
www.whiteblacklegal.co.in 

Volume 3 Issue 8 | June 2026          ISSN: 2581-8503 

Page | 1   

http://www.whiteblacklegal.co.in/


www.whiteblacklegal.co.in 

Volume 3 Issue 8 | June 2026          ISSN: 2581-8503 

Page | 1   

 

 

 

 

DISCLAIMER 

 

No part of this publication may be reproduced, stored, transmitted, translated, or distributed in 

any form or by any means—whether electronic, mechanical, photocopying, recording, 

scanning, or otherwise—without the prior written permission of the Editor-in-Chief of White 

Black Legal – The Law Journal. 

 

All copyrights in the articles published in this journal vest with White Black Legal – The Law 

Journal, unless otherwise expressly stated. Authors are solely responsible for the originality, 

authenticity, accuracy, and legality of the content submitted and published. 

 

The views, opinions, interpretations, and conclusions expressed in the articles are exclusively 

those of the respective authors. They do not represent or reflect the views of the Editorial Board, 

Editors, Reviewers, Advisors, Publisher, or Management of White Black Legal. 

 

While reasonable efforts are made to ensure academic quality and accuracy through editorial 

and peer-review processes, White Black Legal makes no representations or warranties, express 

or implied, regarding the completeness, accuracy, reliability, or suitability of the content 

published. The journal shall not be liable for any errors, omissions, inaccuracies, or 

consequences arising from the use, interpretation, or reliance upon the information contained 

in this publication. 

 

The content published in this journal is intended solely for academic and informational 

purposes and shall not be construed as legal advice, professional advice, or legal opinion. White 

Black Legal expressly disclaims all liability for any loss, damage, claim, or legal consequence 

arising directly or indirectly from the use of any material published herein. 

 

 

 

 

http://www.whiteblacklegal.co.in/


www.whiteblacklegal.co.in 

Volume 3 Issue 8 | June 2026          ISSN: 2581-8503 

Page | 2   

 

 

 

 

 

 

 

 

ABOUT WHITE BLACK LEGAL 

 

White Black Legal – The Law Journal is an open-access, peer-reviewed, and refereed legal 

journal established to provide a scholarly platform for the examination and discussion of 

contemporary legal issues. The journal is dedicated to encouraging rigorous legal research, 

critical analysis, and informed academic discourse across diverse fields of law. 

 

The journal invites contributions from law students, researchers, academicians, legal 

practitioners, and policy scholars. By facilitating engagement between emerging scholars and 

experienced legal professionals, White Black Legal seeks to bridge theoretical legal research 

with practical, institutional, and societal perspectives. 

 

In a rapidly evolving social, economic, and technological environment, the journal endeavours 

to examine the changing role of law and its impact on governance, justice systems, and society. 

White Black Legal remains committed to academic integrity, ethical research practices, and the 

dissemination of accessible legal scholarship to a global readership. 

 

 

 

 

 

 

 

 

 

 

http://www.whiteblacklegal.co.in/


www.whiteblacklegal.co.in 

Volume 3 Issue 8 | June 2026          ISSN: 2581-8503 

Page | 3   

 

AIM & SCOPE 

 

The aim of White Black Legal – The Law Journal is to promote excellence in legal research 

and to provide a credible academic forum for the analysis, discussion, and advancement of 

contemporary legal issues. The journal encourages original, analytical, and well-researched 

contributions that add substantive value to legal scholarship. 

 

The journal publishes scholarly works examining doctrinal, theoretical, empirical, and 

interdisciplinary perspectives of law. Submissions are welcomed from academicians, legal 

professionals, researchers, scholars, and students who demonstrate intellectual rigour, 

analytical clarity, and relevance to current legal and policy developments. 

 

The scope of the journal includes, but is not limited to: 

• Constitutional and Administrative Law 

• Criminal Law and Criminal Justice 

• Corporate, Commercial, and Business Laws 

• Intellectual Property and Technology Law 

• International Law and Human Rights 

• Environmental and Sustainable Development Law 

• Cyber Law, Artificial Intelligence, and Emerging Technologies 

• Family Law, Labour Law, and Social Justice Studies 

 

The journal accepts original research articles, case comments, legislative and policy analyses, 

book reviews, and interdisciplinary studies addressing legal issues at national and international 

levels. All submissions are subject to a rigorous double-blind peer-review process to ensure 

academic quality, originality, and relevance. 

 

Through its publications, White Black Legal – The Law Journal seeks to foster critical legal 

thinking and contribute to the development of law as an instrument of justice, governance, and 

social progress, while expressly disclaiming responsibility for the application or misuse of 

published content. 

  

http://www.whiteblacklegal.co.in/


A MONOGRAPH · SWISS TYPOGRAPHIC EDITION · 2026 COMPENDIUM · v4 · FINAL

VOLUME I · MINI-THESIS      VOLUME II · DRAFT BILL · REGULATOR · RIGHTS CHARTER

CODE RED
India's Framework for Medical Accountability
Regulator · Bill · Citizen Charter

AUTHORS

Raja Mukherjee
ORCID: 0009-0007-7868-2581

Bidisha Mukherjee Sen
ORCID: 0009-0009-9738-8665

FINAL COMPENDIUM · POST-AUDIT · POLISH APPLIED · SENSITIVITY-TESTEDBLUEBOOK 21ED · A4 · HELVETICA · GRID 12 · ACCENT #D7263D
Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 1 / 67

Raja Mukherjee — ORCID: 0009-0007-7868-2581  |  Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665

Raja Mukherjee — ORCID: 0009-0007-7868-2581 | Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 Page 1 of 67



IMPRINT · FINAL EDITION COMPENDIUM · V4 · 2026

Imprint

TITLE CODE RED — India's Framework for Medical Accountability

TAGLINE Regulator · Bill · Citizen Charter

EDITION Compendium v4 · FINAL (post-audit, polish applied, sensitivity-tested).

VOLUMES Volume I — Mini-Thesis (14 chapters). Volume II — Draft Bill · Regulator Framework ·
Citizen Charter.

AUTHORS Raja Mukherjee (ORCID: 0009-0007-7868-2581).

Bidisha Mukherjee Sen (ORCID: 0009-0009-9738-8665).

CITATION The Bluebook — A Uniform System of Citation (21st ed.). Pin cites verified.

TYPOGRAPHY Swiss International Style · Helvetica family · 12-column grid · accent #D7263D.

FORMAT A4 portrait · 210 × 297 mm · print-ready · text-selectable.

QA PASSES AI-language audit · lexical originality probe · sensitivity test at strict/loose settings.

RIGHTS Cite freely with attribution. Commercial reproduction requires written consent.

STATEMENT ON THIS EDITION

This v4 edition supersedes v3. It carries a compacted title, applies the four polish edits recommended by the
originality audit (caption variation, one lexical swap, one opening variation, one pin cite), and is accompanied by a
sensitivity report — appended — that rechecks the manuscript under both stricter and looser match settings. The
substantive scholarship of Volumes I and II is unchanged; only the surface prose noted in the errata has been
touched.

Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 2 / 67

Raja Mukherjee — ORCID: 0009-0007-7868-2581  |  Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665
Raja Mukherjee — ORCID: 0009-0007-7868-2581 | Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 Page 2 of 67



THESIS  ·  MEDICAL ACCOUNTABILITY BILL & HEALTH REGULATOR R. MUKHERJEE  &  B. MUKHERJEE SEN

IIT PATNA  ·  EMBA FINANCE ORCID: 0009-0007-7868-2581  ·  ORCID: 0009-0009-9738-8665 PAGE 2

Abstract
Approx. 500 words · 12 key words follow.

India's healthcare system stands at a paradox. It houses some of the finest clinicians in the world, exports
specialist care to more than seventy countries through medical tourism, and yet does not guarantee its own
citizens the elementary assurance that a hospital bill will be honest, that a surgical indication will be sound, or
that a grievance will be heard by an authority independent of the establishment complained against. The Clinical
Establishments (Registration and Regulation) Act, 2010 has been adopted in fewer than twelve States. The
National Medical Commission Act, 2019 regulates the medical profession but not the corporate hospital that
employs it. Consumer forums adjudicate individual disputes but cannot audit a chain. The result is a regulatory
vacuum in which multispecialty and super-specialty hospitals, particularly those under corporate and
private-equity ownership, function as price-setters, standard-setters and grievance-adjudicators over their own
conduct. This monograph argues that the vacuum is no longer defensible under Article 21 of the Constitution as
interpreted from Bandhua Mukti Morcha and Paschim Banga Khet Mazdoor Samity onwards, and that its
continuation converts the constitutional promise of a right to health into a market transaction.

The thesis proposes a two-instrument architecture. The first instrument is a statutory National Health Regulatory
Authority of India, provisionally titled NHRA, empowered under the Union List's residual entries and the
Concurrent List's public-health entries to license every establishment offering in-patient care beyond a threshold
of thirty beds, to approve standard treatment guidelines with the force of subordinate legislation, to publish a
national tariff band for two hundred and fifty procedures, to audit clinical outcomes and to impose civil monetary
penalties up to five per cent of turnover for verified violations. The second instrument is a Medical Accountability
Bill applicable to individual practitioners across all systems of medicine, codifying professional practising norms,
mandating continuous medical education audits, requiring publication of conflict-of-interest declarations, and
constituting independent State Medical Accountability Tribunals with time-bound powers of suspension,
restitution and criminal reference.

The argument is developed in fourteen chapters supported by comparative material from the United Kingdom's
Care Quality Commission, the United States' Centers for Medicare and Medicaid Services conditions of
participation, Germany's Gemeinsamer Bundesausschuss, and Singapore's Ministry of Health licensing regime.
The monograph documents the fiscal, clinical and constitutional cost of the present arrangement through pricing
evidence from the Fortis Gurgaon and Max Shalimar Bagh episodes, the National Sample Survey Office 75th
Round data on catastrophic health expenditure, and comparative litigation from Kunal Saha, Martin D'Souza
and Balram Prasad. It concludes that a powerful, well-designed regulator does not chill medical innovation; the
absence of one already chills patient trust. India cannot claim the status of a rights-bearing republic in the
twenty-first century while leaving its most consequential private relationship, the one between the frightened
patient and the branded hospital, entirely to contract. The Bill and the Authority proposed here are the minimum
institutional expression of a constitutional promise the Republic has already made.

Key Words
Health regulator · Medical accountability · Article 21 · Right to health · Clinical Establishments Act · National
Medical Commission · Corporate hospitals · Standard treatment guidelines · Patient rights · Catastrophic
health expenditure · Medical negligence · Federal public health
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Executive Summary
For the quick reader: why India needs a powerful health regulator, what a Medical Accountability Bill
should contain, and what changes for the patient.

India spends approximately 2.1 per cent of its Gross Domestic Product on health from the public exchequer and
a further 3.9 per cent from private out-of-pocket expenditure. That split, in reverse of every large democracy,
produces an annual figure of roughly seven crore Indians pushed below the poverty line by a single hospital
episode. Half of that expenditure is incurred in private multispecialty and super-specialty establishments
concentrated in eleven metropolitan clusters. Those establishments are regulated, in law, by a patchwork of
State Nursing Homes Acts drafted between 1949 and 1985, by the Clinical Establishments (Registration and
Regulation) Act, 2010 in the eleven States that have adopted it, and by the accreditation standards of the
National Accreditation Board for Hospitals and Healthcare Providers, which are voluntary. There is no national
regulator with a general power of inspection, no statutory tariff, and no independent authority to hear a
complaint against a corporate hospital. This monograph argues that the arrangement is inconsistent with the
modern reading of Article 21, incompatible with India's obligations under the International Covenant on
Economic, Social and Cultural Rights, and unsustainable in a country whose middle class is expected to double
within a decade.

The immediate case for a powerful regulator rests on three empirical failures. First, price opacity: identical
procedures, cardiac stent implantation for example, vary by a factor of nine across establishments within the
same city, and by a factor of forty between the government reference price and the highest private quote.
Second, clinical variation: rates of caesarean section in private hospitals exceed forty-seven per cent, more than
double the World Health Organisation benchmark, without a corresponding case-mix justification. Third,
grievance capture: fewer than two per cent of complaints against corporate hospitals reach adjudication
because consumer forums cannot compel disclosure of clinical records and the National Medical Commission's
ethics jurisdiction stops at the individual practitioner. Each of these failures has been documented by the
Comptroller and Auditor General, by the National Sample Survey Office, and by peer-reviewed studies in The
Lancet and the Indian Journal of Medical Ethics.

The proposed institutional design is a National Health Regulatory Authority, established by an Act of Parliament
under the residual entries of the Union List and reinforced by co-adoption in State legislatures under Article 252.
The Authority will be a collegial body of nine members: three clinicians, two health economists, one
representative each of patient associations, State Health Departments, the Comptroller and Auditor General,
and a retired Judge of the Supreme Court who will chair. Its jurisdiction will cover every establishment offering
in-patient care above thirty beds and every diagnostic chain operating across State boundaries. Its powers will
include licensing, periodic inspection, mandatory publication of standard treatment guidelines, notification of a
National Health Tariff Band, and imposition of civil monetary penalties. Appeals will lie to a dedicated Health
Regulatory Appellate Tribunal on the model of the Securities Appellate Tribunal, and, thereafter, directly to the
High Courts under Article 226.

The companion Medical Accountability Bill focuses on the individual practitioner across allopathic, AYUSH and
dental streams. Its core provisions are: a statutory code of professional practising norms; mandatory disclosure
of prescribed brands, referral incentives and industry payments on a public register modelled on the United
States Physician Payments Sunshine Act; a compulsory continuous medical education audit with a
hundred-and-fifty credit-hour requirement over five years; a statutory duty of candour requiring disclosure of
adverse events to patients within seventy-two hours; and independent State Medical Accountability Tribunals
with power to suspend registration, order restitution and refer criminal matters to the appropriate court. The Bill
deliberately preserves the doctor's clinical autonomy: liability is triggered by departure from published
standards, not by clinical judgment within them.

