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TMC/AD/RTI/114/2015 30" January 2015

Ms. Veena Johari,
47/1345 MIG Adarsh Nagar,
Worli, Mumbai - 400 030

Subject: Seeking information under Right to Information Act, 2005.

Dear Madam,

This has reference to Order No. TMC/AD/RTI/114/2015 dated 05.01.2015 from ™ Appellate Authority &
Director, TMC with respect to your appeal dated 07.10.2014 under Right to Information Act.

In accordance with the directions given by the 1°* Appellate Authority & Director, TMC your appeal has been re-
examined and the required available and feasible information is enclosed.

The particulars of the First Appellate Authority, to whom an appeal lies, are given below, as required under
Section 7 (8) of RTI Act.

Dr. R. A. Badwe,

1%, Appellate Authority & Director,
Tata Memorial Centre,

Dr. Ernest Borges Marg,

Parel, Mumbai 400 012.

Thanking you,
Yours faithflly,

AN

Dr_Vv€nkata V.P.R.P.
Public Information Officer &
Chief Administrative Officer, TMC

Encl: as above
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Letter 1 dated 12" August 2014

Q1

From when (year and month) did Tata Memorial Hospital start providing papaniculaou smear
test and mammography test for women approaching for screening of cervical and breast cancer
respectively ?

From May 1972 for papsmear diagnostic service.Regarding mammography diagnostic service, it
was prior to 1984. No records available.

Q2. What were the protocols and trial/study designs followed in each of the cervical and breast cancer

Q4.

A

Q.5

A.

screening trials carried out by TMC at Tata Memorial Hospital and by TMC elsewhere in
collaboration with other institutes since 1998 till date ?

In the National Institute of Health Study design, 20 slum clusters, each comprised of an average
of 7500 women aged 35-64 years, in Mumbai per selected simple random sampling and
randomized into 10 screening clusters and 10 controlled clusters.

Kindly provide of each of the approved protocols and trial/study designs.

In view of confidentiality agreements and patient related trials , supply copy of protocols and
study designs is exempted from disclosure under Section 8 (1) (j) of the R.T.I Act.

Were the protocols / study of the clinical trials approved by the institutional review
board/hospital scientific review committee and subsequently hospital ethics committee?

Yes.

Kindly provide minutes of all the committees meeting approving the set protocols of the set
trials.

Protocols and trials relate to patients related information governed by the confidentiality of

agreements by Informed consents as well as clinical trial agreements, discussed by the Institutional
Review Board, disclosure of information under Sec 8(1)(j) and (d) is exempted

Q6.

A.

Q.7.

Were the protocols/ study designs amended since 1998 till date?
Information sought relates to about 16 year period and records not available
If so, kindly provide a copy of the amended protocols and the study designs.

Please see answer to question 6 above Notwithstanding this, disclosure of information under
Sec 8(1)(j) is exempted as protocols/study designs including amended protocols and study
designs are governed by confidentiality agfeements and medical information of the patients as
applicable. The procedure for amendment of protocol / study designs is indicated in the
relevant SOP.



Qs. Who funded or sponsored the said screening trials?

A. The NIH RO1 grant award.

Q.9 Kindly provide detailed break up of funds given by each funder and sponsor for each trial.

A Records not available

Q10. Where were the trials carried out?

A - The NIH study trials were carried out in 20 slum clusters in Mumbai.

Q.11 Who were the researchers?

A. The names of the primary researchers are cited in the enclosed publications (Annexures 6 to
15).

Q.12 Were the researchers registered with the medical council of India?

A. All the investigators are registered practitioners with the medical council of India.

Q13.  Kindly provide the minutes of the scientific and human ethics committee of TMC with regard to
their meetings for each of the cervical and breast cancer screening trials from 1998 till date.

A- Disclosure of information under Sec 8(1)(j) is exempted as they relate to medical information of

the patients.

Q14. Kindly provide minutes of the meeting of the hospital ethics committee with regard to each of
the cervical and breast cancer screening trials from 1998 till date.

A- The same answer as above applies as the question is more or less repetitive.

Q15. Kindly provide the minutes of the meeting, reports , reviews and letters of the data and safety
monetary sub- committee/ board with regard to each of the set trial for the intervention arm
and control arm of the trials ?

A. Disclosure of information under Sec 8(1)(j) is exempted.

Q16. How many visits did the monitoring team make to monitor the said trials in both the

intervention and control arm?

A.

17.

No records available.

Kindly provide copies of the filled Monitoring forms and reports of the Monitoring team from

May 1998 till date for the said trials.

A.

As these are patient related data, disclosure of information under section 8 (1) ) is exempted.

Further old records not available.



Q.18 What was the standard operating procedure followed by the Scientific and Human Ethics
CommitteQe , the Hospital Ethics Committee and the DSMB and at the collaborating institutes.

