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1. BRIEF STATEMENT OF THE PROBLEM

Tau Ceti’s biopharmaceutical economy finds itself at a juncture where two roads diverge in
yellow wood!. Trailing behind it is the “Pharmacy of the World™?, a sprawling domestic
pharmaceutical empire bolstered with a mastery of generics and small molecule reverse-
engineering. The ground seems to visibly shift under this party - giants and citizens alike - and
those at the very edges pay for the unending sway with their lives. Tau-Ceti looks expectantly
at the roads that lay before it. Although the first one boasts initial familiarity, it seems to come
to an abrupt end further down because of a brutal collision between generics and advanced
biologics — when the old replication technology of the former could no longer satiate the latter.
Understanding that this path would be the last mile to a precipice, Tau Ceti considers the second
road, all bent in undergrowth. A little way ahead on this path is the ambitious promise of a
developed biopharmaceutical economy — Tau Ceti’s claim to being a global bio-innovation
leader. In its current form, this path is just out of Tau Ceti’s reach because the myriad issues
that plague its ecosystem keep it paralyzed and idling at the crossroads. The world of bio-
innovation is firstly one of biologics, and if Tau Ceti is to walk this path, it inevitably follows
that it must shift its policy, reform and legal focus from outdated small-molecule logic to the
advancing regime of biologics. In nursing its demons, Tau Ceti must face the following
demons.

1.1. The Biologics Blindspot

The Loki Pharma case explicitly clarified what is true for most biologics in today’s day and
age - that therapeutic efficacy is derived from proprietary know-how, specifically fermentation
parameters, manufacturing processes and purification protocols®. This renders the patented
genetic sequence that a standard Compulsory License (CL) reveals, functionally incapable of
meaningfully aiding biological production®. Current legal statutes permit the State to override
patents but provide no leverage to extract the technical "recipe," leaving patients unable to
access overly expensive therapies even when a Compulsory License is granted expressly for
that purpose.

1.2. The Ethics Crisis

The Bjorn Pharma scandal exemplifies the legal system’s facilitation of regulatory capture:
when whistleblower Mohit Kumar revealed fraudulent safety data regarding the opioid Xenotril
in public interest, the State prosecuted the disclosure as criminal activity under the Information
Technology Act 2000 (IT Act) and the Bharatiya Nyaya Sanhitha 2023 (BNS).> By conflating
public interest disclosures with corporate theft, the law intrinsically insulates clinical fraud
from scrutiny.

1.3. The Public Funding Gap

! Robert Frost, ‘The Road Not Taken’ in Mountain Interval (Henry Holt and Company 1916).
2 Problem Statement, p 2.

3 Natco Pharma Ltd v Bayer Corporation Order No 45/2013 (IPAB); Problem Statement, p 10.
4 Problem Statement, p 9.

3 Problem Statement, p 8.
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The Acme Pharma reveals the governance vacuum within Public-Private Partnerships. Despite
receiving significant capital from the Tau Cetian National Medical Research Organisation
(TNMRO), Acme Pharma privatized the resulting intellectual property. The firm invoked the
"commercial confidence" exemption under the Right to Information Act 2005 (RTI) to conceal
funding terms.® Tau-Cetian taxpayers are thus double-burdened, subsidizing research only to
face monopoly pricing at the point of care.

% Right to Information Act 2005, s 8(1)(d).
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2. REVIEW OF EXISTING JURISPRUDENCE, POLICY PROPOSALS, AND
RECOMMENDATIONS

Tau Ceti’s present legal architecture for undisclosed information is a fragmented assembly of
common law equity and statutory remnants. This framework is structurally incapable of
mediating the tensions between biologic innovation, data transparency, and public interest.

2.1. Reliance on Common Law and Equitable Remedies

The protection of confidential information rests primarily on the English common law doctrine
of breach of confidence.

o The "springboard" doctrine, established in John Richard Brady v Chemical Process

Equipments P Ltd, prohibits a recipient from utilizing confidential information to secure
an unfair competitive advantage.” When enforced through quia timet injunctions, as
seen in the Winston Pharma litigation®, the doctrine prioritizes proprietary interests
over vaccine accessibility. The current framework offers no statutory mechanism to
vacate or deny injunctive relief based on public health exigencies.
Judicial precedents in Zee Telefilms Ltd v Sundial Communications Pvt Ltd’
and Burlington Home Shopping v Rajnish Chibber!'® have expanded protected subject
matter to include databases and compilations involving skill and judgment. This
expansion allows pharmaceutical firms to reclassify clinical trial data, which is
essentially a compilation of patient outcomes, as trade secrets!!. Consequently, firms
leverage common law principles to bypass regulatory transparency requirements.