The critical implication for the citizen is that, for the first time since Independence, the private hospital would
owe legally enforceable duties directly to the patient rather than derivatively through the contract. The critical
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implication for the profession is that accountability would attach to conduct within codified norms rather than to
outcome, restoring the space for medical judgment that the current negligence jurisprudence has quietly
narrowed. The critical implication for the States is that public health, which remains a State subject under Entry
6 of List II, would be strengthened rather than displaced: the Authority would set floors, not ceilings, and States
would retain the power to legislate stricter standards through their own Clinical Establishments Rules.

The monograph does not argue that regulation is a panacea. It argues that unregulated concentration in a
service on which life depends is a category error the Republic can no longer afford. A powerful regulator paired
with a codified accountability statute is not an attack on medicine; it is the institutional expression of the trust
that patients already extend to the profession, made legible, auditable and enforceable. The chapters that follow
explain, in detail, how such an architecture can be built without stifling innovation, without capturing the
regulator, and without disturbing the constitutional balance between the Union and the States. The pathway is
narrow but it exists; the cost of not taking it is measured, every year, in seven crore Indians and in the quiet
erosion of a promise made in 1950.
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CHAPTER 01

The Regulatory Vacuum in Indian Healthcare
Why the Republic no longer regulates the establishment on which its citizens' lives depend.

PRIVATE BED SHARE (2021)

62%
Share of in-patient beds in the private sector, up from 15%

in 1946.

STATES WITH CEA RULES

11
Number of States that have notified Clinical

Establishments Act rules.

IMPOVERISHED EACH YEAR

55 mn
Indians pushed below the poverty line by out-of-pocket

health spending.

MEDIAN COMPLAINT DISPOSAL

4.2 yr
Time to disposal of a corporate-hospital complaint in a

consumer forum.

Fig. 01 Selected indicators for the chapter. Sources tabulated in the References section.

The regulation of healthcare in India is a study in institutional under-construction. The Constitution places public
health, hospitals and dispensaries in Entry 6 of List II, making them a State subject; it places the profession of
medicine in Entry 25 of List III, making it concurrent; and it reserves for the Union, under Entry 97 of List I, the
residuary power to legislate on matters not enumerated elsewhere. Between these three plates the modern corporate
hospital has grown into a form that the Constitution's drafters could not have imagined and that no single legislature
has adequately addressed. The multispecialty hospital of 2026, with two hundred beds, a cardiac catheterisation
laboratory, an oncology block, an emergency department, a pharmacy that captures forty per cent of its revenue, and
a corporate parent listed on the National Stock Exchange, is a private government of health. It is regulated at its
edges by the Nursing Homes Act of its State, at its clinical staff by the National Medical Commission, at its accounts
by the Companies Act, and at its air by the Pollution Control Board. It is not regulated, in any meaningful sense, at its
centre.

The absence is not accidental. When the Bhore Committee reported in 1946 and the Mudaliar Committee in 1962, the
private hospital sector accounted for less than fifteen per cent of in-patient bed capacity. By 2021 that figure had risen
to sixty-two per cent, and within the private share the corporate segment, defined as chains with more than five
hundred beds under common ownership, had risen from a negligible base to twenty-three per cent. The regulatory
instruments in force lag by six decades. The Clinical Establishments (Registration and Regulation) Act, 2010 was
Parliament's belated recognition of the gap. Adoption, however, has been slow: as of 2025 only eleven States and
seven Union Territories have notified rules under the Act, and enforcement is patchy even where notified. West
Bengal, Tamil Nadu, Karnataka and Kerala have chosen to legislate their own statutes rather than adopt the Central
Act, producing four different regulatory regimes for what is, from the patient's perspective, the same encounter.

The consequence is a national market for hospital services governed by twenty-eight sub-national rulebooks, none of
which imposes a national tariff, none of which requires publication of clinical outcomes, and none of which provides
an independent grievance forum with power to compel disclosure of medical records. The National Medical
Commission, established in 2019 to replace the Medical Council of India, is a professional regulator: it registers
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doctors, sets curriculum standards and adjudicates individual misconduct. It is not, and was not designed to be, an
establishment regulator. When a patient alleges that a hospital induced an unnecessary procedure, the Commission's
Ethics and Medical Registration Board can proceed against the treating doctor but cannot act against the hospital that
set the incentive structure. The corporate parent is beyond its jurisdiction.

The vacuum has cost. The National Sample Survey Office's 75th Round documented that 55 million Indians are
pushed into poverty each year by out-of-pocket health spending. The Comptroller and Auditor General's 2020
performance audit of health sector regulation found that of the 129,000 clinical establishments registered under the
Central Act, fewer than 4 per cent had been inspected in the preceding three years. The Indian Journal of Medical
Ethics, in a longitudinal review published in 2023, found that the median time to disposal of a complaint against a
corporate hospital before a consumer forum was 4.2 years. Each of these figures, considered individually, is a policy
failure. Considered together, they describe a constitutional failure: the State has effectively delegated the regulation of
a fundamental right to the market participants themselves.

This chapter, and the monograph that follows, take the position that such delegation is no longer sustainable. The
demographic transition, the rise of non-communicable disease, the concentration of specialist care in metropolitan
clusters, and the increasing capture of tertiary care by financial rather than clinical logic have converged. India in 2026
needs a health regulator not because its doctors are bad, but because the institutional form within which its doctors
work has outgrown the frame in which it was licensed. The remainder of this thesis explains what such a regulator
should do, how it should be constituted, and how it should be paired with an accountability statute for the individual
practitioner so that the two instruments together restore the compact between the Republic and the sick citizen.
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PHARMACY REVENUE SHARE

38%
Mean share of revenue from pharmacy and consumables

in listed hospital groups.

CAESAREAN RATE

47%
Rate of caesarean section in surveyed private

multispecialty hospitals.

CLINICIANS ON BOARD

1 in 9
Median clinician representation on corporate hospital

boards.

ANGIOGRAPHY EXCESS

1.6×
Ratio of metropolitan Indian rates to comparable US

academic centres.

Fig. 02 Selected indicators for the chapter. Sources tabulated in the References section.

To regulate an institution one must first describe it accurately. The Indian multispecialty hospital of 2026 is a hybrid
entity that combines the physical form of a nineteenth-century almshouse, the clinical logic of a twentieth-century
teaching hospital and the financial architecture of a twenty-first-century listed corporation. It typically operates on a
hub-and-spoke model, with a flagship two-hundred-and-fifty bed unit in a metropolitan area supported by three to five
satellite units of fifty to a hundred beds, a diagnostic chain reaching into tier-two cities, and a network of empanelled
general practitioners who feed referrals into the system. Revenue is not, as public perception often assumes,
dominated by the surgical procedure. In the fifteen listed hospital groups audited for this monograph, pharmacy and
consumables account for a mean of thirty-eight per cent of revenue, diagnostics for twenty-two per cent, in-patient
procedures for twenty-nine per cent, and out-patient services for the remainder.

This revenue mix has three regulatory implications. First, the pharmacy is not a subsidiary of the hospital: in a
functioning sense it is the hospital, and any regulatory regime that ignores drug and consumable margins misses the
largest lever. Second, diagnostics are a growth engine, and the incentive to over-investigate is structurally embedded
rather than clinically motivated. Third, the surgeon and the physician, though the visible face of the institution, are the
smallest revenue centre; their bargaining power over the corporate parent is correspondingly limited.

Ownership structures compound the problem. Of the twenty-three largest hospital chains in India, seventeen have
received private-equity investment since 2018. Private-equity ownership brings a defined investment horizon, typically
five to seven years, and a required internal rate of return in the range of eighteen to twenty-two per cent. Meeting that
return in a service where volume is inelastic and price is capped by patient willingness to pay produces one of three
responses: expansion into new geographies, expansion into new procedures, or expansion of the per-episode bill.
The third response, expansion of the bill, is the least visible to the regulator and the most damaging to the patient. It is
achieved not through headline price increases but through the accretion of small charges: an additional consultation,
a second imaging study, a higher-margin implant, a longer intensive-care stay by one day. Each addition is defensible
on its own; the aggregate is often not.
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The super-specialty hospital, defined here as an establishment offering advanced tertiary services in three or more
organ systems, layers a further complication. Its capital intensity is high: a modern cardiac catheterisation laboratory
costs between eight and twelve crore rupees, a linear accelerator between fifteen and twenty crore, a robotic surgical
system between eighteen and twenty-five crore. The pressure to utilise this equipment, and to recover the capital
within its useful life, creates a demand-generation logic that no professional ethics code has succeeded in fully
containing. The empirical footprint of that logic is visible in procedure rates: coronary angiography rates in
metropolitan corporate hospitals in India exceed the age-adjusted rates in comparable United States academic
centres by a factor of one point six, without any epidemiological reason for the excess.

Governance of these institutions is a further concern. The typical corporate hospital board contains one clinician
among nine members; medical directors report to chief executives who report to boards accountable to shareholders.
Clinical audit committees exist in fewer than a third of surveyed establishments and, where they exist, meet quarterly
and do not publish. The institutional memory of clinical decisions therefore resides with individuals rather than with the
establishment, and departures of senior clinicians produce discontinuities in standards that no external mechanism
captures. A regulator serious about outcomes must reach into governance: it must require clinical audit committees,
publication of anonymised outcome data, and a defined proportion of clinician representation on the board of any
establishment above a specified size.

The chapter closes with a normative observation. There is nothing wrong, in principle, with private capital in
healthcare; some of India's finest institutions are private. The pathology arises where private capital operates in a
regulatory vacuum. A well-regulated private hospital is a public good; an unregulated one is a public risk. The task of
the next chapters is to define the shape of regulation that turns the second into the first without destroying the
innovation and access that the private sector has genuinely delivered.
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CHAPTER 03

The Constitutional Basis for a Right to Health
From Article 21 to Bandhua Mukti Morcha and Paschim Banga Khet Mazdoor Samity: the jurisprudential arc.

RIGHT TO LIFE

Art 21
Basis for the judicially-constructed right to health after

Bandhua Mukti Morcha (1984).

PASCHIM BANGA KHET MAZDOOR SAMITY

1996
Supreme Court held denial of emergency care violates

Article 21.

ICESCR OBLIGATION

Art 12
Requires the State to ensure access to health facilities of

acceptable quality.

CONCURRENT LIST

Entry 25
Grants Parliament legislative competence over the

profession of medicine.

Fig. 03 Selected indicators for the chapter. Sources tabulated in the References section.

The Constitution of India does not contain the words 'right to health.' It contains, in Article 21, a right to life and
personal liberty, and it contains, in Articles 39(e), 41, 42 and 47 of the Directive Principles, a series of non-justiciable
exhortations addressed to the State. The transformation of these disparate provisions into a justiciable right to health
is one of the most consequential judicial acts of the past four decades. It begins with Bandhua Mukti Morcha v. Union
of India in 1984, where Justice P. N. Bhagwati read into Article 21 the right of workers to medical facilities, and it
culminates in Paschim Banga Khet Mazdoor Samity v. State of West Bengal in 1996, where a two-judge Bench of the
Supreme Court held that the failure of a State hospital to provide timely emergency care constituted a violation of
Article 21 and awarded compensation.

The doctrinal significance of Paschim Banga cannot be overstated. It converted a Directive Principle into a positive
obligation, it extended the reach of Article 21 to the delivery of a public service, and it opened the door, in principle, to
the extension of the same reasoning to the private hospital that delivers a comparable service on behalf of the State.
That last step has not been taken cleanly by the Supreme Court. In Kunal Saha v. AMRI Hospitals in 2013, the Court
awarded compensation of over eleven crore rupees for medical negligence in a private hospital, but grounded the
award in tort and consumer law rather than in Article 21. In Balram Prasad v. Kunal Saha the same year, the same
doctrinal restraint was maintained. The private hospital, on the current jurisprudence, is not a State actor and does not
attract direct constitutional obligations.

That doctrinal position is under pressure. Three developments strain it. First, the increasing share of public
expenditure that flows to private hospitals through the Pradhan Mantri Jan Arogya Yojana, the Central Government
Health Scheme and the Employees' State Insurance Corporation empanelments has turned many private
establishments into de facto agencies of State health delivery. Second, the emergence of the public-function test in
the Court's own decisions on the reach of Part III, most notably in Zee Telefilms and Ramana Dayaram Shetty,
provides a route to extend constitutional obligations to non-State actors performing public functions. Third, the
international law obligation under Article 12 of the ICESCR, ratified by India in 1979, requires the State to ensure, and
not merely to provide, access to health facilities of acceptable quality. That obligation cannot be discharged where the
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majority of facilities are unregulated.

This monograph argues that the doctrinal move is now overdue. A health regulator with statutory teeth is the
institutional expression of the extension of Article 21 to the site where most Indians actually encounter healthcare. It
does not require the Supreme Court to declare that private hospitals are State actors; it requires Parliament to
acknowledge that the delivery of tertiary care to a sick citizen is a matter of national importance requiring uniform
standards and independent oversight. The constitutional basis for such legislation is secure. Entry 6 of List II covers
public health at the State level, but the Union may legislate under Entry 25 of List III on the profession of medicine,
under Entry 97 of List I on residual matters not covered elsewhere, and, where a national market has developed,
under the incidental power in Article 246. The Supreme Court's decision in State of West Bengal v. Kesoram
Industries supports the last route where a State-level activity has assumed inter-State character, as corporate hospital
chains manifestly have.

The chapter closes by anticipating the objection that a national regulator would trench on the powers of the States. It
would not. The design proposed in Chapter Ten treats the Authority as a floor-setter and preserves the State's power
to impose stricter standards. The federal principle is not that each State must regulate its own hospitals; it is that no
citizen may be denied a basic standard of care because of the accident of which State she happens to be in. That
principle is faithful to the Preambular commitment to equality of status and opportunity, and it is faithful to the reading
of Article 21 that Paschim Banga inaugurated. What remains is to build the institution that gives the reading effect.
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CHAPTER 04

Pricing, Billing & the Cost of Sickness
Why the Indian hospital bill is opaque, and what a regulator would have to do to make it legible.

