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Executive summary

The introduction of India's largest social health insurance scheme, Ayushman
Bharat Pradhan Mantri Jan Arogya Yojana (AB-PMJAY) has expanded healthcare
access for millions of the country's vulnerable population. The project has been
marked by a key drive to increase healthcare access in different parts of the
country across multiple specialties. Considering these promising changes, we
recommend an enhanced patient-centric stance toward improving healthcare
outcomes as the way forward. Initiatives for inclusion of high-quality, innovative
medical technologies within the reimbursement system is an established approach
to improving short- and long-term patient outcomes.

To this end, we propose the creation of a more inclusive reimbursement process
that engages physicians and patient stakeholders at every step starting with
prioritization, technical appraisal, and final decision. Complementing this
approach, the introduction of quality-based incentives forimplantable medical
devices, in addition to existing service-based incentives within the reimbursement
regime, will be the key to achieving a positive impact on patient outcomes. A move
toward transparent, value-based pricing is expected to benefit publicinsurance
beneficiaries as well as set positive benchmarks for private insurers to follow suit.
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India’s transition from volume-based care
to value-based care

Figure 1

India’'s commitment to equality and equity is repeatedly echoed in the initiatives
taken within education and social development and more recently in its ambition
of providing Universal Health Coverage (UHC) through the launch of Ayushman
Bharat Mission in 2018. AB-PMJAY is the world's largest tax-funded social health
insurance scheme and provides cashless hospitalization of upto INR 500,000
peryear to each family, currently covering over 500 million Indians who are in the
country's bottom 40% in terms of socio-economic status (See Figure 1). While
focusing onincreased coverage is a powerful starting point for India, improving the
quality of patient outcomes should also be a key component of UHC.
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Itis notable that across low and middle-income countries, deaths from conditions
amenable to health care are often caused by low-quality care, with others resulting
from non-utilization of the healthcare system. Unsurprisingly, in these countries,
access to quality careis a bigger barrier to reducing mortality than insufficient
access. The importance of high-quality care will continue to grow, driven by aging
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Figure 2
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populations and a higher incidence of non-communicable diseases. Poor-quality
care alsoincreases distrust in healthcare systems resulting from adverse events
due to poor quality medical devices, persistent symptoms, or loss of function.
Promising policy changes in the Indian landscape have bought a value-based
healthcare model to the forefront, with policy makersincreasingly focused on
incentivizing empaneled healthcare providers (EHCPs) to provide high-quality care
and improve patient outcomes—a shift from the traditional focus on volume-based
care.

A recent policy brief published by the National Health Authority (NHA) elegantly
showcases the key goals—reduction in mortality and improvement in patient
Health Related Quality of Life (HRQoL)—and a proposed implementation
framework for a value-based healthcare delivery model in India (See Figure 2).

Key components of value-based care in AB-PMJAY

(e

Organizing delivery of care around patients' medical conditions rather than physicians' medical
specialties

'u Systematic measurement of outcomes and costs at the patient level
\@, Performance-based payments for care cycles (to replace simple case-based payment for
Tl separate services)

Integration of care delivery systems by clearly defining the scope of the services

@ Expanding geographic reach of providers, especially for specialized providers

8D@ Construction of an information technology platform that supports integrated, multidisciplinary

Source: L.

care across hospitals
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As India transitions toward value-based care, the NHA has increasingly focused

on the use of Health Technology Assessment (HTA) for decisions on inclusion of
new and innovative health technologies as well as value-based pricing. The NHA
recently created the Health Financing and Technology Assessment (HeFTA) unit
with a defined institutional and operating structure for new technology inclusion.
The HeFTA unit will inform decisions regarding the inclusion and pricing of new
technologies/therapiesin Health Benefit Packages (HBPs) (See Figure 3). A Price
Negotiation and Strategic Purchasing Committee will be established to negotiate
the ceiling price of health technologies with providers (hospitals, pharmaceutical
companies and medical device manufacturers).

Figure 3

Institutional structure and functioning of the HeFTA unit for new technology inclusion
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The NHA has also proposed the introduction of service-based incentives for
empaneled hospitals based on both certifications and systematic measurement
of outcomes. In the newer policy of providing value-based incentives, a maximum
financial benefit of 15% will be provided based on two categories—certification-
based incentives and outcome-based incentives—with equal weightage accorded
to both criteria.