2.2. Critique of the Proposed Legislative Reform

The Draft Protection of Trade Secrets Bill 2024, derived from the 289th Law Commission
Report!?, fails to reconcile intellectual property with public health requirements.

o Section 5 introduces a "good faith" exception for public interest disclosures. However,
the Draft Bill lacks a precise definition of "public interest," omits designated reporting
channels, and provides no procedural mechanism to establish "good faith" before
litigation.!'* This ambiguity transforms a potential defence into a litigious burden.

Section 6'° permits state licensing of trade secrets during public emergencies, yet the

provision is procedurally hollow. It lacks a framework for royalty calculation, mandates

7 John Richard Brady v Chemical Process Equipments P Ltd AIR 1987 Del 372.

8 Problem Statement, p 6.

® Zee Telefilms Ltd v Sundial Communications Pvt Ltd (2003) 5 Bom CR 404.

10 Burlington Home Shopping Pvt Ltd v Rajnish Chibber (1995) 61 DLT 6.

! Henry G Grabowski, ‘Evolving Brand-Name and Generic Drug Competition May Warrant a Revision of the Hatch-
Waxman Act’ (2011) 30(11) Health Affairs 2157.

12 Law Commission of India, Trade Secrets and Economic Espionage (Report No 289, 2024).

13 Protection of Trade Secrets Bill 2024, s 5.

14 Directive (EU) 2016/943 on the protection of undisclosed know-how and business information (trade secrets) against their
unlawful acquisition, use and disclosure [2016] OJ L157/1, art 5.

15 Protection of Trade Secrets Bill 2024, s 6.
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no technical assistance for the licensee, and fails to establish a statutory nexus with the
Patents Act 1970. Without these operational anchors, the provision is unenforceable
against biologic monopolies.

2.3. Structural Incompatibilities in Existing Legislation

o

Chapter XVI of the Patents Act, 1970'¢ remains tethered to the chemical era. Patent
disclosures under this regime are insufficient to enable generic biologic manufacturing,
as they do not address the "know-how gap" where therapeutic value resides in the
undisclosed manufacturing process rather than the genetic sequence.!”

The criminalization of disclosure remains a primary deterrent to accountability.
Whistleblowers face prosecution under Sections 43 and 66 of the IT Act and Section
316 of the BNS.!8 Policy efficacy requires a legislative override to immunize public
interest disclosures from these criminal statutes.

Regulatory authorities frequently invoke Section 8(1)(d) of the RTI Act to suppress
clinical data under the guise of commercial confidence.!® This practice systematically
ignores the statutory proviso requiring disclosure when the public interest outweighs
proprietary

The Protection and Utilisation of Public Funded Intellectual Property Bill showed an
attempt to reconcile governance with innovation but failed due to its over-reliance on

privatisation and structural inefficacies that did not consider the Indian landscape in

which it was to operate.

16 Patents Act 1970, ch XVI.

17 Natco Pharma Ltd v Bayer Corporation Order No 45/2013 (IPAB).

18 Information Technology Act 2000, ss 43, 66; Bharatiya Nyaya Sanhitha, s 316.
19 Right to Information Act 2005, s 8(1)(d).
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3. EXECUTIVE SUMMARY

Tau Ceti’s transition from a generic manufacturing hub to an innovation-driven bio-
pharmaceutical industry is primarily obstructed by the lack of an appropriate framework that
can support and facilitate such a change. The nation now faces the dreaded middle-income
trap?’ as the infrastructure that boosted it through generics remains structurally incapable of
governing the biologics revolution.

3.1. The Diagnosis: A Systemic Failure

The pandemic tore through public health and Tau-Ceti’s legal infrastructure decisively. At its
core, it revealed the limitations of existing laws in the country — an insufficient public
patenting regime?!, a system that incentivizes perversely?? and the abject lack of a regulatory
framework for Public-Private Partnerships?. Such systematic failures work in tandem,
restraining Tau Ceti’s potential for growth and development.

3.2. The Solution: The Four-Pillar Framework

Tau Ceti is in desperate need of a paradigm shift from monopoly exclusion to compensated
liability. The following is an integrated framework of proposed solutions aimed at
modernizing Tau Ceti’s intellectual property and regulatory regime.

o Pillar 1: The First Pillar is the Public Health Whistleblower Defence necessitating the
creation of a tiered mechanism for equitable reporting of Public Interest Disclosures. A
statutory safe harbour must immunize good faith against civil and criminal liability. All
of this should be reinforced by a qui tam provision in order to financially incentivize
corporate accountability.

Pillar 2: The Second Pillar consists of Know-How Compulsory Licensing (KHCL). An
amendment to the Patents Act 1970 should empower the Controller to mandate the
transfer of technological know-how and biological materials where patented sequence
information alone is insufficient for efficient commercial production. This mandate
would automatically trigger supplementary royalties in favour of the innovator.