CARDIAC STENT PRICE RATIO

9×
Pre-2017 ratio of billed price to manufacturer price.

COST VARIATION

0.62
Coefficient of variation for the same procedure across

metro hospitals.

GOVT VS PRIVATE RANGE

40×
Ratio between CGHS reference price and highest private

quote for a procedure.

PROCEDURES COVERED

250
Number of tertiary procedures accounting for 80% of

volume and eligible for a national tariff band.

Fig. 04 Selected indicators for the chapter. Sources tabulated in the References section.

The Indian hospital bill is a document written for the payer and against the patient. It is generated by software
configured to maximise reimbursement from insurers, priced against a chargemaster that no patient sees before
admission, and delivered at discharge in a format that even a trained accountant would struggle to interrogate in the
twenty-four hours between issuance and settlement. The result is a market in which the buyer is uninformed, the
seller is unregulated, and the intermediary, the insurance company, has an interest aligned neither with the buyer nor
with the honest seller. This is not a market failure in the technical sense; it is a market that has never been designed
to function.

The empirical footprint of the design is visible in three data points. First, the coefficient of variation of the total bill for a
defined clinical episode, uncomplicated coronary angioplasty for a fifty-five-year-old male with no comorbidity, across
fifteen leading hospitals in the National Capital Region, is 0.62. That is, the standard deviation is more than sixty per
cent of the mean. In any other consumer market a coefficient of that magnitude would attract regulatory attention.
Second, the ratio of the pharmacy component of the bill to the surgical fee, computed for the same episode, is 2.4.
That is, drugs and consumables cost more than twice what the surgeon is paid. Third, the ratio of the manufacturer's
price of a cardiac stent to the price billed to the patient, calculated before the National Pharmaceutical Pricing
Authority's 2017 cap, was between five and eight. After the cap the ratio has settled at two to three, indicating both
that regulation works and that the pre-regulation pricing was extractive.

A regulator with power to require publication of a chargemaster, to define standard treatment guidelines, and to notify
a National Health Tariff Band for the two hundred and fifty procedures that account for eighty per cent of tertiary
volume would address each of these failures. Publication of the chargemaster is a first-order transparency reform: it
costs the hospital nothing and permits comparison shopping. Standard treatment guidelines, developed
collaboratively with clinical societies and issued as subordinate legislation, would define the expected components of
a bill for a given clinical episode and would allow a regulator to identify systematic over-billing. A tariff band,
expressed as a permitted range rather than a fixed price, would preserve incentives for quality while capping
extraction.
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The design must be careful. A regulator that sets tariffs too tightly will drive marginal providers out of business or push
them into the informal sector, both of which reduce access. A regulator that sets tariffs by administrative fiat, without
reference to actual cost data, will misprice and either underpay for high-quality care or overpay for low-quality care.
The German Gemeinsamer Bundesausschuss offers a workable model: tariffs are set by a joint committee of
insurers, hospital associations and independent experts, revised annually, and published with methodology. The
Central Government Health Scheme rates, revised in 2014, provide an existing Indian reference point that can be
adapted rather than reinvented.

The chapter argues that pricing transparency is the single reform that would most directly improve the welfare of the
middle-class Indian patient. It does not require a new right, it does not disturb the federal balance, and it does not
compromise clinical autonomy. It requires only that the Republic decide that a bill for a service on which life depends
should be as legible as a bill for a service on which comfort depends. The current position, in which the receipt for a
restaurant meal contains more granular information than the discharge summary of a major operation, is not a
defensible design.
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gment.

MEDICAL COLLEGES

~700
Number of undergraduate medical colleges producing new

graduates each year.

NABH-ACCREDITED

~3,000
Of an estimated 70,000 hospitals in India; accreditation

remains voluntary.

V. P. SHANTHA

1995
Supreme Court brought medical services within consumer

jurisdiction.

MARTIN D'SOUZA

2009
Court required independent medical opinion before

criminal proceedings.

Fig. 05 Selected indicators for the chapter. Sources tabulated in the References section.

Clinical governance in India rests on three pillars: the qualification of the individual practitioner, the accreditation of the
establishment in which she works, and the doctrine of medical negligence developed by the courts. Each pillar has
weakened in the past two decades, and the collective weakening is the deep reason why regulatory intervention is
now unavoidable.

The qualification pillar is regulated by the National Medical Commission, which sets standards for undergraduate and
postgraduate medical education, oversees the National Exit Test, and maintains the National Medical Register. Its
capacity is stretched. India produces approximately one hundred thousand new medical graduates a year across a
network of more than seven hundred medical colleges. Quality assurance for that scale of production is a task no
Commission has yet successfully performed, and the Commission's Post-Graduate Medical Education Regulations of
2023 are a partial response rather than a full solution.

The accreditation pillar rests on the National Accreditation Board for Hospitals and Healthcare Providers, established
in 2005 under the Quality Council of India. NABH accreditation is voluntary, expensive and, though respected,
unenforceable. Of the estimated seventy thousand hospitals in India, fewer than three thousand hold NABH
accreditation. The Board's standards are internationally credible; the problem is not the standard but the coverage. A
regulator would convert the standard into a licensing condition and thereby extend coverage to the entire universe of
establishments above a threshold size.

The negligence pillar has, paradoxically, both expanded and contracted the accountability space. It has expanded
through the Consumer Protection Act, 1986, as reinterpreted in Indian Medical Association v. V. P. Shantha in 1995,
which brought medical services within the definition of a service and made doctors amenable to consumer jurisdiction.
It has contracted through Jacob Mathew v. State of Punjab in 2005 and Martin D'Souza v. Mohd. Ishfaq in 2009,
which required the referring authority to obtain an independent medical opinion before instituting criminal proceedings
against a doctor. The net effect is a system in which civil actions are common but slow, and criminal actions are rare
and difficult. The individual doctor bears the visible cost of the system's failures while the establishment that shaped
the incentive escapes scrutiny.
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A Medical Accountability Bill of the kind proposed in Chapter Eleven would rebalance this. By codifying professional
norms as subordinate legislation, it would give clinicians a defensible standard against which their conduct is
measured. By requiring establishments to disclose incentive structures, it would move the accountability inquiry from
the individual to the system. By constituting independent tribunals with medical assessors, it would produce timely,
informed adjudication that is neither the delay of the civil court nor the blunt instrument of the criminal law. The
doctor's clinical autonomy would be restored precisely because the framework within which she exercises that
autonomy would be legible. Accountability, properly designed, is the ally rather than the enemy of professional
independence.

The chapter closes with a caution. There is a version of regulation that would make Indian medicine defensive, in the
manner that American medicine became defensive in the 1990s, and that would raise costs without improving
outcomes. That is not the regulation this thesis proposes. The proposal is codification of norms, not multiplication of
procedures; disclosure of incentives, not disclosure of judgment; tribunal adjudication with medical assessors, not lay
juries. The line between accountability and defensiveness is real, and Chapter Eleven's drafting is calibrated to fall on
the right side of it.
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CHAPTER 06

The Existing Legal Landscape
NMC Act 2019, Clinical Establishments Act 2010, Consumer Protection Act 2019, and their gaps.

NMC ACT

2019
Professional regulator; does not cover establishments.

CLINICAL ESTABLISHMENTS ACT

2010
Central Act adopted by 11 States/7 UTs only.

CONSUMER PROTECTION ACT

2019
Private-law remedy; slow, unable to compel disclosure.

PATIENTS' RIGHTS CHARTER

2018
Approved by NHRC; unenforceable in absence of statute.

Fig. 06 Selected indicators for the chapter. Sources tabulated in the References section.

The legal architecture of Indian healthcare is a mosaic of statutes drafted at different times for different purposes. The
National Medical Commission Act, 2019 replaced the Indian Medical Council Act, 1956 and established the
Commission as the apex professional regulator. Its four autonomous boards, for undergraduate education,
postgraduate education, medical assessment and rating, and ethics and medical registration, cover the profession
comprehensively but not the establishment. The Clinical Establishments (Registration and Regulation) Act, 2010
covers the establishment but only in the eleven States and seven Union Territories that have adopted it. The
Consumer Protection Act, 2019 covers deficiency in service but is a private-law remedy, not a public-law regulator.
The Drugs and Cosmetics Act, 1940 covers drugs but not their prescription. The Pre-Conception and Pre-Natal
Diagnostic Techniques Act, 1994 covers a specific abuse. The Transplantation of Human Organs and Tissues Act,
1994 covers another. The Mental Healthcare Act, 2017 covers a third. The Assisted Reproductive Technology
(Regulation) Act, 2021 covers a fourth. Each is well-drafted; none is comprehensive; the sum is less than the parts.

The gaps between the statutes are more consequential than the coverage within them. There is no statute that
regulates the corporate hospital as an economic entity, that requires publication of clinical outcomes, that establishes
an independent grievance forum for the aggrieved patient of a private establishment, or that empowers a body to
impose civil monetary penalties on an establishment that violates standards. There is no statute that codifies patient
rights in enforceable form; the Charter of Patients' Rights approved by the National Human Rights Commission in
2018 remains an unenforceable guidance document. There is no statute that regulates the interaction between the
pharmaceutical industry and the prescribing doctor beyond the ethics regulations of the NMC. There is no statute that
requires disclosure of conflicts of interest in a public register. Each gap is defensible in isolation; the accumulation
describes a system that trusts the market to do work the market cannot do.

A single Act, provisionally titled the National Health Regulatory Authority and Medical Accountability Act, could close
these gaps without repealing the existing statutes. The design would layer a general regulator over the existing
specialised regulators, preserving the specialised competences of the NMC and the drug regulator, while giving the
new Authority general jurisdiction over establishment conduct and general power to codify patient rights.
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Section-by-section drafting is set out in Chapter Eleven; the point here is that the legislative gap is a matter of design,
not of political impossibility. Parliament has both the competence and the precedent, in the establishment of the SEBI
and the Insolvency and Bankruptcy Board of India, to create a powerful sectoral regulator without disturbing the
constitutional balance.

This chapter closes by noting that gaps in the law are not, by themselves, arguments for legislation. The argument for
legislation rests on demonstrated harm. The harm has been demonstrated: the seven crore Indians impoverished
each year by out-of-pocket health spending are the visible measure, and the four-year delays in complaint disposal
are the institutional one. The Republic has, in the establishment of the Reserve Bank, of SEBI and of the Competition
Commission, shown that when a sector has grown beyond the reach of pre-existing regulation it can create a body of
the required scale. Health has, until now, been an exception. Chapter Ten explains why the exception can no longer
be sustained.
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CHAPTER 07

Comparative Models
United Kingdom (CQC), United States (CMS), Germany (G-BA), Singapore (MOH-HCSD).

UK CQC

2008
Independent regulator under the Health and Social Care

Act; public rating.

US MEDICARE SHARE

~40%
Payer share that makes CMS conditions of participation

de facto national.

GERMANY

G-BA
Co-regulatory body; balanced expert representation.

SINGAPORE HCSA

2020
Service-based licensing; adaptive to technology change.

Fig. 07 Selected indicators for the chapter. Sources tabulated in the References section.

No large democracy has left the regulation of hospitals entirely to the market. The comparative material is instructive
not because India should imitate any single model, but because the range of designs illuminates the choices that
Parliament will have to make. This chapter surveys four: the United Kingdom's Care Quality Commission, the United
States' Centers for Medicare and Medicaid Services conditions of participation, Germany's Gemeinsamer
Bundesausschuss, and Singapore's Ministry of Health Healthcare Services Division licensing regime.

The United Kingdom's CQC is an independent regulator established under the Health and Social Care Act 2008. It
registers all health and social care providers in England, conducts announced and unannounced inspections, rates
providers on a four-point scale of outstanding, good, requires improvement and inadequate, and publishes its reports
online. It has power to impose conditions on registration, to suspend or cancel registration, and to prosecute for
defined offences. Its inspection methodology is grounded in five key questions: is the service safe, effective, caring,
responsive and well-led. The CQC model demonstrates that public rating of hospitals is feasible, that inspection at
scale can be sustained, and that regulatory transparency does not deter provision. It also demonstrates the limits of a
rating regime: providers rated inadequate rarely close, and the correlation between rating and outcome is imperfect.
India can adopt the rating idea while learning from the enforcement gap.

The United States' CMS regulates through the conditions of participation attached to Medicare and Medicaid
reimbursement. Hospitals that wish to bill federal insurance must comply with detailed standards on governance,
medical staff, nursing services, medical records, pharmaceutical services, infection control, discharge planning and
patient rights. Compliance is enforced through survey by State agencies deemed by CMS and through the Joint
Commission's accreditation, itself recognised for participation purposes. The CMS model demonstrates the power of
the payer-as-regulator: because Medicare accounts for roughly forty per cent of hospital revenue, its conditions of
participation function as de facto national standards. India's analogue would be the Pradhan Mantri Jan Arogya
Yojana, whose empanelment conditions could be strengthened to serve a comparable regulatory function.

Germany's Gemeinsamer Bundesausschuss is a joint federal committee of physicians, hospitals, statutory health
insurers and patient representatives that sets binding rules on the benefits catalogue, quality assurance and
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reimbursement. It is not, strictly speaking, a regulator in the CQC sense; it is a co-regulatory body in which the
regulated parties participate in rule-making under State supervision. The G-BA model demonstrates the possibility of
legitimate rule-making in a technical domain by an expert body with balanced representation. It also demonstrates the
risk of regulatory capture where the regulated dominate the committee.

Singapore's MOH-HCSD licenses every healthcare institution under the Healthcare Services Act, 2020, which
replaced the older Private Hospitals and Medical Clinics Act. Licensing is service-based rather than premise-based,
permitting more flexible modes of care delivery. The Act empowers the Ministry to publish clinical guidelines with the
force of law, to require reporting of clinical outcomes, and to impose graduated sanctions. The Singapore model
demonstrates the value of adaptive licensing in a sector where technology changes faster than legislation.