The NHA has also introduced a Diagnosis Related Group (DRG) pilot in five states

under AB-PMJAY, making it the first scheme in India to provide payment through
use of DRGs.
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Key challenges

In addition to the above promising changesin the policy landscape and anincrease
in healthcare spends, NHA's initiative to invite stakeholder comments on recent
policy papers “Provider Payments and Price Setting under Ayushman Bharat
Pradhan Mantri Jan Arogya Yojana"” and “Volume-Based to Value Based Care:
Ensuring Better Health Outcomes and Quality Healthcare under AB PM-JAY" is

a welcome step. However, a strong shift toward a more inclusive reimbursement
decision making is yet to be implemented. In this regard, we highlight three key
challenges to bringing patient-centric and inclusive reimbursement decision
making to the forefront:

1. Limited involvement of critical stakeholders in reimbursement decisions
often leading to partial assessments precluding patient access to innovative
technologies

« Aninfrequentinvolvement of diverse stakeholders often leads to physicians,
the actual therapy users having anincomplete view of the topic selection and
prioritization process used for reimbursement decisions within the HTAs.

« Asecond challengein this context is the general representation of broader
clinical experts (e.g., cardiologists) instead of specialized therapy users (e.g.,
pediatric cardiologists, electrophysiologists) who can effectively identify
patients' interests.

« Underrepresentation of patient and physician voices disproportionately
affects patients with life-threatening diseases, who are most often poorly
served by healthcare systems.

« Alack of structured physician and patient societies in India and their
limited awareness of HTA processes is also an impediment to increased
representation of diverse stakeholders within topic selection and technical
appraisal committees.
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2. Anincentive disbursement structure with an uneven focus on healthcare
services

« Service-based incentives do not comprehensively capture or reward the
key success factors that drive positive outcomes. High quality implantable
medical technologies play an equally important part in improving health
outcomes. Itis thus essential to focus beyond the existing metrics and
capture other relevant success factors contributing to quality healthcare
(See Figure 4).

Figure 4

Value-based incentives for implantable devices aligns all stakeholders to drive positive patient outcomes
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Source: L.E.K. research & analysis

8 L.E.K. Consulting



SPECIAL REPORT

3. Lack of defined measures to reward high quality implantable medical technology

« Thecurrent approach for ascertaining the eligibility of a device for inclusion is
based on some minimum safety and efficacy data requirements (regulatory
approvals). However, long term data to suggest a positive impact of these
devices on quality of care orimprovement of patient outcomesis largely
missing. These devices have varied level of clinical evidence that are often not
comparative in nature. Consequently, it is often difficult to ascertain whether
these devices will have a comparable impact on long-term patient outcomes.

« The healthcare system currently has no mechanism to promote the use
of high-quality medical devices by service providers. The lack of minimum
standards and specifications for products and for manufacturers for
reimbursement eligibility is a key challenge in this context. Additionally,
the absence of real-world evidence to support claims of medical device
manufacturersis a common challenge for both private and public payors.
This highlights an opportunity for creation of well-defined, evidence-driven
measures for rewarding high-quality implantable medical technology.
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Proposed changes

Proposed change 1: Bringing care providers and patients closer to the
reimbursement process

+ Proposed change 1A: Deeper involvement of Key Opinion Leaders (KOLs) in
topic prioritization

One proposed, elemental change is a concerted effort to involve KOLs
including therapy users on a rotational basis through a structured
nomination and selection process during topic prioritization at NHA level
to drive greater focus on patient access in the local healthcare context.
Key opinion leaders and patients can be involved in distinct parts of the
process (See Figure 5). A study of global approaches on topic selection for
health technology assessment (HTA) shows that numerous nations have
endeavored to involve stakeholders such as health professional bodies and
the general publicin this process’.

Figure 5

Key areas for involvement of key opinion leaders and patients in the reimbursement process
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1

Proposed change 1B: Wider representation of clinical experts within the
Technical Appraisal Committee (TAC)

A second recommended changeis to initiate topic specific representation
within the TAC of the HTA body through formation of specialist sub-
committees composed of public and private physicians as well as industry
representatives. Forinstance, in Korea, the HTA committee comprises

20 permanent members with five additional subcommittees specific to
specialties comprising a minimum of 30 members?.

Proposed change 1C: Leveraging clinician and patient societies for generating
awareness

We recommend driving campaigns through creation of a common platform
for knowledge sharing of the latest technologies and HTA processes between
the clinical experts and the evaluation body. The technical complexity of
these topics merits a continuing dialogue with the public aimed at creating
awareness and encouraging stronger involvement from diverse stakeholders.