Pillar 3: The Third Pillar is that of Mandated Regulatory Data Transparency. A
legislative override of the Right to Information Act 2005 is required to institutionalize

a "permissive reliance’>*" model. Additionally, provisos must be inserted in order to

classify clinical study reports and safety data as public health information and not trade
secrets.

Pillar 4: The Fourth Pillar is the Public-First PPP Framework. A national framework
must mandate government "march-in rights" and price transparency for all intellectual

20 World Bank, ‘The “Middle-Income Trap” May Be a Myth’ (Research & Policy Briefs No 1, World Bank Malaysia Hub,
March 2016).

2L Problem Statement, p 10

22 Problem Statement, p 8.

23 Problem Statement, p 5.

24 Naveen Gopal, 'Protection of Clinical Trial Data Under TRIPS: International Understanding and Health Concerns' (16
October 2019) https://dx.doi.org/10.2139/ssrn1.3470476 accessed 15 February 2026.
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property developed or otherwise directly derived through public funding.

3.3. Implementation and Feasibility

This proposed framework requires an initial annual operational investment of 326 crore
covering a specialized workforce of forensic auditors, biologics engineers and data scientists
along with the digital infrastructure to support their work. This figure, drawn from standard
government pay scales and existing e-governance cost benchmarks, accounts for less than
0.01% of the national health budget — it is a marginal allocation, especially in comparison
with its potential impact. By Year 4, revenue neutrality is achievable through administrative
processing fees and 5-8% royalty shares arising from publicly funded research — meaning that
the model becomes self-sustaining.

Such structure ensures that Tau Ceti can secure its status as a sovereign innovation economy
that rewards genuine invention while penalizing rent-seeking.
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4. ASSESSMENT OF ADEQUACY & GAP ANALYSIS

Tau Ceti’s legal architecture for undisclosed pharmaceutical information is fundamentally
misaligned with its public health imperatives and innovation ambitions. The current regime
fails to provide the statutory certainty required for both biological innovation and emergency
responses.

4.1. Common Law Breach of Confidence

The three-part test established in Coco v AN Clark (Engineers) Ltd defining the requirements
for an action for breach of confidence, provided that the contested information must possess
the necessary quality of confidence, be imparted under an obligation of secrecy and involve
unauthorized use to the owner’s detriment.?’

Such a common law remedy is incapable of sustaining a new age of biologics that pose
questions outside its purview of understanding. Therefore, for lack of definitional certainty,
provision for emergencies, whistleblower protection and differentiated data security, common
law is an inadequate measure of regulation.

4.2. The Draft Trade Secret Bill

The 289" Law Commission Report’s Draft Trade Secret Bill?® attempts to reconcile domestic
law with international statutes regarding undisclosed data.

While Section 5%7 introduces a historic whistleblower exception for "good faith" disclosures to
protect public interest, the provision is operationally paralyzed by systemic vagueness. The Bill
fails to define terms like "public interest" and "good faith," effectively shifting a prohibitive
evidentiary burden onto the whistleblower.

Further, the Draft Bill lacks a legislative override for existing criminal statutes. A whistleblower

still remains subject to prosecution under the IT Act and BNS, ensuring that civil liability and
imprisonment outweigh the incentive for transparency. Section 62%, which addresses trade
secret compulsory licensing during emergencies, is similarly deficient. It functions as a paper
tiger because it specifies no procedure for royalty calculation, mandates no technical assistance
for the licensee, and lacks a statutory nexus with the Patents Act 1970. Without this procedural
infrastructure, the provision is unenforceable against complex biologic monopolies.

4.3. Patents Act Chapter XVI

Chapter XVI of the Patents Act 1970 is legally operative yet technically obsolete regarding
biological innovation. The efficacy of the regime in Natco Pharma Ltd v Bayer Corporation -
where a 97% price reduction for Sorafenib was achieved through small-molecule reverse-
engineering - is irreplicable for biologics like Ontuzumab.?® Biological efficacy in the modern

25 Coco v. AN. Clark (Engineers) Ltd. [1968] 1 WLR 713.

26 289th Law Commission Report, Protection of Trade Secrets and Trade Secret Management Bill, 2024 (Draft).
27 Ibid, Section 5.

28 Ibid, Section 6.

29 Natco Pharma Ltd. v. Bayer Corporation, 2012 (Controller); 2013 (IPAB); 2014 (Bombay High Court).
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age of biopharmaceuticals depends on proprietary cell lines, bioreactor parameters, and
purification protocols absent from patent specifications. Section 90 mandates manufacturing to
the "fullest extent economically practicable" but provides no authority to compel the transfer
of requisite trade secrets.’® Consequently, a compulsory license granted to an entity like Gaya
Pharma is functionally void without access to the innovator's undisclosed manufacturing
"recipe." Furthermore, the systemic withholding of regulatory data necessitates redundant,
capital-intensive clinical trials, effectively shielding biologic monopolies from biosimilar
competition.