The recommended Indian design draws from all four. From the CQC it takes the inspection methodology and the
rating regime; from CMS it takes the payer-as-regulator concept applied to PMJAY empanelment; from the G-BA it
takes the balanced representation on rule-making committees; from Singapore it takes the service-based licensing
structure. The result is neither an imitation nor a synthesis: it is an Indian architecture designed for Indian conditions,
informed by the demonstrated experience of comparable democracies.
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CHAPTER 08

Case Studies of Failure
Fortis Gurgaon, Max Shalimar Bagh, Medanta and the pattern that regulation must address.

PHARMACY MARK-UP

1737%
Documented in the Fortis Gurgaon episode, 2017.

MAX SHALIMAR BAGH

2017
Licence cancelled, subsequently stayed; graduated

sanctions absent.

MEDANTA EPISODE

2019
Alleged demand generation; no forum to compel

disclosure.

SYSTEMIC SANCTIONS

0
Number of orders requiring institutional reform after these

episodes.

Fig. 08 Selected indicators for the chapter. Sources tabulated in the References section.

Regulatory arguments made in the abstract can appear disproportionate. The empirical record of Indian corporate
healthcare in the past decade demonstrates that they are not. Three episodes, chosen not because they are unique
but because they are representative, illustrate the pattern that a functioning regulator would have addressed at first
occurrence rather than at repeat.

The first is the Fortis Gurgaon episode of 2017, in which a seven-year-old girl admitted with dengue was billed sixteen
lakh rupees for a stay of fifteen days and died in the course of treatment. Post-facto scrutiny by the Haryana Health
Department revealed a pharmacy mark-up of 1737 per cent on one item and multiple charges for items not supplied.
The hospital was fined and its licence temporarily suspended. Two features of the episode illustrate the regulatory
gap. First, the mark-up was not concealed: it was in the itemised bill delivered to the family and would have been
apparent to any pre-discharge audit. There was no such audit because no regulatory regime required one. Second,
the sanction was retrospective and the establishment resumed operation within weeks. There was no mechanism to
require systemic remediation.

The second is the Max Shalimar Bagh episode of 2017, in which a premature newborn was declared dead and, along
with a stillborn twin, handed to the family in a polythene bag. The infant was found alive during preparation for burial
and died some days later. The hospital's licence was cancelled by the Delhi Government; the cancellation was
subsequently stayed by the High Court on procedural grounds and the hospital resumed operation. The episode
revealed both the seriousness of the harm that can occur in a well-resourced tertiary establishment and the
inadequacy of the sanctioning regime. A regulator with graduated sanctions, from directed remediation through
monetary penalty to conditional licensing, would have avoided the binary of full closure or full continuation.

The third is the Medanta episode of 2019, in which a report by an investigative journal documented systematic
over-prescription of investigations and procedures in a leading tertiary hospital, supported by internal targets
communicated to consultants. The hospital contested the findings and no formal regulatory action followed. The
episode illustrates the deepest gap: even when internal documentation of demand generation is available, there is no
body with jurisdiction to investigate the establishment, compel disclosure of internal targets, and impose
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consequences. The Ethics and Medical Registration Board of the NMC can act against individual doctors but not
against the corporate parent that set the target.

The pattern across the three episodes is consistent. The proximate cause is a decision within the hospital; the distal
cause is the incentive structure imposed by ownership; the response is a slow, procedural, personality-dependent
regulatory reaction that occurs after harm rather than as prevention of it. A regulator of the design proposed in
Chapter Ten would have addressed each: routine inspection would have identified the pharmacy mark-up; a duty of
candour would have required immediate disclosure at Max Shalimar Bagh; a power to compel disclosure of internal
documents would have permitted investigation at Medanta. None of these interventions requires draconian powers;
each requires only the existence of an authority with jurisdiction, resource and independence.

The chapter closes by observing that no comparable pattern is visible in the operations of the country's leading public
tertiary establishments. AIIMS, PGI Chandigarh, JIPMER, NIMHANS and the Tata Memorial Centre operate under
statutory or Government control and produce outcomes comparable to international benchmarks at a fraction of the
private cost. The lesson is not that public is superior to private, but that regulation is superior to its absence. The
private hospital in a regulated environment can match public standards; the private hospital in an unregulated
environment often does not.
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CHAPTER 09

The Rights of the Indian Patient
Codifying a Charter with statutory force: informed consent, access to records, second opinion, grievance.

RIGHTS IN THE CHARTER

17
As approved by the NHRC in 2018; not statutory.

ACCESS TO RECORDS

72 hr
Proposed statutory timeline during admission.

GRIEVANCE RESPONSE

30 d
Proposed statutory timeline for establishment response.

COMPLAINTS REACHING ADJUDICATION

<2%
Current share against corporate hospitals.

Fig. 09 Selected indicators for the chapter. Sources tabulated in the References section.

The National Human Rights Commission approved a Charter of Patients' Rights in 2018 setting out seventeen rights
including the right to information, the right to records and reports, the right to informed consent, the right to
confidentiality, the right to second opinion, the right to transparency in rates, the right to non-discrimination, the right
to safety and quality care, and the right to grievance redressal. The Charter has been circulated to State
Governments and is displayed in some hospitals. It has no statutory force. A patient who is denied a copy of her
records has no rapid remedy; she may complain to the medical council, sue for breach of contract, or file a
right-to-information application, but none of these routes produces the record within a clinically useful timeframe.

A Medical Accountability Bill must convert the Charter into enforceable rights. The drafting choice is between a
stand-alone Patients' Rights Act, on the model of the Rights of Persons with Disabilities Act, 2016, and inclusion of
the rights within the establishment regulator's licensing conditions. This monograph recommends the second: rights
included as licensing conditions attract the graduated sanctions of the licensing regime, avoid the litigation delays
inherent in a stand-alone rights statute, and preserve the flexibility of the regulator to adapt standards over time.

Five rights merit particular attention in the Indian context. The first is access to records: every patient should be
entitled, on request, to a complete copy of her records within twenty-four hours of discharge and within seventy-two
hours during an admission. The second is informed consent in a language the patient understands: the current
practice of English-language consent forms signed by patients whose comprehension is not verified is a failure that no
regulator has addressed. The third is a second opinion at cost: the establishment should be required to facilitate
transfer of records to a nominated second opinion provider without obstruction. The fourth is transparency in rates: an
itemised estimate for elective procedures should be provided before admission and departures from the estimate
should be justified in writing. The fifth is grievance redressal within a defined timeframe: the establishment should be
required to acknowledge grievances within seventy-two hours, respond substantively within thirty days, and inform the
patient of the appellate route to the regulator.

The enforcement of these rights is where regulation earns its keep. A rights statute without enforcement is a moral
document. The graduated sanction regime proposed in Chapter Ten, ranging from directed remediation through
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monetary penalty to licence suspension, provides the enforcement backbone. A grievance received by the regulator
that discloses a licensing violation triggers a compliance action; a pattern of grievances triggers a systemic review.
The individual patient's complaint thereby serves both her particular interest and the general regulatory objective.

The chapter closes by noting that a rights framework of this kind does not create a licence for frivolous complaint. The
regulator will have screening capacity, and the tribunal will have costs jurisdiction. Comparative experience from the
CQC, the CMS complaint process and the Singapore HCSD indicates that the volume of unmeritorious complaint is
manageable and that the systemic benefit of a functioning grievance channel far outweighs the administrative cost of
processing it.
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CHAPTER 10

The National Health Regulatory Authority
Composition, powers, funding, appellate architecture and safeguards against capture.

AUTHORITY MEMBERS

9
Chair (retd. SC Judge) + clinicians, economists,

patient/State/CAG reps.

JURISDICTIONAL THRESHOLD

30 beds
Establishments offering in-patient care above this

threshold.

MAXIMUM PENALTY

5%
Civil monetary penalty ceiling as share of previous year's

turnover.

INITIAL STAFF

300
Officers across national headquarters and five regional

offices.

Fig. 10 Selected indicators for the chapter. Sources tabulated in the References section.

The Authority proposed in this chapter is designed to close the gaps identified in Chapter Six while learning from the
comparative material in Chapter Seven. It is not modelled on any single foreign regulator but on the institutional
experience of India's own successful sectoral regulators, adapted to the specific pathologies of the health sector.

The Authority will be a body corporate constituted under an Act of Parliament, provisionally titled the National Health
Regulatory Authority and Medical Accountability Act, 2027. It will have nine members: a chairperson who has held
office as a Judge of the Supreme Court, three clinicians of not less than twenty years of standing drawn from the
specialities of medicine, surgery and public health, two health economists drawn from academic institutions of
national standing, one representative of registered patient associations selected by a defined nomination process,
one representative of State Health Departments elected on a rotating basis by the Conference of State Health
Ministers, and one representative of the Comptroller and Auditor General. Members will hold office for a single
non-renewable term of five years to avoid the incentive to please the appointing authority. Removal will require the
concurrence of the Chief Justice of India on defined grounds.

Jurisdiction will cover every clinical establishment offering in-patient care of thirty beds or more, every diagnostic
chain operating in more than one State, and every pharmacy chain associated with such establishments.
Sub-thirty-bed establishments will continue to be regulated by State authorities under the Clinical Establishments Act
or its State equivalents; the Authority will provide model standards and offer inspection services on request. Powers
will include licensing subject to publication of chargemasters and clinical outcomes, periodic inspection using a
published methodology, notification of Standard Treatment Guidelines as subordinate legislation, publication of a
National Health Tariff Band for two hundred and fifty defined procedures, receipt and investigation of patient
grievances, and imposition of civil monetary penalties of up to five per cent of the previous year's turnover of the
establishment for defined violations.

Funding will be through a combination of licence fees, a levy of one-tenth of one per cent on the turnover of licensed
establishments, and Parliamentary appropriation. The mixed funding model, tested in the SEBI and the Insolvency
and Bankruptcy Board of India, insulates the regulator from single-source pressure while preserving Parliamentary
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oversight. The Authority will publish an annual report and audited accounts, and its senior appointments will be
subject to scrutiny by a Parliamentary Committee on Health established for the purpose.

Appeals from orders of the Authority will lie to a Health Regulatory Appellate Tribunal presided over by a retired Judge
of a High Court with two technical members. Onward appeal will lie directly to the High Court under Article 226 on
questions of law, avoiding the two-tier appellate delay that has weakened other sectoral regulators. Interim relief from
the Tribunal will be available on defined grounds to protect regulated entities against arbitrary action.

Safeguards against capture are the design's most important feature. Members will be prohibited from taking
employment with a regulated entity for three years after office. All meetings will be minuted and minutes published
within thirty days. Every rule made by the Authority will be published in draft, subject to public consultation for not less
than thirty days, and laid before both Houses of Parliament. Investigative teams will rotate on a defined schedule.
External audit by the CAG will be mandatory and its reports published. Comparative experience shows that these
safeguards are effective when combined; individually they are insufficient. The design here combines them.

The chapter closes by anticipating the objection that the Authority would grow into a bureaucratic monster. The
empirical record of Indian sectoral regulators, the RBI, SEBI, TRAI and the IBBI, suggests that regulators can
maintain lean and disciplined operations where their mandates are clear and their appointments non-political. The
health regulator proposed here is designed to remain of comparable size, with an initial establishment of not more
than three hundred officers across the national headquarters and five regional offices. Scale beyond that would be a
symptom of design failure, and the funding mechanism above places a natural ceiling on it.
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CHAPTER 11

The Medical Accountability Bill
Section-by-section design: professional norms, disclosure of interest, duty of candour, tribunals.

DISCLOSURE THRESHOLD

■10k
Above which financial interest must be published in the

register.

DUTY OF CANDOUR

72 hr
Time within which adverse events must be disclosed to

the patient.

CME CREDIT HOURS

150
Required over five years for every registered practitioner.

LIMITATION

2 yr
From knowledge of the breach, for a complaint to the

Tribunal.

Fig. 11 Selected indicators for the chapter. Sources tabulated in the References section.

The Medical Accountability Bill is the companion statute to the Authority. It regulates the individual practitioner across
allopathic, AYUSH and dental streams, and it is drafted to complement rather than duplicate the National Medical
Commission Act, 2019. Its purpose is not to replace the NMC's professional regulation but to build alongside it a
citizen-facing accountability regime that the NMC's ethics jurisdiction has not been able to deliver at scale.

Section 1 defines the objects: to codify professional practising norms, to establish independent tribunals for citizen
grievance, to require disclosure of financial interests, to impose a duty of candour, and to align these obligations with
the constitutional guarantees under Article 21. Section 2 defines the terms, including 'practitioner', 'establishment',
'adverse event' and 'financial interest.' Section 3 establishes the Central Medical Accountability Council to codify
Standard Practising Norms. Section 4 empowers the Council to publish the Norms as subordinate legislation with the
force of law. Section 5 requires every registered practitioner to comply with the Norms unless departure is justified in
the case record.

Section 6 imposes the disclosure regime. Every practitioner receiving a payment of value greater than ten thousand
rupees in a financial year from a pharmaceutical company, medical device company or diagnostic company must
disclose the payment in a public register maintained by the Council. Section 7 imposes the duty of candour: an
adverse event with reasonably foreseeable harm must be disclosed to the patient or the patient's family in writing
within seventy-two hours. Section 8 requires every practitioner to complete one hundred and fifty credit hours of
continuing medical education in each five-year cycle.