Proposed change 1D: Creation of a mechanism for feedback collection and
incorporation

We propose creation of a formal, streamlined process for wider feedback
collection and dissemination and focused consultation with therapy users,
patients, and professional societies on HTA proposals and outcome reports.
Use of email campaigns, telephonic contact, and roundtable discussions to
collect feedback on key issues is highly recommended.

Another recommended change is the creation of a mechanism for reappeal,
post publication of an HTA outcome report, with an appeal panel also
composed of independent reviewers. This will allow diverse stakeholders,
including patients, physicians and manufacturers, to have ongoing dialogue
with the HTA body on individual decisions. For instance, The National Institute
for Health and Care Excellence allows appeals to be lodged against the final
draft guidance by any of the appraisal consultees within 15 days on specified
grounds (e.g., unfair assessment, unverified recommendations, etc.). The
five-member appeal panel also includes four independent reviewers, giving
medical technologies a fair chance in patient care.

L.E.K. Consulting
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Proposed change 2: Introduction of a two-step pathway for provision of value-
based incentives for implantable medical devices

The use of high-quality, newer technologies contributes to reduced mortality,
shortened recovery times and significant improvements to HRQoL among
patients with life-threatening diseases (e.g., ischemic heart disease). Therefore,
addition of value-based incentives for medical devices along with the existing
service-based incentives in the current structure will encourage delivering
high-quality healthcare and improve patient outcomes. We propose a two-step
pathway for reimbursement aimed at provision of high-quality implantable
medical devices in India.

Allincluded products should adhere to essential principles of safety and
performance for implantable devices established by the regulatory body.
Manufacturers that demonstrate a commitment to patient safety (e.g.,
consistent product event report filing, clinical evidence, strong documentation)
should be preferentially considered for reimbursement eligibility. This will
further encourage manufacturers to strengthen their product quality processes
and systems where lacking.

As a second step, manufacturers will be invited to submit additional information
supporting their application for value-based incentives. Here, we recommend
adopting the existing framework of value-based incentives ideated by AB-
PMJAY for medical devices. We recommend providing incentives based on

two key categories—incentives based on robustness of clinical evidence and
outcome-based incentives—with equal weightage given to both criteria (See
Figure 6).
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Figure 6

Proposed pathway for value-based reimbursement of high-quality implantable medical devices in India
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principles of safety and . Estobllshment of a.n |ndep.endent body
performance for grading of medical devices to be « Adopt use of key
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« Prioritize medical devices within AB-PMJAY for
from manufacturers analysis of key patient

Approvals from international regulatory

consistently outcomes

. bodies
demonstrating
commitment to patient » Evaluate evidence and approvals by
safety other international organizations

(FDA, CE mark)

Note: FDA=U.S. Food and Drug Administration
Source: L.E.K. research & analysis

« Incentives based on robustness of clinical evidence

Inferior medical devices often have insufficient high-quality clinical
evidence establishing long term patient outcomes. We recommend the
use of a globally accepted framework to grade and incentivize devices
based on the quality of clinical evidence through establishment of an
independent body (See Figure 7).

Alternatively, the approvals by other stringent regulatory bodies (e.g., U.S.

Food and Drug Administration, CE-mark) can act as a proxy for identifying
and incentivizing high-quality medical devices.
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Figure 7

Suggested clinical framework for grading of implantable medical devices
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+ Outcome-basedincentives

Out of the five existing outcome-based indicators being collected under the
AB-PMJAY Transaction Management System (TMS), we suggest adoption of

two key metrics for providing outcome-based incentives for medical devices:

HRQoL and hospital readmission rate (See Figure 8).
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Figure 8

Adapted framework for outcome-based incentives
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As aninitial step to implement this framework, we recommend collection and linking of
minimum device identification data to the TMS to allow long-term monitoring of patient

outcomes.
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Conclusion
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Over 25 key stakeholders (participating experts) across key opinion leaders,
government authorities, private insurance experts, health policy experts and
industry attended a roundtable meeting to discuss the proposed changes to
enhance the medical device reimbursement processin India. This quorum is a key
step toward a reimbursement process that facilitates patient-centric decision-
making by creating processes for inclusion of diverse stakeholders. Overall,

we hope that these key recommendations will enable access to high-quality
healthcare through AB-PMJAY with the introduction of quality-based incentives.
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