4.4 Weaponisation of ""Commercial Confidence"

Section 8(1)(d) of the RTI Act 2005 protects information constituting "commercial confidence"

from disclosure unless a "larger public interest warrants" otherwise.’! In practice, several

companies weaponize this exemption to suppress accountability data. Clinical data for the
Acme vaccine and post-market safety records for Xenotril remain shielded despite emergency
authorizations and fraud allegations. Similarly, Public-Private Partnership (PPP) memoranda
between Acme and the TNMRO are withheld under fiduciary exemptions, preventing public
verification of pricing obligations and intellectual property ownership. The current regime fails
to distinguish between manufacturing secrets and essential accountability information, such as
safety summaries and approval rationales. Because the Section 8(2) public interest override
remains discretionary, the evidentiary burden falls on the requester, resulting in protracted
litigation that neutralizes the Act’s transparency objectives.

4.5. The Public Funding Gap

Tau Ceti possesses no statutory framework governing Intellectual Property rights arising from
public-private partnerships (PPPs).>> The Acme case illustrates the moral hazard of this
vacuum: public funds (via TNMRO) de-risked the R&D, yet the private partner retained
exclusive patent rights and unfettered pricing power. The lapsed Protection and Utilisation of
Public Funded Intellectual Property Bill, 2008, failed to be enacted, leaving the state with
contract law as its only tool. Without statutory march-in rights or a government use license that
triggers automatically upon abusive pricing or non-supply, the State is held hostage by the very
innovation it funded. When rewards are privatized and risks are socialised, taxpayers face a
double liability and end up being unable to afford indigenous creations.

4.6. Prioritizing Property over Public Safety

The judicial approach to quia timet injunctions constitutes a severe policy gap in the context of
health emergencies. As seen in Bingo v. Winston, the standard three-part test for injunctions
(prima facie case, balance of convenience, irreparable injury) is heavily weighted towards the
protection of property rights.?

30 patents Act, 1970, Section 90.

31 Right to Information Act, 2005, Section 8(1)(d), (2).

235 U.8.C. §§ 200-212 (Bayh-Dole Act).

33 Code of Civil Procedure, 1908, Order XXXIX Rules 1 & 2.
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Courts currently lack a statutory mandate to treat public health interest as a dispositive factor
in the Balance of Convenience test. In fact, alleged misappropriation of trade secrets is
sufficient to completely block the market entry of required drugs during a national pandemic

thereby prioritizing market exclusivity over saving lives.
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5. CORE POLICY RECOMMENDATIONS

The Bjorn, Loki, and Acme crises are symptomatic of a governance architecture anchored in
chemical-era logic. Transitioning to a high-value bio-economy necessitates an Integrated Four-
Pillar Framework that synchronizes transparency with state access rights.

5.1. PILLAR 1: THE PUBLIC HEALTH WHISTLEBLOWER DEFENSE

The "Bjorn Gap" illustrates the legal asymmetry confronting employees who expose
pharmaceutical fraud. In the current regime, whistleblowing triggers prosecution under the
Information Technology Act 2000 and the Indian Penal Code 1860, where data extraction is
penalized as theft irrespective of motive. The Draft Trade Secret Bill’s Section 5 lacks the
procedural specificity to override these criminal liabilities, sustaining a prohibitive chilling
effect.

5.1.1. THE PROBLEM: THE "CHILLING EFFECT'" AND LEGAL ASYMMETRY

Tau Ceti’s current framework penalizes the exposure of regulatory fraud through three primary
channels:

1. Information Technology Act, 2000: Sections 43 and 66 penalize "dishonest" data
extraction. Courts interpret this to include unauthorized copying for whistleblowing
purposes.>*

Indian Penal Code (IPC): Sections 378 (Theft) and 405 (Criminal Breach of Trust)
allow corporations to initiate criminal proceedings against employees, leading to

immediate arrest and protracted trials.?

The Draft Trade Secret Bill (2024): While Section 5 introduces a "good faith"
exception, it lacks definitions for "public interest" and fails to override criminal
liabilities under the IT Act or IPC. Consequently, whistleblowers face civil claims often
exceeding I50 crore and certain imprisonment, ensuring regulatory fraud remains
shielded.?

5.1.2. THE POLICY SOLUTION: A STATUTORY ""SAFE HARBOR" AND IMMUNITY

To bridge this gap, Tau Ceti must enact a Public Health Whistleblower Defense integrated into
the Trade Secret Bill, supported by consequential amendments to the IT Act and IPC. This
regime should adopt the immunity standards of the US Defend Trade Secrets Act’” and the EU
Trade Secrets Directive.®
A. Statutory Amendments to the Draft Trade Secret Bill: Proposed Section 5.1 must
explicitly state that trade secret acquisition or disclosure is not misappropriation when
revealing clinical trial fraud, regulatory violations, or concealed adverse event data.

o Unlawful Acts: Violation of drugs and cosmetics regulations, clinical trial fraud, or

data fabrication.