Section 9 constitutes the State Medical Accountability Tribunals, one for each State, presided over by a retired District
Judge and comprising two medical assessors nominated by the Council from a State panel. Section 10 confers on the
Tribunal jurisdiction over complaints of departure from Standard Practising Norms, breach of duty of candour, failure
to disclose financial interest and other defined breaches. Section 11 lists the reliefs the Tribunal may grant: warning,
mandatory retraining, restitution to the patient, suspension of registration for a defined period, and reference to the
appropriate criminal authority where the departure amounts to an offence.
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Section 12 provides a defined limitation of two years from knowledge of the breach. Section 13 provides for appeal to
the Central Medical Accountability Council, whose decision is final subject to Article 226 jurisdiction of the High
Courts. Section 14 protects clinical judgment: no proceeding shall lie in respect of a decision within the scope of
accepted practice, and the burden of establishing departure lies on the complainant. Section 15 protects
whistleblowers who report violations by their establishment or peers.

Sections 16 to 22 deal with the interface with the NMC, with the criminal law, with insurance and with the Consumer
Protection Act, ensuring that a matter adjudicated by the Tribunal is not re-adjudicated elsewhere, and that reliefs
granted by the Tribunal are enforceable through the ordinary courts. Sections 23 to 30 are the standard transitional,
rule-making and repeal provisions.

The Bill, so drafted, provides the individual patient with a forum, the individual practitioner with a defined standard, the
establishment with an incentive to align its operations with the Norms, and the profession with a codified expression of
the ethical standards that the best of its members already observe. It is not a punitive statute; it is a codifying one. Its
success will be measured not by the number of orders it produces but by the number of adverse events its existence
prevents.
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CHAPTER 12

Federal & Constitutional Considerations
Union competence, State autonomy, cooperative federalism and Article 252.

LIST III

Entry 25
Concurrent competence over the profession of medicine.

COOPERATIVE ROUTE

Art 252
Parliament legislates on request of two or more States.

LIST II

Entry 6
Public health remains a State subject; regulator sets

floors, not ceilings.

LIST III

Entry 11A
Administration of justice, basis for tribunal constitution.

Fig. 12 Selected indicators for the chapter. Sources tabulated in the References section.

The constitutional architecture within which the Authority and the Bill must fit is that of a quasi-federal Republic in
which public health is a State subject, the profession of medicine is concurrent, and the Union carries a residual
power. This chapter explains why the proposed instruments respect that architecture and, indeed, strengthen it.

The Authority derives its primary competence from Entry 25 of List III, which grants Parliament and the State
Legislatures concurrent legislative power over the profession of medicine. The regulation of medical establishments in
so far as it concerns the profession is comfortably within this Entry. To the extent that the Authority regulates matters
of public health, it operates under Article 252, which permits Parliament to legislate for two or more States on a matter
within their exclusive competence where the Legislatures of those States pass a resolution requesting it. The Central
Government Health Scheme rates and the Pradhan Mantri Jan Arogya Yojana empanelment conditions offer existing
analogues.

The Bill relies primarily on Entry 25 of List III, since the regulation of professional practising norms is a matter of the
profession of medicine. To the extent that it establishes tribunals, it draws on Entry 11A of List III (administration of
justice). The tribunals are State-level, presided over by retired State judicial officers, and their orders are enforceable
through the civil courts of the States. The Bill does not, therefore, disturb the constitutional balance; it strengthens the
State's capacity to regulate.

The design contains three federal safeguards. First, the Authority is required to consult State Health Departments
before making rules that affect their jurisdictions and to accord weight to divergent State conditions in inspection
methodology. Second, the tribunals are State institutions, staffed and administered by the States, with only the
appellate Central Council retaining a Union role. Third, the Standard Practising Norms are floors, not ceilings: States
remain free to legislate stricter standards through their own Clinical Establishments Rules.

The federal case for the design is strong. A national regulator provides a floor of care below which no State may fall,
reducing the incentive for a race to the bottom in inter-State competition for capital investment in health infrastructure.
A codified professional standard reduces the transaction cost of inter-State practice, which is a growing feature of
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Indian medicine. A citizen who receives care in one State and complains from another has a coherent forum, which
she does not have today. The proposed architecture does not weaken the States; it enables them.

The chapter closes by acknowledging the political difficulty. Several State Governments have, at various times,
resisted Central intervention in health, sometimes on constitutional grounds and sometimes on political ones. The
Bill's drafting accommodates these concerns through the Article 252 route, through the reservation of stricter
standards to the States, and through the retention of grievance adjudication at State level. It is designed to be
adoptable by the States that wish it and to serve as a model rule for the States that prefer their own legislation. The
federal principle is served by both routes.
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CHAPTER 13

Implementation Roadmap
Sequencing, transition, data infrastructure and the first three years.

FULL-OPERATION HORIZON

3 yr
Sequenced from constitution to steady-state licensing and

inspection.

SETUP COST

■1,200 cr
Estimated three-year cost of Authority and Tribunals.

HOUSEHOLD SAVING

■15,000 cr
Estimated annual saving from reduced over-billing.

CORE INDICATORS

10
Reported quarterly by every licensed establishment.

Fig. 13 Selected indicators for the chapter. Sources tabulated in the References section.

The most sophisticated legislative design will fail if implementation is not planned. This chapter sets out a three-year
sequence from enactment to full operation, drawing on the lessons of Indian regulatory experience.

Year One is a preparatory year. The Authority is constituted, its chairperson and members are appointed, its national
headquarters and five regional offices are established, and its initial establishment of officers is recruited on
secondment from existing regulators, the Indian Medical Service, the audit services and academic institutions. The
Standard Treatment Guidelines development committees, one for each of the twelve major clinical domains, are
established and begin work with a target of completing the first tranche within eighteen months. The National Health
Tariff Band methodology is published for consultation.

Year Two is a soft-launch year. The Authority commences licensing of the largest establishments, those above two
hundred beds, with a target of licensing three hundred within twelve months. Standard Treatment Guidelines for the
first six clinical domains are notified. The National Health Tariff Band for fifty core procedures is notified in draft.
Inspections commence on a risk-based schedule. The grievance channel opens with initial capacity for ten thousand
complaints in the year.

Year Three is the year of full operation. Licensing extends to establishments above one hundred beds, then to those
above thirty. Standard Treatment Guidelines for the remaining six clinical domains are notified. The Tariff Band is
notified for the full two hundred and fifty procedures. Inspection frequency stabilises at one full inspection every two
years for each licensed establishment, with focused inspection on defined triggers. The Tribunals under the Medical
Accountability Bill become operational in the fifteen largest States and thereafter in the remaining States.

The data infrastructure required is substantial but tractable. Each licensed establishment will file quarterly returns on
ten defined indicators: bed occupancy, admissions, discharges, deaths, adverse events, complaints, average length
of stay, average bill by procedure, share of revenue from pharmacy and share from diagnostics. These returns will
populate a national health regulatory database with public and restricted-access tiers. Aggregate data will be
published; identified data will be available to inspection teams. Machine-learning models will be deployed to identify
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anomalies in returns and prioritise inspection.

The chapter closes by noting the resource requirement. The initial three-year cost of establishing the Authority and
the Tribunals is estimated at one thousand two hundred crore rupees, of which sixty per cent is Parliamentary
appropriation and forty per cent is licence fees and levies. The estimated saving to the Indian household from reduced
over-billing, based on conservative extrapolation of the pricing evidence in Chapter Four, is fifteen thousand crore
rupees per year. The regulator, on any reasonable calculation, more than pays for itself within its first full year of
operation.
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CHAPTER 14

Critical Analysis & Conclusion
What the design would change for the patient, the doctor, the establishment and the Republic.

CONSTITUTIONAL BASIS

Art 21
Modern reading requires enforceable standards in private

tertiary care.

COMPARATIVE DEMOCRACIES

4
UK, US, Germany, Singapore support the design.

INSTITUTIONAL SET

2 tools
Authority for establishments; Bill for practitioners.

HORIZON

2030
Full operation of the design within a single Parliamentary

term.

Fig. 14 Selected indicators for the chapter. Sources tabulated in the References section.

The critical case for the architecture proposed in this monograph rests on four propositions. First, that the current
unregulated concentration of tertiary healthcare in India violates the modern reading of Article 21. Second, that the
existing statutory instruments, taken together, do not close the regulatory gap. Third, that comparable democracies
have demonstrated that a well-designed regulator is compatible with private provision and does not chill clinical
innovation. Fourth, that the institutional design proposed here, an Authority for the establishment and an
Accountability Bill for the practitioner, is federally sound, fiscally tractable and administratively feasible.

For the patient, the design changes the encounter. A patient admitted to a licensed establishment will know before
admission the estimated cost of her procedure, will receive during admission a bill drawn against a national tariff
band, will have access to her records within a statutory timeframe, will be told of adverse events within seventy-two
hours, and will have access to a forum that can act within months rather than years. She will not be safer merely
because a regulator exists; she will be safer because the establishment knows that the regulator exists.

For the doctor, the design changes the framework of professional life. She will practise within Standard Practising
Norms that are published, developed by her peers under the Council's aegis, and that protect her decisions when
made within their scope. She will disclose payments received from industry, in common with her international peers,
without fear that the disclosure is career-ending. She will face accountability, when accountability is warranted, before
a tribunal that includes medical assessors, and within a limitation period that prevents indefinite exposure. Her
professional autonomy will be strengthened, not weakened, because the framework within which it operates will be
legible.

For the establishment, the design changes the incentive structure. The corporate hospital will be required to publish
outcomes and prices, to submit to inspection, and to pay a levy proportional to turnover. It will face civil monetary
penalties for defined breaches. It will retain full freedom to innovate in clinical technique, to invest in new modalities
and to expand into new geographies. What it will not retain is the freedom to price without disclosure, to over-utilise
without consequence, and to insulate itself from grievance. The corporate hospital of 2030, under this design, will be a
different institution from the corporate hospital of 2026, and the difference is in the direction of the constitutional
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promise.

For the Republic, the design changes the terms on which it delivers a fundamental right. The State, through its
regulator, will assert that the price and quality of tertiary care are matters of public concern; the profession, through its
Council, will assert that its ethical standards are enforceable; and the citizen, through her Tribunal, will assert that her
rights are more than aspirational. None of these changes is radical. Each is the ordinary consequence of a Republic
taking its own promises seriously.

The conclusion of this monograph is straightforward. India in 2026 has the constitutional basis, the fiscal capacity, the
administrative talent and the political need to establish a powerful health regulator and to enact a Medical
Accountability Bill. The comparative experience of the United Kingdom, the United States, Germany and Singapore
demonstrates that such an architecture is compatible with private provision. The empirical experience of the past
decade demonstrates that the absence of such an architecture is not compatible with the constitutional promise. The
choice before Parliament is not between regulation and freedom; it is between designed regulation and unplanned
crisis. The design proposed here is offered in the belief that Parliament, adequately informed, will make the choice
that the citizens whose lives depend on it deserve.
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CHAPTER 15

Financing, Insurance & PMJAY as Regulatory Ally
How the payer of last resort can enforce standards without appearing to regulate.

PMJAY BENEFICIARIES

55 cr
Coverage across the poorest two quintiles of the

population.

EMPANELLED HOSPITALS

27,000+
Number empanelled under PMJAY by 2025.

PRIVATELY INSURED

14%
Share of Indians with private health cover; concentrated in

metropolitan areas.

LEVY PROPOSED

0.1%
On turnover of licensed establishments; funds the

Authority.

Fig. 15 Selected indicators for the chapter. Sources tabulated in the References section.

The Pradhan Mantri Jan Arogya Yojana, launched in 2018, provides an annual health cover of five lakh rupees to
approximately fifty-five crore Indians drawn from the poorest two quintiles of the population. It is the largest publicly
financed health insurance scheme in the world and, by 2025, has empanelled over twenty-seven thousand hospitals
across the country. In doing so it has, almost incidentally, become the single most powerful lever of hospital regulation
in India. An establishment that wishes to receive PMJAY reimbursement must comply with empanelment conditions
on infrastructure, staff, clinical protocols and pricing. The regulatory potential of that condition has been under-utilised.

The design proposed in this monograph would formally align PMJAY empanelment conditions with the licensing
standards of the Authority. A hospital licensed by the Authority would qualify automatically for PMJAY empanelment;
a hospital that lost its licence would lose empanelment. The alignment would produce three effects. First, it would
strengthen the incentive for private hospitals to seek and retain the Authority's licence. Second, it would give the
Authority a financial lever, through the National Health Authority that administers PMJAY, that supplements its
statutory powers. Third, it would rationalise a landscape in which empanelment and licensing today follow separate
criteria and produce redundant compliance work.

Private health insurance, though smaller in coverage than PMJAY, plays a comparable role in the metropolitan tertiary
segment. The Insurance Regulatory and Development Authority of India regulates insurance products but not the
hospitals whose services those products cover. A memorandum of understanding between the IRDAI and the
Authority, contemplated in Section 21 of the draft Bill, would extend the Authority's tariff and outcome standards to
insurance settlement, ending the arbitrage under which insured patients face different itemisation than uninsured
patients for the same procedure. The insured population, estimated at fourteen per cent of Indians, would gain the
transparency that the payer-as-regulator model already provides in the United States and Germany.

Fiscal design must accompany regulatory design. This monograph proposes three fiscal reforms as companions to
the Authority. First, ring-fencing of the levy of one-tenth of one per cent on licensed establishments, with the proceeds
dedicated to the operation of the Authority and the Tribunals. Second, the introduction of a differential goods and
services tax on out-of-pocket expenditure above defined thresholds, with the proceeds credited to a Patient Safety
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Fund used for grievance research and public education. Third, the extension of tax deductibility under Section 80D of
the Income-tax Act to include payments to the Patient Safety Fund. Each reform is fiscally modest; together they align
the incentives of the regulator, the insurer and the citizen.

The chapter closes by observing that finance and regulation, in the Indian health sector, have grown up as parallel
systems that rarely speak to each other. The Fifteenth Finance Commission's recommendations on the health sector,
adopted by the Union Government in 2021, allocated additional grants to States for primary and preventive health, but
stopped short of conditioning tertiary transfers on regulatory compliance. The Sixteenth Finance Commission,
currently constituted, has an opportunity to make the linkage explicit. The Authority proposed in this monograph would
give the Commission a mechanism against which to condition, in future award periods, tertiary-care transfers to
States, thereby extending the discipline of the design beyond the establishments the Authority directly licenses.
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CHAPTER 16

A Ten-Year Outlook: 2026 to 2036
What the Indian health system will look like if the design is adopted, and if it is not.

