258  Written Answers to [RATYA SABHA] Unstarred Questions

Bioresorbable stents

2022, SHRIK. C. RAMAMURTHY: Will the Minister of HEALTH AND FAMILY
WELFARE be pleased to state:

()  whether it is a fact that Bioresorbable stents are banned in Europe, if so, the

reasons therefor;

(b)  whether it is a fact that bioresorbable stents which are banned in Europe are

selling hugely in the country;

(c)  ifso, the reasons therefor and whether it is not a fact that the Drug Controller

General of India has failed in stopping sale of banned stents; and
(d)  the steps taken to stop these stents from entering into the Indian market?

THE MINISTER OF STATE IN THE MINISTRY OF HEALTH AND FAMILY
WELFARE (SHRIMATT ANUPRIYAPATEL): (a) Bioresorbable stents are not banned in
Europe. However, there is a restriction to access the product Absorb Bioresorbable Vascular
Scaffold (BVS) manufactured by M/s Abbott Vascular, USA through the registries due to
major adverse cardiac events specifically, myocardial infarction and scaffold thrombosis

observed in patients receiving the Bioresorbable, Vascular Scaffold.

(b to (d) Central Drugs Standard Control Organisation (CDSCO) under the Ministry
of Health and Family Welfare has uploaded the Medical Device Alert on 07.04.2017 on its
website stating that Patients and Healthcare professionals are advised to report adverse
events suspected to be associated with the use of Absorb Bioresorbable Vascular Scaffold
{(BVS) to the manufacturer, Importer and CDSCO to make aware of all the stakeholders/

clinicians/distributors/ hospitals about the issue.

In addition to above, CDSCO has also directed the importer M/s Abbott Healthcare
Private Limited. , not to import and sale the products Absorb Bioresorbable Vascular Scaffold
{(BVS) System with diameters <2.5 mm in public interest.

Governmental prejuction on cancer cases

2023, DR. SANJAY SINH: Will the Mimister of HEALTH AND FAMILY WELFARE
be pleased to state:

(@)  whetheritisa fact that more men die from cancer than women in the country;

(b)  if so, a detailed report on cancer affected persons in the country during the

last three vears;

(c)  the sex-wise reasons behind the cancer mortality in the country therein;
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(d)  whether it is a fact that Government projects to have over 18 lakh new cases

of cancer before 2020 with 14 lakh new cases in next three years; and

(e)  if so, the details thereof and the proposal of Government to check and treat

patients to reduce mortality rate therefor?

THE MINISTER OF STATE IN THE MINISTRY OF HEALTH AND FAMILY
WELFARE (SHRIMATT ANUPRIYAPATEL): (a) to (¢) As per National Centre for Disease
Informatics and Research- National Cancer Registry Program estimates, there is some
difference in estimated mortality figures for men and women. The estimates of mortality

among men are slightly higher than those of women.

The estimated number of mortality of cancer cases in India during the last three year

is given below:—

Year 2015 2016 2017

Hstimated Mortality of cancer cases 701007 732921 766348

Cancer is amultifactorial disease, the risk factors of which, inter alia, include ageing

population, sedentary life styles, use of tobacco products, unhealthy diet and air pollution.

(d) and (e) As per the data collected by Indian Council of Medical Research’s -
National Centre for Disease Informatics and Research-National Cancer Registry Programme
the total projected number of new cancer cases 1s 14.5 lakh in 2016, going up to 17.3 lakh
cases by 2020.

Central Government supplements the efforts of the State Government for improving
healthcare including prevention, diagnosis and treatment of Cancer. The objectives of
NPCDCS being implemented under National Health Mission (NHM) for interventions
upto district level include awareness generation for Cancer prevention, opportunistic
screening, early detection and referral to an appropriate level institution for treatment. The

focus is on three types of cancer namely breast, cervical and oral cancer.

A population level imitiative of prevention, control and screening for common NCDs
(diabetes, hypertension and cancer viz. oral, breast and cervical cancer) has been rolled
outin over 150 districts of the country in 2017-18 under NHM, as a part of comprehensive
primary healthcare.

The Government of India is implementing " Strengthening of Tertiary Care Cancer
facilities” Scheme under NPCDCS to assist to establish/set up State Cancer Institutes
(SCI) and Tertiary Care Cancer Centres (TCCC) in different parts of the country. Oncology
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in its various aspects has focus in case of new AIIMS and many upgraded institutions
under Pradhan Mantri Swasthya Suraksha Yojna (PMSSY) . Setting up of National Cancer
Institute at Jhajjar (Haryana) and 2nd campus of Chittranjan National Cancer Institute,
Kolkata has also been approved with an objective to enhance the capacity for prevention

and treatment of cancer in the country.

Making outcomes of clinical trials public

2024, SHRIA K. SELVARAT Will the Minister of HEALTH AND FAMILY WELFARE
be pleased to state:

(a)  whether it is a fact that Government is considering to make results of clinical
trials public;

(b)  whether the [CMR makes it mandatory for companies, organizations to disclose

outcomes;

(c)  whether it is also a fact that India has had a mixed record with clinical trials;

and
(d)  if so, the details thereof?

THE MINISTER OF STATE IN THE MINISTRY OF HEALTH AND FAMILY
WELFARE (SHRIMATT ANUPRIYA PATEL): (a) and (b) It is mandatory to register the
clinical trials at the public registry of India i.e. clinical trial registry (www.ctri.nic.in) . As
per information available on the website, clinical tnal registry-India 1s working with WHO-
ICTRPto ensure thatresults of all trials registered with CTRI are made available to public.
CTRI is hosted by Indian Council of Medical Research (ICMR) which is committed to
make it mandatory for trials it sponsors/co-sponsors to disclose outcomes upon trial

completion.

(c) and (d) As per available information on CTRI website, from 1st April, 2018 the
Chinical Trials Registry - India (CTRI) will accept and register clinical studies only
prospectively i.e. where the first patient has not yet been enrolled. However till 31st
March, 2018 ongoing, closed to recruitment and completed trials are also being accepted

for registration.

Sending doctors to rural areas

T2025. DR. VINAY P. SAHASRABUDDHE: Will the Minister of HEALTH AND
FAMILY WELFARE be pleased to state:

(a)  whether any policy mitiatives have been taken or are being taken to send

doctors to the rural areas for services;

TOriginal notice of the question was received in Hindi.