34 Information Technology Act, 2000, ss 43, 66.

35 Indian Penal Code, 1860, ss 378, 405.

36 Law Commission of India, Report No. 289: Trade Secrets and Economic Espionage (2024).

37 Defend Trade Secrets Act of 2016, 18 USC § 1833(b) (USA).

38 Directive (EU) 2016/943 of the European Parliament and of the Council of 8 June 2016 on the protection of undisclosed
know-how and business information (trade secrets) against their unlawful acquisition, use and disclosure [2016] OJ L157/1,
art 5.
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e Public Health Risks: Concealment of adverse event data or misleading safety claims
(as seen in the Bjorn case).

B. The Tiered Disclosure Mechanism: To balance proprietary interests with public safety,
immunity should follow a hierarchical model:

e Tier 1 (Internal Reporting): Reporting through the corporate Vigil Mechanism
mandated by Section 177 of the Companies Act 2013. If the company rectifies the issue
within 60 days, the matter is closed.

Tier 2 (Regulator Reporting): Direct reporting to a confidential Whistleblower Unit
within the TCDSCO if internal resolution fails after sixty days
Tier 3 (Public Disclosure): Disclosure to media or NGOs is protected only upon
regulatory inaction after ninety days or in cases of "imminent and severe" public health
threats.
C. Cross-Statutory Criminal Immunity: Policy efficacy requires the insertion of Section 43A
into the IT Act and Section 378A into the IPC. These provisions must specify that no penalty
shall be imposed for data access satisfying the Trade Secret Act's safe harbor conditions.
Without this statutory bridge, whistleblower protections remain subordinate to criminal theft
charges.

5.1.3. INCENTIVIZATION: THE QUI TAM PROVISION

Moral courage is an insufficient counterweight to the financial power of pharmaceutical
monopolies. Tau Ceti should adopt a qui tam provision modeled on the US False Claims Act.*®
Whistleblowers exposing fraud that results in state financial loss—such as the procurement of
ineffective pharmaceuticals—should receive fifteen to thirty percent of recovered funds. This
financial upside mitigates the risk of career destruction, transforming whistleblowers into
protected partners in regulatory enforcement.

5.1.4. FEASIBILITY AND SAFEGUARDS

Concerns regarding the weaponization of disclosure are mitigated by "good faith" and
"proportionality" tests. Immunity applies exclusively to data necessary to substantiate fraud,
excluding unrelated proprietary information. Once a whistleblower demonstrates a prima facie
public health concern, the evidentiary burden shifts to the corporation to prove the disclosure
was malicious. This framework ensures the legal system protects the public from fraud rather
than protecting fraud as a trade secret.

5.2. PILLAR 2: COMPULSORY LICENSING FOR MANUFACTURING
KNOW-HOW (KHCL)

5.2.1. THE PROBLEM: THE "BIOLOGICS BLINDSPOT'" AND THE LOKI GAP

The Loki Pharma litigation involving the biologic Ontuzumab exposes the obsolescence of Tau
Ceti’s patent regime. The Chapter XVI Compulsory Licensing (CL) framework sufficed for the
small-molecule reverse-engineering established in Natco Pharma Ltd v Bayer Corporation,

where the patent specification provided the complete manufacturing "recipe."*

39 False Claims Act, 31 USC §§ 3729-3733 (USA).
40 Natco Pharma Ltd v Bayer Corporation [2012] CLA 1 (IPAB).
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Biologics present a unique challenge because therapeutic efficacy is inseparable from the
manufacturing process. Safety depends on proprietary cell lines, fermentation parameters, and
purification protocols protected as trade secrets rather than patent disclosures.*! Consequently,
a Section 84 licensee receives the legal right to manufacture but lacks the technical capacity to
execute. This "Loki Gap" renders patent overrides futile without a mechanism to unlock the
underlying manufacturing know-how.

5.2.2. THE POLICY SOLUTION: STATUTORY "KNOW-HOW COMPULSORY LICENSING"
(KHCL)

Tau Ceti should amend the Patents Act 1970 to institute a Know-How Compulsory License
(KHCL). This mechanism operates as a supplementary order attached to patent CLs under
Section 84 or Section 92.
A. The Statutory Mechanism (Proposed Section 84A) We recommend the insertion of a new
provision empowering the Controller or the Government to order the transfer of "undisclosed
information" and "technical know-how" when:
1. A Compulsory License has been granted for a biologic or complex pharmaceutical
product; AND
The patent disclosure is insufficient to enable a reasonably competent person to
manufacture the invention at a commercial scale and quality without undue delay or
prohibitive cost.
B. Scope of Transfer: Unlike a patent CL, which is a passive permission, a KHCL requires
active cooperation. The order must mandate the transfer of:
e Documentation: Standard Operating Procedures (SOPs), Quality Control (QC)
protocols, and equipment specifications.
Biological Materials: Access to the proprietary cell lines or master cell banks
necessary to cultivate the drug.
Training: A "Teach-How" provision requiring the innovator to provide technical
assistance to the licensee’s scientists to ensure safety and bio-equivalence.*?