BILL VARIATION (TARGET)

0.20
Coefficient of variation for defined procedures by 2032,

from 0.62 today.

CAESAREAN RATE (TARGET)

<30%
In private multispecialty hospitals, from 47% today.

IMPOVERISHED SHARE (TARGET)

<2%
Of Indians per year, from ~4% today.

FULL IMPLEMENTATION

2 terms
Parliamentary horizon to reach steady state.

Fig. 16 Selected indicators for the chapter. Sources tabulated in the References section.

The choice before Parliament is not neutral. If the design proposed in this monograph is adopted in substance in the
current Parliamentary term, the Indian health system of 2036 will differ from the system of 2026 in defined,
measurable ways. If the design is not adopted, or is adopted in a diluted form that preserves the substance of the
current vacuum, the system of 2036 will differ from that of 2026 chiefly in the scale of the pathologies already visible.
This chapter sketches both futures.

In the adoption scenario, by 2029 the Authority is fully operational, has issued Standard Treatment Guidelines for the
twelve major clinical domains, has notified a National Health Tariff Band for two hundred and fifty procedures, has
licensed all establishments above thirty beds, and has processed its first one hundred thousand patient grievances.
By 2032 the coefficient of variation of hospital bills for defined procedures has fallen from 0.62 to below 0.20. The rate
of caesarean section in private multispecialty hospitals has fallen from forty-seven per cent to below thirty per cent.
The share of Indians impoverished by out-of-pocket health expenditure has fallen from an estimated four per cent of
the population per year to below two per cent. By 2036 the health regulatory infrastructure of India resembles, in
coverage if not in resource, that of the comparator democracies surveyed in Chapter Seven, and the constitutional
promise of Article 21 has been operationalised in the encounter that most Indians actually have with the health
system.

In the non-adoption scenario, by 2029 the private hospital sector has consolidated further under private-equity
ownership, with the number of independent tertiary establishments falling by an estimated fifteen per cent. By 2032
out-of-pocket health expenditure as a share of household consumption has risen from its current 4.5 per cent to an
estimated 5.4 per cent, and the share of Indians impoverished by health spending has risen from four per cent to an
estimated five and a half per cent per year. Clinical outcomes in the leading urban centres continue to improve, but
the gap between urban and rural, and between insured and uninsured, widens. By 2036 the political salience of health
as a source of citizen grievance has risen to a level that produces legislative response, but the response is enacted
under crisis conditions rather than through considered design, and the resulting statute is likely to be more punitive
and less coherent than the one proposed here.
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The comparative record supports the first scenario. The United Kingdom, in the transition from the pre-2008
unregulated care-home sector to the post-2008 CQC regime, did not experience the collapse of provision that the
industry had predicted; provision rose modestly, quality improved measurably, and public trust in the sector recovered
from an all-time low. Germany's transition to the G-BA co-regulatory model produced comparable results. Singapore's
transition to service-based licensing in 2020 has been operationally smooth. There is no reason to expect India's
transition to be more difficult, provided the design is sound and the sequencing is respected.

The chapter closes by observing that the ten-year horizon corresponds to two Parliamentary terms. The design
proposed in this monograph is capable of substantial implementation within one term and full implementation within
two. It does not require a constitutional amendment, though it would benefit from the express recognition of a right to
health that Article 21A already accomplished for the right to education. It does not require a fiscal windfall; it pays for
itself, on the estimates in Chapter Thirteen, within its first year of full operation. It requires only that Parliament resolve
to legislate. The window in which the resolution is easiest is now, before the crisis conditions of the non-adoption
scenario force a hasty response. This monograph is offered in that spirit.
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CHAPTER A

Appendix: Draft Long Title & Preamble
Suggested statutory language for the proposed Act.

Long Title
An Act to establish the National Health Regulatory Authority of India for the licensing, inspection and regulation of
clinical establishments; to codify the professional practising norms of registered medical practitioners; to constitute
State Medical Accountability Tribunals; to provide for the rights of patients and for grievance redressal; to align public
and private health financing with regulatory standards; and for matters connected therewith or incidental thereto.

Preamble
WHEREAS the Constitution of India, by Article 21, guarantees to every person the right to life and personal
liberty, which the Supreme Court has interpreted to include the right to health and to access to health care of
acceptable quality;

AND WHEREAS the Directive Principles of State Policy, in Articles 39(e), 41, 42 and 47, direct the State to raise
the level of nutrition and public health and to secure the health of workers, women and children;

AND WHEREAS India is a State Party to the International Covenant on Economic, Social and Cultural Rights,
which obliges the State to ensure the enjoyment of the highest attainable standard of physical and mental
health;

AND WHEREAS the growth of multispecialty and super-specialty medical establishments under private and
corporate ownership has outpaced the existing regulatory instruments, and the resulting regulatory vacuum has
produced verified failures of pricing transparency, clinical governance and grievance redressal;

AND WHEREAS Parliament considers it expedient in the public interest to establish a national regulator with
defined powers of licensing, inspection and sanction, and to codify the professional accountability of medical
practitioners in a manner consistent with the federal structure of the Constitution;

NOW, THEREFORE, BE IT ENACTED by Parliament in the Seventy-Eighth Year of the Republic of India as
follows:—
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ct

Norm 1 Informed Consent
Written informed consent shall be obtained in the language the patient ordinarily reads, and shall record the
diagnosis, the proposed procedure, the material risks, the reasonable alternatives, the expected cost within a stated
range and the identity of the operating clinician. Consent obtained on a pre-printed form in a language other than that
ordinarily read by the patient shall be presumed defective unless independently attested.

Norm 2 Second Opinion
Every patient advised elective surgery of a class notified by the Council shall be informed in writing of the right to
obtain a second opinion, and the establishment shall facilitate transfer of records to a nominated second opinion
provider within twenty-four hours without additional charge.

Norm 3 Continuity of Care
Discharge summaries shall be provided in a standardised format containing the admission diagnosis, procedures
performed, medications administered, medications prescribed on discharge, follow-up schedule and complications
with material likelihood. The summary shall be given to the patient before payment of the final bill.

Norm 4 Duty of Candour
Any adverse event that has caused, or is reasonably likely to cause, harm requiring additional treatment shall be
disclosed in writing to the patient or to the patient's family within seventy-two hours, and an incident report shall be
filed with the Authority within seven days.

Norm 5 Disclosure of Financial Interest
A practitioner who receives a payment, hospitality or other benefit of value greater than ten thousand rupees in a
financial year from a pharmaceutical company, medical device company, diagnostic company or clinical research
organisation shall disclose the same in the public register maintained by the Council within thirty days.

Norm 6 Prescription Standards
Prescriptions shall use generic names unless a specific brand is clinically necessary, in which case the reason shall
be recorded. The prescribing practitioner shall not receive any consideration, direct or indirect, from the pharmacy
dispensing the prescription.

Norm 7 Referral Ethics
A referral to a specialist or to a diagnostic facility shall not be conditioned upon any consideration flowing to the
referring practitioner. The Council shall maintain guidelines on permissible referral practice.

Norm 8 Access to Records
The complete medical record of a patient shall be made available to the patient or to a person authorised by the
patient in writing within twenty-four hours of discharge and within seventy-two hours during admission. The
establishment shall not withhold the record on grounds of unpaid dues; recovery of dues shall lie through the ordinary
civil courts.
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Appendix: Standard Practising Norms — Illustrative
Extract
Sample provisions from the Norms to be issued as subordinate legislation.
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Volume I establishes the diagnosis. Volume II supplies the instrument.

Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 44 / 63
Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 44 / 67

Raja Mukherjee — ORCID: 0009-0007-7868-2581  |  Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665

Raja Mukherjee — ORCID: 0009-0007-7868-2581 | Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 Page 44 of 67



VOLUME II  ·  COMPANION MONOGRAPH

A Powerful Regulator
for Indian Medicine.
The Accountability Bill,
2026 — Instrument Set.

Raja Mukherjee   ·   Bidisha Mukherjee Sen
ORCID 0009-0007-7868-2581   ·   ORCID 0009-0009-9738-8665

Draft Bill Outline · Regulator Framework · Citizen Rights Charter

SWISS INTERNATIONAL TYPOGRAPHIC STYLE   ·   BLUEBOOK METHODOLOGY   ·   2026

Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 45 / 63
Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 45 / 67

Raja Mukherjee — ORCID: 0009-0007-7868-2581  |  Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665

Raja Mukherjee — ORCID: 0009-0007-7868-2581 | Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 Page 45 of 67



MEDICAL ACCOUNTABILITY — VOLUME II Instrument Set · 2026

Raja Mukherjee · Bidisha Mukherjee Sen  ·  ORCID 0009-0007-7868-2581 · 0009-0009-9738-8665 02

VOLUME II — INSTRUMENT SET

Three Instruments for Enforceable
Patient Safety in India
A Swiss-grade companion to the parent monograph. Drafted for legislative counsel, regulatory architects,
and patient-rights advocates who require a clean transposition from analysis to instrument.

CONTENTS

§ Instrument Pages

A Draft Outline — Indian Medical Accountability Bill, 2026 03 — 08

B NHRA Monitoring & Enforcement Framework 09 — 15

C Citizen Rights Charter, Grievance & Remedies 16 — 22

D Annex — Definitions, Schedules, Cross-References 23 — 24

EDITORIAL NOTE
This volume is normative in tone but non-statutory in force. Clause numbers are indicative; sequencing follows the
recommended structure for a central legislation under Entries 6 (Public Health) and 26 (Legal, Medical and other
Professions) of the State List, activated through the concurrent field via Article 252/253 or a central law of persuasive
uptake.
All monetary values are indicative and denominated in Indian Rupees at constant 2026 prices. Timelines are
expressed in working days unless otherwise stated. The word ‘hospital’ includes multispeciality and super-speciality
facilities, day-care centres, diagnostic laboratories, dialysis units, and IVF clinics operating for gain or otherwise.
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PART A

Draft Outline — Indian Medical Accountability
Bill, 2026
An Act to establish a National Health Regulatory Authority; to secure clinical, ethical and financial
accountability of hospitals, professionals and allied medical facilities; to codify the rights of patients; and
for matters connected therewith or incidental thereto.

LONG TITLE & PREAMBLE
Long Title. An Act to give effect to the right to life under Article 21 of the Constitution insofar as it comprehends the
right to safe, competent and dignified medical care; to establish an independent regulator; to prescribe practising
norms; and to create effective remedies for patients aggrieved by breaches thereof.

Preamble. WHEREAS access to safe medical care is a component of the right to life; AND WHEREAS the
multiplicity of existing regulators has produced regulatory arbitrage, information asymmetry and unremedied
harm; AND WHEREAS the state is under a positive obligation to secure minimum standards of care
irrespective of ownership of facility; NOW THEREFORE it is enacted as follows.

CHAPTER I — PRELIMINARY (Clauses 1–4)
Cl
.

Provision Substantive Content

1 Short title, extent,
commencement

Applies to the whole of India; sectional commencement by notification.

2 Definitions Hospital; super-speciality; adverse event; sentinel event; standard of care; conflict of interest;
treating physician; empanelled insurer; patient; nominated caregiver.

3 Application Every medical facility including public, private, trust, cooperative, defence-run and railway
hospitals; teaching hospitals; day-care surgery centres; diagnostic labs; IVF, dialysis and
oncology centres.

4 Overriding effect Notwithstanding anything in the CEA 2010, IMC Act 1956, NMC Act 2019, MTP Act 1971 to the
extent inconsistent.

CHAPTER II — NATIONAL HEALTH REGULATORY AUTHORITY
(Clauses 5–18)

Cl. Provision Substantive Content

5 Constitution of NHRA Body corporate; perpetual succession; power to sue and be sued; located at Delhi with regional
benches at Mumbai, Kolkata, Chennai, Guwahati, Hyderabad.

6 Composition Chairperson (retired SC judge or CJ of HC); 3 members ex-medicine; 2 members ex-public
health; 1 member ex-consumer/patient rights; 1 member ex-health economics; 1 finance
member.

7 Selection Search-cum-selection committee chaired by the Vice-President; recommendations binding on
the appointing authority.

8 Tenure & removal 5 years, non-renewable; removal only on proved misbehaviour after inquiry by a sitting SC
judge.

9 Independence First charge on the Consolidated Fund of India; separate cadre; bar on post-retirement
employment with regulated entities for 3 years.

10–
13

Functions Registration; standard-setting; inspection; adjudication; publication of a National Adverse
Events Registry.
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Cl. Provision Substantive Content

14–
16

Powers Summons; search & seizure (with warrant); interim suspension; disgorgement; compounding.

17 Delegation Regional benches and empanelled state health authorities; principal-agent accountability
preserved.

18 Advisory Councils Clinical Standards Council; Patient Voice Council; Data Ethics Council.
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CHAPTER III — REGISTRATION AND CATEGORISATION OF
HOSPITALS (Clauses 19–28)
Every hospital shall obtain a registration certificate in one of five categories: H-I primary; H-II secondary; H-III
multispeciality; H-IV super-speciality; H-V quaternary/transplant/oncology. Registration is contingent on satisfying
structural, process and outcome benchmarks in Schedule I. Provisional registration lapses after 12 months if
unremedied deficiencies persist.

19
Compulsory registration

No facility may function without certificate; penalty ■5–50 lakh +
closure.

21
Category-linked norms

Bed strength, ICU ratio, blood bank, ethics committee, tumour
board.

24
Public disclosure

Rate card, doctor rota, outcomes dashboard on the NHRA portal.

27
Re-registration cycle

H-III: 3 yrs; H-IV/V: 2 yrs; adverse-event trigger reduces to 1 yr.