A. No records available with respect to the standard operating procedure followed by the scientific
and human ethics committee, the Hospital Ethics Committee and the DSMB at the collaborating
institute. Tata Memorial Centre follows the SOPs set for the purpose.

Q.19  Kindly provide copies of SOP.

A. SOP at Tata Memorial Centre enclosed (Annexure 16)

Q.20 What was the standard operating procedure of the clinical research secretariat ?
A. Contained in Annexure 16

Q,21  Kindly provide copy of the same.

A. Copy enclosed.(Annexure 16)

Q.22 Was any donation received in terms of the testing kits used for the said trials ?

A. As per the information provided by the Preventive Oncology Department, no donation was
received in terms of the testing kits used for NIH trial.

Q.23 From whom/which company.

A Dees not arise in view af answer to above question.



Letter 2 also dated 12" August 2014

Subject of information sought by the applicant as stated by the applicant.All screening trials for
cervix and breast cancer started in 1998 tiil date by Tata Memorial Centre themselves and in
collaboration with other institutions (this would mean all such trials)

1. Was an investigators brochure issued for the trials for screening women for cervical and breast
cancer?

A. No brochure as such issued but a patient information sheet provided. (Annexure 1)

2! Are participants still being recruited for any or some of the trials ?

A. No

3 Which ones ?

A. Does not arise

4. Pl. give details.

A. Does not arise

5. How many participants were recruited in the control arm (no screening) of the trials ?

A. 76178 participants were recruited in the control arm.

6. Kindly provide details for each of the trials.

A. The information sought is vague. However, twenty slum clusters were selected by single stage,

simple random sampling technique. These 20 clusters were then randomly assigned to the screening
and control (health education) arms. Thus 10 clusters in the screening and 10 clusters in the control arm
were formed Intracluster correlation was adjusted for cervix cancer variables and breast cancer

variables

i How many participants were recruited in the intervention arm?

A. 75360 participants were recruited in the intervention arm.

8. How many times was screening provided to the intervention arm?

A. Four times at intervals of 24 months was offered o these intervention arm.




10.

A.

11.

A.

12.

A.

Kindly provide details for each of the trials.

A flow diagram of the trial is attached. (Annexure17)

Has screening ever been provided to the control arm in the trials?
Yes.

When was screening provided>

Cervical cancer screening by VIA, since December 2012

How many women in the control arm of the trials have been screened

Of the 75,360 eligible women listed in the screening arm for cervical cancer, 51,145, 41,354 and

36,643 women participated in the first, second and third screening rounds -and for breast cancer
screening, 69,227, 62,755 and 59,543 participated in the first, second, and third screening rounds.

13.

A.

14.

A.

15

How many women have not been screened in the control arm till date.
No data available

Kindly provide details for each of the trials.

Does not arise .

How many women in the intervention arm of the trials have developed cervical and breast

cancer till date?

A

16.

17.
date?

18.

19.

Breast cancer =449 till 2014

Cervix cancer =161 till December 2011

Kindly provide detail break up for each trial.

No information available in the manner asked for.

How many women in the intervention of the trials have died since the start of the trials till

AH cause mortality in this trial till December 2013 was 8,684 per 100,000 women.

How many women in control arm of the trials have died since the start of the trial to date
No information available

Were the participants of the trials provided an information brochure/sheet?

Yes, patient information sheet provided.
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20. Please provide a copy of the information brochure/sheet in English and the translated (into
various languages) and back-translated copies of the same.

A. Translated copies of patient information sheet in Marathi, Hindi and English attached.
(Annexure 1,2 & 3)

21. What method was used to take informed consent of the participants in each of the trials?

A. The study methodology was used to be fully explained to the participants including their rights,
as provided in the Informed consent form, in the language understood by them. Consent given by the
participants in writing on the pre-designed document, fully acknowledging of their having understood
the implications and the rights of the participants. An independent witness from the same community
signs the consent form along with the participant.

22. If consent was taken in a written pre-designed document, then kindly provide a sample
informed consent form that includes the patient information sheet and other sheets including the
signing sheet of each of the trials.

A. A sample informed consent form attached.(Annexure 4,5 & 6)

23. Kindlyprovide the English, translated (into various languages) and back translated copies of the
same.

A. The translated copies of Informed consent form in Marathi and English are enclosed (Annexure
4 &5)

24. What was the information given to the women in the control arm?

A. The information given to the women in the control arm is contained in the enclosed informed

consent form .(Annexure 4,5 & 6)

25. Kindly provide the written material/participant/patient information sheet and the sample
informed consent form taken from the control arm.

A. The enclosed patient information sheet and the sample informed consent form contains the
information sought, with respect to control arm. (Annexure 4,5 & 6)

26. Kindly provide the English, translated (into various languages) and back translated copies of the
same.
A. Enclosed (Annexure 4 & 5)