5.2.3. COMPENSATION AND TRIPS COMPLIANCE

To satisfy TRIPS Article 31 and avoid allegations of expropriation, the KHCL framework must
incorporate a Supplementary Royalty Regime. A distinct know-how royalty, awarded in
addition to the patent royalty, ensures innovators receive adequate remuneration for

manufacturing R&D. This shifts the regime from total exclusivity to a compensated liability
rule, where right holders are entitled to remuneration rather than injunctive control.

5.2.4. GLOBAL PRECEDENT: THE WHO MRNA MODEL

The WHO mRNA Technology Transfer Hub confirms the necessity of this model.** The refusal
of innovators to voluntarily share manufacturing secrets during the COVID-19 pandemic
delayed global vaccine access by eighteen months. Domestic codification of KHCL replaces

41' W Nicholson Price, II, ‘Regulating Secrecy’ (2016) 91(4) Washington Law Review 1769.
42 David S. Levine, 'The Impact of Trade Secrecy on Public Transparency' (2011).
43 World Health Organization, 'The mRNA Vaccine Technology Transfer Hub' (2021).
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ad hoc reverse-engineering with a rapid, legally mandated transfer model for health
emergencies.

5.3. PILLAR 3: MANDATED REGULATORY DATA TRANSPARENCY

5.3.1. THE PROBLEM: THE "BLACK BOX'" REGULATOR AND THE ACME GAP

The Acme Pharma and Bjorn Pharma controversies exemplify a systemic failure in the
transparency of the Tau Ceti Drugs Standard Control Organisation (TCDSCO). By routinely
invoking Section 8(1)(d) and (e) of the Right to Information (RTT) Act 2005 to suppress safety
and efficacy data, the regulator prioritizes corporate secrecy over public safety.** This
application of the "regulatory shield" prevents independent scientific scrutiny, facilitates
flawed approvals, and erodes public trust.

5.3.2. THE POLICY SOLUTION: A "PUBLIC INTEREST TRANSPARENCY MANDATE"

The legal framework must recognize clinical trial data as public health information rather than
proprietary trade secrets.

A. Statutory Definition of "Overriding Public Interest" We recommend introducing a
proviso or explanation to Section 8 of the RTI Act (or within the Drugs and Cosmetics Rules)
specifically for the pharmaceutical sector. This provision must explicitly state that:

o Safety & Efficacy Data is Public: Information relating to the safety, efficacy, and
adverse effects of a drug approved for marketing cannot be withheld as "commercial
confidence."

Emergency Override: For drugs granted fast-track approval, EUA, or Phase III
waivers (as in the Acme case), the "larger public interest" in disclosing the rationale and
data for such accelerated approval automatically outweighs any potential commercial
harm.
B. The Distinction: "Clinical Data" vs. "Manufacturing Secrets" A critical nuance is
distinguishing between what must be disclosed and what remains protected.

e Protected Trade Secrets: Manufacturing yield rates, specific supply chain contracts,
and granular fermentation parameters.

e Public Data: Clinical Study Reports (CSRs), toxicology studies, and aggregated
patient outcomes. By severing "Manufacturing Know-How" from "Regulatory Data,"
the policy protects legitimate competitive advantages while ensuring public
accountability.

5.3.3. TRIPS COMPLIANCE: THE "PERMISSIVE RELIANCE'" MODEL

The "Permissive Reliance" model clarifies that TRIPS Article 39.3 does not mandate absolute

data exclusivity.*> Regulatory reliance on existing innovator data to approve biosimilars is a
legitimate administrative function that avoids redundant, unethical human trials. Article 39.3

explicitly authorizes disclosure "where necessary to protect the public," providing a robust
international legal basis for Tau Ceti’s transparency requirements.*®

44 Right to Information Act 2005, s 8(1)(d)—(e).
4 Agreement on Trade-Related Aspects of Intellectual Property Rights (1994) 1869 UNTS 299, art 39.3.
46 ibid.

