YI'CHAM

I N D I A

AdvaMed

/ Advanced Medical Technology Association

Detailed Recommendations on Draft National Medical Devices Policy 2015
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Recommended Additionsto Current Draft

' Recommendation

Explanation
Suggested Changesto Current Draft

Appropriate
pricing regime
Reference: Section
3(iv)

Medical devices should not be treated in the sameag drugs.
The medical device industry thrives on rapid armiémental
innovation. Price control measures will destroyitigistry,
undermine the PM’s ‘Make in India’ vision, impedetflow of
FDI into the country and make latest technologrsvailable to
needy patients. Such measures will also have agrselimpact
on India’s healthcare tourism industry. This cédisa transparent
and competition-led pricing mechanism.

In addition, medical devices are so diversified eagdly
evolving that arriving at a concept of ‘essentjalih the Essentia
Commaodities Act would be impossible.

Level playing field
for government
procur ement
Reference: Section
3(iii)a

Revised text:

In order to ensure quality of products procuredieda for
procurement should mandatorily include compliandté wiobally
accepted/recommended standards of quality and maetiowihg
with an....

Global

har monization
Reference: Section
15

All the regulations for medical devices should benonized
with international best practices such as the IMRIRE adopt the
use of global standards such as ISO. This effortidvbelp
medical device manufacturers achieve the highaststds of
safety and efficacy, and also allow indigenous gtiduto become
globally competitive.

For example, the policy should require adequatgcal data to
support the performance of a medical device thraaitjter local
or international clinical evidence. Supportive mal data is a

pre-requirement for assessing the quality and safet device.

Editorial Changes
Reference: Section
11

Import dependence” is only in the case of high-tetbgy
medical devices.

Risk-based
classification of
medical devices
(Reference: DOP
Task Force report)

The Central Licensing Authority must adopt a risiséd
approach to the regulation of medical devicesnsuee that
Indian patients have timely access to the safedicale
technology. It would be appropriate to notify medidevices in
Global Medical Device Nomenclature (GMDN) with foelasses
of devices — high risk, moderate high risk, low mcde risk and
low risk. Higher risk devices should be notifiestj followed by
lower risk medical devices. This would be in linghithe
classification of the Global Harmonization Task ¢@(GHTF).
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Support for a
separate
regulatory
framework for
medical devices
Reference: Section

3(1)

We hope that the DOP will recommend the expeditpassage
of the D&C Bill as it has in the past to ensure thare is an
appropriate and separate regulatory framework fedioal
devices.

This will clarify specific regulations for pre-magk post market
requirements, provisions for the devices for fasth approvals
based on predicate, investigational/ humanitareance
approvals, need for strong quality management sysstelinical
data requirements and guidelines.

Creation of a
licensing authority

Legal manufacturing locations have to be movedbltdia as
manufacturers are often unable to export prodectetintries
like China if they are unable to obtain a licensarf the regulator
at country of origin. A licensing authority woul@étonly ensure
that products are safe and reliable but also beqsirts and
growth.

Single window
mechanism for
product approvals

Manufacturers often have to obtain multiple procamprovals
and from different agencies such as AERB, BIS, btiyiof
Environment & Forests, Department of Electronic¥&hnology
to be able to bring a fully functional system itite market. A
single window clearance would help increase avidiitaland
access for patients by enabling manufacturersttodace
products faster in the market.

Standardsfor

import of second
hand diagnostic
equipment/tools

Specific standards must be laid down for impomm@-owned
medical equipment based on equipment maintenasteryhby
OEM, equipment condition, whether the import iSigM or its
authorized dealer etc. This would prevent importihg
substandard products by third parties who havecness to OEM
accessories & spares.

Creation of an
innovation
ecosystem

To make India an innovation hub, certain moves d\Ve to be

encouraged:

o Clear measures to protect intellectual propertesinovation
through strong product patent laws and design mnadies

¢ A strong industry-academia-government partnership

¢ Special vehicles and incentives for industry

¢ Clarification on criteria for “Centres of Excellezic
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UMM Provision for skills

and training

In addition to the guidelines in the draft, thdduling steps could

be taken:

o Skill enhancement for paramedical staff, family gibians and
specialists to ensure safe and effective use ofcaledevices

¢ Revision of the medical curriculum to cover advahoeedical
technology procedures

¢ Construction of more advanced medical procedurgegn

Clear measures
for service
providers

To fix the fragmented healthcare system, the DOBt roneate

clear guidelines for distributors, service provildrospitals,

nursing homes, technical service providers etduding:

¢ Development and enforcement of treatment protdoolpatient
identification, diagnosis and referral

¢ Incentives for hospitals and providers to develepties in Tier
2 and 3 cities with import subsidies for large astructural
capital equipment

Funding
mechanismsto
ensure
affordability

The DOP should work with the MOH to ensure that icedd
devices are available to all through suitable meismas like
health insurance/assurance. This would include mggiiovisions
for funding and reimbursement of procedures invajvinedical
technology.