CHAPTER IV — DUTIES OF HOSPITALS (Clauses 29–40)
Cl
.

Duty Standard

29 Emergency
stabilisation

No refusal irrespective of ability to pay; violation is a cognisable offence.

30 Rate transparency Package rates fixed under Schedule II; upward deviation only with informed written consent.

31 Informed consent Layered consent (procedure + material risks + alternatives + costs) in the patient’s preferred
language.

32 Medical records Retention 15 years; on-demand release within 72 hours; patient owns the record, facility is
custodian.

33 Adverse-event
reporting

Sentinel events to NHRA within 24 hours; near-miss quarterly.

34 Conflict disclosure Referral kickbacks, device-vendor relationships, pharma sponsorship — mandatory quarterly
filings.

35 Grievance officer One per H-III+; accessible 24×7; SLA 7 working days.

37 Death & discharge No withholding of body for unpaid dues; itemised bill within 6 hours of discharge.

39 Data protection Aligned with the DPDP Act 2023; separate consent for research use.

40 Whistleblower
protection

Staff reporting violations protected against dismissal and civil action.
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CHAPTER V — DUTIES OF MEDICAL PROFESSIONALS (Clauses
41–52)
Every registered medical practitioner shall be governed by the Standard Practising Norms (SPN) notified under
Schedule III. The SPN codify the duty of skill (Bolam-Bolitho as domesticated by Jacob Mathew), duty of candour,
duty to update, duty to refer and duty to refuse futile procedures.

Cl
.

Duty Illustrative Norm

41 Duty of competence Continuing Medical Education (CME) — 30 credits per 3 years, discipline-specific.

42 Duty of candour Voluntary disclosure of any error causing harm within 48 hours.

43 Second opinion Mandatory offer before any Category-A procedure listed in Schedule IV.

44 Rational prescribing Adherence to Standard Treatment Guidelines; deviation to be documented with reasons.

45 Fee disclosure Consultation, procedure and follow-up fees to be published; no differential opaque pricing.

46 Referral integrity Prohibition on fee-splitting; referrals traceable via the NHRA e-referral ledger.

48 Conflict-of-interest Annual filing of pharma/device engagements above ■25,000/year.

50 Duty to teach Faculty at teaching hospitals owe a duty of supervised delegation, not abdication.

52 Digital care Telemedicine practice under the 2020 Guidelines with recorded consent.

CHAPTER VI — REPORTING, DISCLOSURES AND REGISTRIES
(Clauses 53–60)

53
Sentinel Events

24-hour report; root-cause analysis within 30 days.

55
Never-Events List

Wrong-site surgery; retained instrument; ABO mismatch;
unmonitored suicide.

57
Outcomes Registry

Procedure-level mortality/morbidity; risk-adjusted; public
dashboard.

59
Antibiotic Stewardship

Monthly resistance patterns published; DDD/1000 patient-days
tracked.

CHAPTER VII — INSPECTION, INVESTIGATION AND AUDIT (Clauses
61–70)
Inspection is risk-tiered (see Part B, §B.3). Investigations are quasi-judicial, governed by principles of natural justice;
audits are clinical (peer-reviewed) and financial (empanelled CA-firm panel).
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CHAPTER VIII — OFFENCES AND PENALTIES (Clauses 71–84)
Cl
.

Offence Penalty

71 Practising without
registration (facility)

■5–50 lakh + closure + directors' disqualification 5 yrs.

72 Refusing emergency
care

■10 lakh + suspension of licence 6 months + criminal referral.

73 Overcharging beyond
Schedule II

Threefold disgorgement + ■2 lakh; repeat: cancellation of category.

74 Failure to disclose
adverse event

■5 lakh per instance; repeated: personal liability of MS/CEO.

75 Kickback / fee-splitting Disgorgement + criminal referral under BNS 2023 §316 (analogue).

76 Withholding
records/body

■1 lakh per day of delay + contempt-like proceedings.

77 Retaliation against
whistleblower

Reinstatement + damages up to 24 months' remuneration.

79 Corporate liability Every director / KMP deemed responsible unless due-diligence proved.

82 Compounding First-time non-serious offences compoundable at 50% ceiling.

CHAPTER IX — APPEALS (Clauses 85–92)
Cl
.

Forum Timeline / Threshold

85 Internal Review
Committee (facility)

7 working days from order.

86 NHRA Regional
Bench

30 days; single-member (up to ■10 lakh) or three-member.

87 Health Appellate
Tribunal (HAT)

60 days; presided by retired HC/SC judge; sits in five zones.

88 Supreme Court Substantial question of law only; 90 days; direct appeal preserved.

90 Interim relief Stay only on 25% pre-deposit; waived for indigent patients.

92 Digital hearings Default; physical only on request or where evidence must be adduced.

CHAPTER X — MISCELLANEOUS & SCHEDULES (Clauses 93–100)
Schedules I–VII cover: (I) Structural benchmarks; (II) Package rates; (III) Standard Practising Norms; (IV) Category-A
procedures requiring second opinion; (V) Never-events list; (VI) Grievance SLA matrix; (VII) Compensation matrix
aligned with Balram Prasad multipliers.
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PART B

NHRA Monitoring & Enforcement Framework
A calibrated, risk-tiered supervisory regime for H-III (multispeciality) and H-IV/V (super-speciality) facilities.
Designed on the ‘responsive regulation’ pyramid: information → persuasion → sanction → incapacitation.

B.1 DESIGN PRINCIPLES

01
Risk-tiered

Inspection intensity proportional to harm profile, not facility
revenue.

02
Data-first

On-site inspection triggered by outcome outliers, not calendar
alone.

03
Peer review

Clinical audits led by empanelled specialists from a different state.

04
Public trace

Every inspection order, finding and remediation published on
NHRA portal.

B.2 ORGANISATIONAL ARCHITECTURE
Unit Mandate Reporting

Line

Registration
Wing

Grants, renews, suspends, cancels registration; publishes register. Member
(Legal)

Inspection Wing Physical, thematic and surprise inspections; maintains inspector cadre. Member
(Clinical)

Clinical Audit
Wing

Procedure-level peer review; sentinel-event RCA validation. Member
(Clinical)

Financial Audit
Wing

Tariff, billing, insurance-fraud and kickback investigations. Member
(Finance)

Data & Analytics
Wing

Outcomes dashboard; outlier detection; predictive risk scoring. Member (Data)

Adjudication
Wing

Single/three-member benches; issues speaking orders. Chairperson

Patient Liaison
Wing

Grievance intake; ADR/mediation; complaints triage. Member
(Patient Voice)

B.3 INSPECTION CADENCE
Tie
r

Facility Type Full
Inspection

Thematic
Inspection

Surprise / Trigger

T-1 H-V quaternary (transplant, oncology, cardiac) Every 12
months

Every 4
months

Any sentinel event /
3+
complaints/quarter
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Tie
r

Facility Type Full
Inspection

Thematic
Inspection

Surprise / Trigger

T-2 H-IV super-speciality (>200 beds) Every 18
months

Every 6
months

Outcome outlier ≥
2σ or media-verified
event

T-3 H-III multispeciality (100–200 beds) Every 24
months

Annually Cluster complaint or
insurer red-flag

T-4 H-II secondary / day-care / IVF / dialysis Every 30
months

Bi-annually Sample-based; 5%
random every
quarter

Every inspection generates a Preliminary Inspection Report (PIR) within 7 working days, a Facility Response
window of 14 days, and a Final Inspection Order (FIO) within 30 days. Non-compliance activates the enforcement
ladder (§B.6).
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B.4 COMPLIANCE INDICATORS (CI-Matrix)
Twenty-four indicators grouped in six domains. Each indicator is scored on a 0–4 Likert; the aggregate produces a
Facility Compliance Index (FCI). Publication is mandatory; the score anchors insurance empanelment and
government procurement eligibility.

Domain Illustrative Indicators Data Source

Structural Bed-to-nurse ratio (ICU 1:1, HDU 1:2, ward 1:6); functional ventilators; blood bank
turnaround; fire NOC currency.

On-site verification;
procurement
records.

Clinical Process Time-to-thrombolysis; door-to-needle; surgical site infection rate; VTE prophylaxis
compliance; C-section rate deviation.

EHR extract; audit
sample of 100
records.

Outcomes Risk-adjusted mortality; 30-day readmission; hospital-acquired infection rate;
unplanned return to OT.

NHRA Outcomes
Registry.

Financial &
Ethical

Rate-card adherence; consent-cost congruence; kickback disclosures; billing dispute
rate.

Financial audit;
insurer feed;
grievance registry.

Patient
Experience

Grievance closure within SLA; complaint recurrence; PREM score; discharge
summary quality.

Patient survey;
grievance MIS.

Workforce &
Safety

Credentialing currency; CME compliance; needle-stick injury rate; whistleblower
incidents.

HR records;
occupational
health data.

The FCI is banded as: A+ (>90), A (80–90), B (65–79), C (50–64), D (<50). Band D triggers automatic escalation; two
consecutive B bands trigger a mandatory improvement plan with escrowed penalty.

B.5 AUDIT PROCEDURES
Audit Trigger Method Output

Clinical Peer Audit Sentinel event;
mortality outlier;
category renewal.

Case-record review by out-of-state specialist panel; blinded
to facility identity.

Root-cause report;
corrective actions
with owner &
timeline.

Financial Audit Complaint > ■1
lakh; whistleblower
tip; insurer red-flag.

Sample of admissions; reconciliation with rate card;
vendor-payment trace.

Disgorgement
order + tariff
adjustment.

Data Integrity Audit Suspected EHR
back-dating or
registry gaps.

Hash-log verification; timestamp forensics;
ingestion-pipeline review.

Data-quality
certificate or notice
of deficiency.

Ethics & Consent
Audit

Consent-dispute
complaint;
category-A
procedures.

Random sample; linguistic-adequacy review; witness
verification.

Consent-remediati
on plan; training
directive.

Governance Audit Every 3 years or
on board-turnover.

Board-minutes review; conflict registers; whistleblower
channel test.

Corporate-governa
nce score; public
disclosure.
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B.6 ENFORCEMENT LADDER
Escalation is proportionate. The regulator moves up the ladder only if the previous rung fails to achieve compliance
within the stated window.

R1
Advisory Letter

Minor deviation; 30-day self-cure; no publication.

R2
Show-Cause Notice

Formal reply within 14 days; noted in facility record.

R3
Directions & CAPA

Corrective/Preventive Action Plan with milestones; monthly review.

R4
Monetary Penalty

Graduated per Chapter VIII; published on portal.

R5
Category Downgrade

H-IV→H-III; empanelment consequences; insurer notice.

R6
Suspension / Closure

Interim ex-parte only where imminent harm; post-decisional
hearing 72 hrs.

B.7 INSPECTOR CADRE & INTEGRITY
Safeguard Mechanism

Selection Common exam + interview; 60% weight to clinical/finance credentials.

Rotation No inspector assigned to the same facility twice in 5 years.

Asset & Conflict
declaration

Annual; published on NHRA portal in redacted form.

Bodycams &
audit trail

Every inspection recorded; footage retained 3 years.

Anti-collusion
analytics

Pattern detection across inspector-facility-outcome tuples.

Public feedback Facilities and complainants rate inspection process; low scores audited.

B.8 SERVICE-LEVEL COMMITMENTS (SLC)
Action Regulator SLA

Registration decision (complete file) 45 working days

Preliminary Inspection Report after visit 7 working days

Final Inspection Order after facility reply 30 working days

Adjudication of complaint (single-member) 90 days from
admission

Publication of orders 24 hours after
signing
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Action Regulator SLA

Response to RTI on inspection files 20 days (proactive
disclosure
preferred)

B.9 KEY PERFORMANCE INDICATORS (Regulator, not regulated)

KPI-1
Inspection Coverage

95% of T-1/T-2 facilities within cadence, year on year.

KPI-2
Adjudication Cycle

Median 90 days; 95th percentile 180 days.

KPI-3
Order Sustain Rate

≥ 85% orders upheld on first appeal.

KPI-4
Public Trust Score

Annual citizen survey; target ≥ 70 by year 5.
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PART C

Citizen Rights Charter, Grievance Mechanisms
& Remedies
Twelve enforceable rights, seven grievance channels, five remedies. Every clause is drafted so that a
patient of average literacy can invoke it without a lawyer. Facilities must display the Charter in English,
Hindi and the dominant regional language at every entrance, ICU, OT waiting area and billing counter, in
font not smaller than 24 pt.

C.1 THE TWELVE PROTECTED RIGHTS
No. Right Substantive Content

R-0
1

Right to emergency
care

Immediate stabilisation regardless of ability to pay, insurance status or documentation. Refusal
is a cognisable offence.

R-0
2

Right to informed
consent

Layered explanation of diagnosis, procedure, material risks, alternatives, estimated cost and
expected outcome, in a language the patient understands, with a written witness.

R-0
3

Right to transparent
pricing

A rate card at admission; itemised bill on discharge within 6 hours; no charge outside the
disclosed package without prior written approval.

R-0
4

Right to a second
opinion

Facilitated (not obstructed) by the treating team for any Category-A procedure; records to be
provided free of cost within 24 hours.

R-0
5

Right to medical
records

Full copy within 72 hours; digital where available; retention 15 years; no charge beyond
photocopy cost.

R-0
6

Right to dignity,
privacy &
non-discrimination

Curtained examination; same-gender chaperone on request; no discrimination on caste,
religion, gender, sexual orientation, HIV status or disability.

R-0
7

Right to be attended
by a qualified
professional

Name, registration number and speciality of the attending physician disclosed; supervision
explicit where trainees are involved.

R-0
8

Right to grievance
redress

A named grievance officer, a toll-free NHRA helpline, and an SLA-bound response.

R-0
9

Right against unlawful
detention

No withholding of patient or body for unpaid dues; dispute resolved through the NHRA billing
dispute mechanism.

R-1
0

Right to information &
outcomes

Access to hospital-level and procedure-level outcomes and infection rates on the NHRA portal.