16| Page




IST NATIONAL POLICY BRIEF COMPETITION ON INTELLECTUAL PROPERTY
RIGHTS AND INNOVATION 2025

5.3.4. OPERATIONAL MECHANISM

We recommend the establishment of a Mandatory Public Clinical Trial Registry

e Registration Condition: No clinical trial can commence without prospective
registration.
Results Posting: Summary results (including negative findings) must be uploaded
within 12 months of trial completion.
The "EMA Policy 0070" Standard: We propose adopting the European Medicines
Agency’s proactive publication model,*” where Clinical Study Reports are published
upon marketing authorization, redacted only for patient privacy and specific
manufacturing secrets.

5.4. PILLAR 4: THE "PUBLIC-FIRST" PPP FRAMEWORK

5.4.1. THE PROBLEM: THE "ACME GAP" AND THE PRIVATIZATION OF PUBLIC FUNDS

The Acme Pharma controversy exemplifies a fundamental failure in the innovation social

contract. Despite public capital de-risking vaccine development, private entities retain
exclusive commercial rights while shielding partnership terms behind "commercial
confidence" claims. This results in "double taxation": taxpayers subsidize research only to face
monopoly pricing at the point of care.*® Tau Ceti lacks a statutory framework to govern
intellectual property (IP) arising from public-private partnerships (PPPs), facilitating the
privatization of state-funded rewards while socializing research risks.*’

5.4.2. THE POLICY SOLUTION: A "TAU CETI BAYH-DOLE'" FRAMEWORK

A "Tau Ceti Bayh-Dole" framework must operationalize "Bayh-Dole 2.0" to balance
commercial incentives with public accountability:

e Tiered Ownership: Upstream basic research must remain in the public domain or
under non-exclusive open licensing. Applied research patents may remain with private
entities, contingent upon a "Public Rights Bundle."

Government Use License: The state retains an automatic, royalty-free, irrevocable
license to practice the invention for government purposes, immunizing the state from
infringement claims for technologies it subsidized.*°

Mandatory Transparency: Funding agreements and patent terms must be public.
Participation in PPPs constitutes a mandatory waiver of "commercial confidence"
exemptions under the RTT Act.

March-In Rights: The state may grant third-party licenses if the patent holder fails to
achieve commercial application or satisfy health needs on reasonable terms.

47 European Medicines Agency, 'Policy 0070 on publication of clinical data for medicinal products for human use' (2014)
EMA/240810/2013.

48 R E Wolitz, ‘The Pay-Twice Critique, Government Funding, and Reasonable Pricing Clauses: Georgia State University,
College of Law Journal of Legal Medicine Symposium’ (2019) 39(2) Journal of Legal Medicine 177
https://doi.org/10.1080/01947648.2019.1648942 accessed 17 February 2026.

4935 USC §§ 200-212 (Bayh-Dole Act).

30ibid, § 202(c)(4).
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5.4.3. THE PRICING TRIGGER: FIXING THE FLAW IN BAYH-DOLE

The US model’s failure to define "reasonable terms" has neutralized march-in rights for
decades.’! Tau Ceti’s framework must explicitly include "affordability" within this definition.
Exceeding defined per-capita income or purchasing power parity thresholds must automatically
trigger march-in rights. This creates a credible threat to discipline pricing behavior without
resorting to static price controls.

5.4.4. BENEFIT SHARING AND REINVESTMENT

A Dbenefit-sharing mechanism should mandate that a percentage of net sales from
commercialized public-funded inventions flow back to the TNMRO. This establishes a
revolving innovation fund, aligning taxpayer interests with private commercial success and
ensuring the sustainability of sovereign research.

5.5. INTEGRATED SYSTEM LOGIC: WHY PIECEMEAL REFORM
FAILS

5.5.1. THE INTERDEPENDENCY OF THE FOUR PILLARS

The challenges confronting Tau Ceti’s pharmaceutical sector—regulatory capture,
manufacturing barriers, and the privatization of public assets—are symptoms of a singular,
systemic failure in knowledge governance. Piecemeal reform is insufficient; the Four-Pillar
Framework operates as an interlocking ecosystem where isolated implementation leaves fatal
loopholes.

o Pillar 1 (Whistleblower Protection) as the Sensor: It provides the essential signal of
fraud. Without this mechanism, the regulatory system remains blind to internal
malpractice.

Pillar 3 (Data Transparency) as the Verifier: It enables the scientific community to
validate the whistleblower's signal. Absent transparency, public interest disclosures
remain trapped in protracted evidentiary disputes.

Pillar 2 (KHCL) as the Enforcer: Accountability remains toothless if the state lacks
the power to act on its findings. When transparency reveals market failure or price

gouging, the state requires the technical capacity to mandate competition.

Pillar 4 (Public-First PPPs) as the Architect: It precludes crises by embedding public
rights upstream within funding contracts, reducing the necessity for downstream
interventions such as compulsory licensing.

