6. Dr. MK. Daga, Professor & Director, Deptt. of Medicine, MAMC Special Invitee

7. Dr. B.K. Mohanti, Director, KIMS Cancer Centre (KIMS), Bhubaneswar Member

8. Dr. SK. Maulik, Former Professor, Deptt. of Pharmacology, AIIMS Member
9. Dr. Sameer Bakhshi, Professor & Head, Deptt. of Medical Oncology, IRCH, AIIMS Member

10. Dr. Atul Sharma, Principal Director, Medical Oncology, Max Institute of Cancer Care Member
11. Dr. Vijay Zutshi, Professor, Deptt. of Obs. & Gynae., Safdarjung Hospital Member
12. Dr. Rohit Saxena, Professor, Deptt of Ophthalmology R.P. Centre, AIIMS Member Secretary

The Project has been approved from e

thical angle w.e.f. 06.08.2024 Subject to the
following conditions:

® The approval is valid for the period of the conduct of study according to this protocol under
the responsibility Dr. Krithika Rangarajan, Principal Investigator.

The Social Scientist Dr. Rama V. Baru evaluated the project online.

No significant changes to the research protocol should be made and implemented without

prior consent of the IEC and any changes/deviations from the protocol which increase the risk

for the subjects should be submitted to the IEC and approved by it prior to implementation.

It is confirmed that the Ethics Committee of AIIMS is composed of and functions as per ICH

GCP and other applications regulatory guidelines.

It is hereby confirmed that neither

in the voting/decision making proc.

The study progress report should

Yyou nor any of the study team members have participated
edures of the committee.

be submitted to

section of online portal: https://eirbindia.com.
* IEC should be informed about all SAE’

§ occurring in the study as per DCGI guidelines, and
should be submitted through online po

rtal: https://eirbindia.com, tutorial for submission of
SAE: hgps://youtu.be/obLNKchdzU
With Warm regards

Yours sincerely

A

Member Secretary Ethics Committee

the IEC for review annually in notification
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Date: 08.10.2025

Sub: Multi-Centre evaluation of artificial intelligence for triage of mammograms in Indian

Population

Dear Dr. Rangarajan,

This has reference to your above-mentioned project. The project was discussed in the Ethics
Committee meeting held on 03.10.2025 at 3:00 P.M. in the Ethics Committee Room, AIIMS &

the following members of the Ethics Committee attended the meeting:
Dr. T.P. Singh, Sr. Scientist INSA, New Delhi
Dr. S K. Maulik, Former Professor, Deptt. of Pharmacology, AIIMS
Mr. Rajan Khosla, LLB, Legal Person
Dr. Rama V. Baru, Professor, Jindal Global University Sonipat, Haryana
Dr. Promila Kumar, Former Principal, Gargi College, Lay Person
Dr. V. Sreenivas, Former Professor, Deptt. of Biostatistics, AIIMS
Dr

- Subodh Garg, Professor, Deptt. Of Surgery, JPNATC, AIIMS
Dr. Sameer Bakhshi, Professor & Head

» Deptt. of Medical Oncology, AIIMS
. Dr. Manish Soneja, Additional Professor, Deptt. of Medicine, AIIMS
10. Dr. Anu Sachdeva, Additional Professor, Deptt. of Pediatrics, AIIMS
11. Dr

- Atul Sharma, Principal Director, Medical Oncology, Max Institute
12. Dr. Mamta Sood, Professor, Deptt. of Psychiatry, AIIMS -

13. Dr. Rohit Saxena, Professor, Deptt of Ophthalmology R.P. Centre

The following documents have been submitted for ethical approval:

1. Permission for use of Al model for the multicentre study.

Addition of following centres in Uttar Pradesh to this multicentre study:
Kalyan Singh super speciality cancer institute & Hospital, Lucknow.
Mahamana Pandit Madan Mohan Malaviya Cancer Centre, Varanasi.
Hanuman Prasad Poddar Cancer Hospital, Gorakhpur.

Dr. Ram Manohar Lohia Institute of Medical Sciences, Lucknow.

The Changes have been approved from ethical an
conditions:

R N N N

* The approval is valid for the period of the conduct of study accordin
responsibility Dr. Krithika Rangarajan, Principal Investigator.
No significant changes to the research
consent of the IEC and any changes/
the subjects should be submitted to t

It is confirmed that the Ethics Committee of AIIMS
GCP and ICMR and New Drugs and clinical guidelines-2019.
It is hereby confirmed that neither you nor

any of the study team members h:
the voting/decision making procedures of t

he committee.
The study progress report should be submitt

ed to the IEC for review ann
section of online portal: https://www.eirbindia.com/home.
IEC should be informed about all SAE’s occurring in the stud
should be submitted through online portal: h
With Warm regards

t_tgs://www.eirbindia.com/homc
Y  since
T -
/
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protocol should be made and implemented without prior

deviations from the protocol which increase the risk for
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is composed of and functions as per ICH
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y as per DCGI guidelines and
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Centre evaluation of artificial intelligence for triage of mammograms in Indian Pop

Dear Dr. Rangarajan, _ ) .
This has reference to your above-mentioned Project. The project was discussed in the Ethics Committee

3:00 P.M. in the Ethics Committee Room, AIIMS & the following
ee attended the meeting:
t INSA, New Delhj
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g study centres into the multicentre trial:-
All India Institute of Medical Sciences Nagpur.
2. Agartala Govern

f. 10.
conditions:

04.2026 subject to the following
* The approval is valid for the

period of the conduct of study according to this protocol under the
responsibility Dr. Krithika Rangarajan, Principal Investigator.
No significant changes to the research protocol should be made and implemented without prior
consent of the IEC and any changes/deviations from the protocol whi
subjects should be submitted

ich increase the risk for the
to the IEC and approved by it prior to implementation.
Itis confirmed that the Ethics Committee of AIIMS is com
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and ICMR and New D clinical guidelines-2019.
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With Warm regards
Yours sincerely
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Member Secretary Ethies Committee

mentary evidence for the same muyst be