R-1
1

Right to data
protection

Health data processed under the DPDP Act 2023; separate consent for research or
commercial use; right to erasure subject to record-retention.

R-1
2

Right to
compensation

Structured, no-fault plus fault-based compensation under Schedule VII; interim relief in cases
of proven negligence.
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C.2 DERIVED RIGHTS AT KEY TOUCHPOINTS

A&E;
Triage & Time

Category-1 seen < 5 min; Cat-2 < 15; Cat-3 < 30. Public display of
triage board.

OPD
Waiting SLA

Median wait < 45 min for appointment holders; else escalation to
grievance officer.

ICU
Communication

Twice-daily clinical update by the treating unit; named
point-of-contact for family.

OT
Consent Freshness

Consent to be re-affirmed within 24 hours of surgery; procedure
changes require fresh consent.

BILL
Estimate Discipline

Deviation from initial estimate capped at 15% without written
re-consent.

DIS
Discharge Summary

Standardised template; medications, red-flags and follow-up plan
mandatory.

C.3 GRIEVANCE MECHANISMS (SEVEN CHANNELS)
Ch. Channel Access SLA

G-
1

Ward-level
nurse-in-charge
(verbal)

In person; logged in ward register. Immediate
— 2 hours

G-
2

Grievance officer
of facility

In person / phone / QR-form / e-mail. 7 working
days

G-
3

Internal Review
Committee

Written appeal from G-2 order. 14 working
days

G-
4

NHRA Regional
Helpline

Toll-free 1-800; multilingual; WhatsApp. Acknowledg
ement 24
hrs; disposal
45 days

G-
5

NHRA Online
Complaint Portal

Web/app; upload of records; digital signature. 90 days

G-
6

Mediation & ADR
Cell

Voluntary; non-binding; empanelled mediators. 60 days

G-
7

Health Appellate
Tribunal

Appeal from G-3/G-5; digital hearings default. Final order
within 180
days

C.4 TIMELINES AT A GLANCE
Event Facility Duty Regulator Duty

Emergency
arrival

Stabilise; document. —

Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 58 / 63
Raja Mukherjee — ORCID: 0009-0007-7868-2581   |   Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 58 / 67

Raja Mukherjee — ORCID: 0009-0007-7868-2581  |  Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665
Raja Mukherjee — ORCID: 0009-0007-7868-2581 | Bidisha Mukherjee Sen — ORCID: 0009-0009-9738-8665 Page 58 of 67



MEDICAL ACCOUNTABILITY — VOLUME II Instrument Set · 2026

Raja Mukherjee · Bidisha Mukherjee Sen  ·  ORCID 0009-0007-7868-2581 · 0009-0009-9738-8665 15

Event Facility Duty Regulator Duty

Complaint
lodged (G-2)

Acknowledge within 24 hrs; resolve in 7 days. Monitors via monthly
MIS.

Adverse event Report to NHRA within 24 hrs; disclose to family within 48 hrs. RCA validation
within 30 days.

Bill dispute Provide itemised bill within 6 hrs; hold recovery pending review. NHRA billing bench
decides in 30 days.

Record request Deliver within 72 hrs. Contempt-like action
for delay.

Death of patient Release body without financial precondition. Direct action on
non-compliance.
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C.5 REMEDIES AVAILABLE TO PATIENTS
Re
m.

Remedy Trigger Form

Rm
-1

Refund &
Disgorgement

Overcharge;
charges outside
disclosed package.

Full refund of excess + 12% p.a. from date of payment.

Rm
-2

Structured
Compensation

Negligence with
quantifiable harm.

Schedule VII multiplier method (based on Balram Prasad).

Rm
-3

Interim Monetary
Relief

Prima facie
negligence causing
catastrophic harm.

Up to ■10 lakh within 30 days, adjustable against final award.

Rm
-4

Non-monetary
Directions

Systemic breach —
consent, dignity,
records.

Apology in writing; SOP change; training directive; public order.

Rm
-5

Facility Sanctions Repeat or gross
violations.

Category downgrade; suspension; cancellation; directors' disqualification.

C.6 PROTECTIONS FOR VULNERABLE GROUPS

V-1
Pregnant women

No refusal of obstetric care; JSY/PMSMA compliance audited
quarterly.

V-2
Children & neonates

NICU 1:1 ratio; separate consent by both parents where feasible.

V-3
Elderly & terminal patients

Advance directive respected; palliative care pathway offered.

V-4
Persons with disabilities

Ramp, signage, sign-language interpreter on request; accessible
portal.

V-5
PMJAY beneficiaries

No differential quality; separate audit stream; no informal
payments.

V-6
Migrant & undocumented

Emergency care & primary care access unconditional; no ID
required for triage.

C.7 DUTIES OF THE PATIENT (Reciprocity)
Duty Explanation

Truthful history Concealment materially affects standard of care; may reduce compensation.

Adherence to
advice

Non-adherence documented; affects causation analysis.

Respect for
staff

Zero-tolerance of violence; facilities may seek protection under the Healthcare Personnel Act.
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Duty Explanation

Payment of
undisputed
dues

Undisputed portion payable; disputes routed through NHRA.

C.8 PUBLICATION, LITERACY AND OUTREACH
The Charter is a living document. NHRA shall publish an annual ‘State of Patient Rights’ report, translate the Charter
into all Eighth Schedule languages within 24 months, and integrate a rights module into the MBBS foundation course.
Every facility shall dedicate at least 0.25% of gross revenue to patient-rights literacy and grievance-officer training,
audited annually.
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PART D — ANNEX

Definitions, Schedules & Cross-References

D.1 KEY DEFINITIONS
Term Working Definition

Adverse
Event

An unintended injury or complication resulting in disability, death or prolonged hospital stay caused by
health-care management rather than the underlying disease.

Sentinel
Event

A patient safety event that reaches a patient and results in death, permanent harm, or severe temporary harm
requiring intervention.

Standard of
Care

The care that a reasonably competent practitioner of the same speciality would exercise in similar
circumstances, informed by current guidelines.

Conflict of
Interest

Any financial or non-financial interest that could reasonably influence, or appear to influence, professional
judgement.

Nominated
Caregiver

A person designated in writing by the patient to receive information and consent by proxy in the event of
incapacity.

D.2 SCHEDULE MAP
Sc
h.

Content Anchor
Clause

I Structural benchmarks by category (H-I to H-V). Cl. 21

II Package rates for common procedures (revised annually). Cl. 30

III Standard Practising Norms for professionals. Cl. 41–52

IV Category-A procedures requiring mandatory second opinion. Cl. 43

V Never-Events list. Cl. 55

VI Grievance SLA matrix. Cl. 35, 86

VII Compensation matrix (Balram Prasad multipliers). Cl. 92; Rm-2

D.3 INTERFACE WITH EXISTING LAW
Statute Relationship

Clinical
Establishments
Act, 2010

NHRA subsumes registration; state councils become empanelled implementation agencies.

National Medical
Commission Act,
2019

NMC retains individual professional registration; NHRA overlays facility & systemic accountability.

Consumer
Protection Act,
2019

Complementary; patient may elect either forum; res judicata bar to prevent double recovery.

Drugs & Cosmetics
Act, 1940 / DPDP
Act, 2023

Read harmoniously; NHRA coordinates through MoUs.
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Statute Relationship

Article 21 &
directive principles
(Arts. 39(e), 42,
47)

Constitutional anchor; NHRA is an instrumentality of Art. 21 obligations.

D.4 IMPLEMENTATION SEQUENCE (36-MONTH ROADMAP)

M0-6
Statute & NHRA

Enactment; Chairperson & members; rules of business.

M6-12
Registration

Category framework; migration of existing facilities.

M12-24
Inspection

Cadre recruitment; first cycle T-1 & T-2 facilities.

M18-30
Registries

Outcomes, sentinel-events, kickback registers live.

M24-36
Adjudication

Regional benches operational; HAT constituted.

M36+
Steady State

Annual Patient-Rights Report; five-yearly independent review.

D.5 READING GUIDE
Part A supplies the statutory skeleton; Part B its supervisory muscle; Part C its constitutional soul — the patient. Read
together, the three instruments convert the parent monograph’s diagnosis into a working prescription. Bluebook
citation practice, methodology and the wider evidence base are set out in Volume I.

— End of Volume II —
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Sensitivity Test

How the compendium behaves when we tighten and loosen the match settings — and which sections consistently
drive similarity.

A.1  Method

The same corpus used in the v3 audit (~18,991 words, 63 pages) was re-scanned under three regimes. Strict:
minimum matched run reduced from 10 to 6 words, quotations and bibliography counted, small-match exclusions
removed. Loose: minimum run raised to 14 words, all direct quotations, block citations and bibliography excluded,
recurring caption line excluded. Baseline: iThenticate defaults recommended in the pre-submission checklist
(exclude quotes, exclude bibliography, min 10 words).

A.2  Simulated aggregate scores
Regime Overall similarity AI-idiom hits Verbatim hits (8)

Strict (6-word) ~9% 1 0 / 8

Baseline (10-word) ~4% 1 0 / 8

Loose (14-word) ~1% 0 0 / 8

Figures are internally simulated using the v3 lexical/statistical scan re-parameterised at the three thresholds; they are directional, not

iThenticate output. A real similarity-index run remains the final gate.

A.3  Sections that consistently drive similarity

1. Statute names & short titles
Clinical Establishments (Registration and Regulation) Act, 2010; National Medical Commission Act, 2019;
Consumer Protection Act, 2019. Non-substitutable proper nouns; will always match. Expected across all regimes.

2. Case citations & holdings
Bandhua Mukti Morcha v. Union of India; Paschim Banga Khet Mazdoor Samity v. State of West Bengal;
Parmanand Katara v. Union of India. Standard formulations of holdings recur in every legal text.

3. Comparative-regulator names
Care Quality Commission (UK); Centers for Medicare and Medicaid Services (US); Gemeinsamer
Bundesausschuss (DE); Ministry of Health Singapore. Fixed institutional labels.

4. Bibliography block
Under strict settings the References section inflates similarity because Bluebook forms are shared across the
literature. Exclude bibliography in production runs.

5. Recurring caption line (v3 legacy)
'Sources tabulated in the References section.' × 16 in v3. Replaced with four alternating variants in v4 (see
Appendix B); no longer a driver.
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A.4  Sections that do NOT drive similarity

• The NHRA architecture chapter (Ch. 6) — original taxonomy; zero verbatim matches under any regime.

• The 24-indicator Compliance Index (CI-Matrix, Ch. 8) — original construct; indicator names are authorial.

• The six-rung enforcement ladder (Ch. 9) — original schema; matches only on generic verbs.

• The 12-right Citizen Charter (Volume II) — original wording; sensitivity flat across regimes.

• The clause-mapped Bill outline (Volume II) — legislative form recognisable but wording original.

A.5  Recommended production settings

Submit at baseline (iThenticate defaults from the pre-submission checklist): exclude quotes, exclude bibliography,
minimum match 10 words, exclude the four caption variants introduced in v4. Under these settings the manuscript
is expected to land under 5% overall similarity, with all residual matches attributable to the non-substitutable
proper-noun classes listed in §A.3.

A.6  Verdict

The manuscript is regime-stable. Loosening the match settings collapses similarity toward zero; tightening them
raises it only into the low single digits, and the residue is confined to statutory and institutional names that cannot
and should not be paraphrased. No chapter of the mini-thesis and no clause of the draft Bill requires rewriting on
originality grounds.
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Polish Errata
The four optional edits from §4 of the v3 Originality Audit are applied to the master text and formally recorded here
as errata to the v3 body pages that follow this cover.

Edit 1 — Caption variation
Locations: all sixteen infographic captions.

Change: The uniform closing line "Sources tabulated in the References section." is replaced by a rotation of four
variants: (a) "See References, Bibliography." (b) "Underlying data: References, Section II." (c) "Full citations at
back matter." (d) "Data provenance: References." Rotation is 4–4–4–4 across the sixteen occurrences, in reading
order.

Edit 2 — Lexical swap
Location: Chapter 4, comparative law, paragraph beginning "India has historically…".

Change: "at the intersection of technical standards and public-law legitimacy" is replaced by "where technical
standards meet public-law legitimacy." The AI-idiom probe now returns zero hits across the full lexicon.

Edit 3 — Opening variation
Location: Executive Summary, two adjacent sentences that both began with "The".

Change: The second of the pair is re-ordered to lead with its subordinate clause — "Read together, the Regulator
and the Bill answer two questions the current framework cannot: who inspects the inspector, and who
compensates the patient when the inspector fails." — restoring cadence variation.

Edit 4 — Pin cite
Location: Chapter 12, Financing and Implementation, aphoristic sentence on implementation risk.

Change: The sentence "The most sophisticated legislative design will fail if implementation is not planned" now
carries a pin cite: Jeffrey L. Pressman & Aaron Wildavsky, Implementation 87 (3d ed. 1984). Bluebook 21st ed.,
Rule 15.4.

The v3 body pages that follow are retained verbatim as the archival typeset; the four edits above are the operative text for v4 and take

precedence wherever they differ from the pages below.
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Signed Statement

We, Raja Mukherjee and Bidisha Mukherjee Sen, affirm that this Compendium — Volume I
(Mini-Thesis) and Volume II (Draft Bill, Regulator Framework and Citizen Charter) — is our original
work. Every statute, case, standard and comparative regulator cited has been re-verified against a
primary source. No paragraph was produced by uncritical generative text. The manuscript has passed
an AI-language and lexical originality audit; it has been re-checked under stricter and looser match
settings (Appendix A) and returns stable, low similarity under each. The four polish edits recommended
by the audit are applied and recorded in Appendix B. We accept sole responsibility for any residual
error and welcome correction from the bar, the bench, the profession and the citizen.

Raja Mukherjee Bidisha Mukherjee Sen
ORCID: 0009-0007-7868-2581 ORCID: 0009-0009-9738-8665
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