5.5.2. ADDRESSING THE INNOVATION-ACCESS FALSE DICHOTOMY

This framework rejects the zero-sum trade-off between intellectual property incentives and
public access. It proposes a "High-Accountability Innovation Model" that refines rather than
rejects proprietary rights. Pillars 1 and 3 enhance innovation quality by penalizing clinical
fraud and ensuring data integrity. Pillars 2 and 4 transition the regime from monopoly
exclusion to compensated liability. Under this model, the innovator receives equitable

51 PS Arno and MH Davis, 'Why Don't We Enforce Existing Drug Price Controls? The Unrecognized and Unenforced
Reasonable Pricing Requirements Imposed upon Patents Deriving in Whole or in Part from Federally Funded Research'
(2001) 75 Tulane Law Review 631.
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remuneration through royalties, yet the state retains the authority to prevent proprietary
interests from obstructing public health exigencies.

5.5.3. CONCLUSION ON POLICY DESIGN

Tau Ceti must modernize its legal infrastructure to preserve its status as a global pharmaceutical
leader. As biologics supersede small molecules, the current regime invites obsolescence and
regulatory capture. Adopting the Four-Pillar Framework secures a resilient governance model.
It creates an environment where genuine innovation is rewarded, rent-seeking is penalized, and
proprietary rights never supersede the right to life.
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6. IMPLEMENTATION ROADMAP & FEASIBILITY ANALYSIS

Tau Ceti’s path to building a bio-innovation driven pharmaceutical economy of the biologics

age needs a clear direction. Current regulatory bodies lack the capacity to manage trade secret
oversight, biologics transfer, or public-private partnership (PPP) governance. We layout the
establishment of four specialized units, funded via royalty streams and cost-recovery
mechanisms, to operationalize the four-pillar reform and propose a plan for implementation.

6.1. Statutory Amendment Roadmap

The proposed framework will prioritize amendments based on legislative urgency and
enactment feasibility by differentiating between parliamentary acts and executive rule-making.
Phase 1: Immediate Legislative Priorities (Months 0-6) Parliamentary approval will be
sought to establish the primary rights underpinning our structural reform.

Whistleblower Safe Harbor: Section 5 of the Draft Trade Secret Bill must be amended
to incorporate a specific public health exception and a tiered disclosure mechanism.
Consequentially—Section 43A of the Information Technology Act 2000 and Section
316A of the Bhartiya Nyaya Sanhitha 2023—must insert clauses to clarify that
authorized data extraction lacks the "dishonest intent" requisite for criminal liability.>?
Know-How Integration: The Patents Act 1970 requires the insertion of Section 84A
and the modification of Section 90. These amendments will empower the Controller to
mandate active technology transfer as a condition of compulsory licensing.

Phase 2: Executive Rule-Making & Guidelines (Months 6-12) Administrative agility will
allow for rapid implementation through departmental notifications and memoranda..

Transparency Mandate: A Notification of new rules must be issued under the Drugs
and Cosmetics Act 1940, reclassifying Clinical Study Reports as public documents and
establishing permissive reliance standards for biosimilars.

RTTI Interpretation: The Department of Personnel and Training must issue an Office
Memorandum clarifying that, under Section 8(1)(d) of the RTI Act, public interest
automatically supersedes commercial confidence during emergency authorizations.
PPP Governance: The DPIIT must notify the Public-Funded IP Governance Policy to
operationalize march-in rights and tiered ownership for all state-funded research grants.

6.2. Operational Phasing & Timeline (The 60-Month Plan)

The proposed sixty-month implementation strategy aims at revenue neutrality by Year 5 by
utilizing royalty streams to offset regulatory expenditure.

Year 1: Foundation (Months 0-12): Focus will reside on legislative enactment and
the constitution of Whistleblower Information Unit (WIU), Know-How Transfer Unit
(KHTU), Data Transparency Unit (DTU), and Public Intellectual Property Oversight
Committee (PIPOC). Initial resourcing would be 100% government-grant funded.
Year 2: Capacity Building (Months 13-24): The KHTU will draft technology transfer
SOPs while the WIU will operationalize secure whistleblower channels. The DTU will
initiate the retrospective digitization of clinical data for essential medicines.

52 Information Technology Act 2000, ss 43, 66; Bharatiya Nyaya Sanhitha 2023, ss 301, 316.
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Year 3: Full Deployment (Months 25-36): Public launch of the Clinical Trial Registry
and Data Portal. TNMRO contracts will mandate the inclusion of the "Public Rights
Bundle," and the KHTU will process the first live know-how CL petitions.

Years 4-5: Stabilization and Cost Recovery (Months 37-60): The system will
transition toward revenue neutrality. Operational costs will be offset by administrative
fees from CL applicants and benefit-sharing returns from commercialized public-
private partnerships.

6.3. Feasibility Analysis & Risk Mitigation

6.3.1. Economic Feasibility: The '""Return On Innovation'" Model

A task of Institutional transition requires capitalization of digital infrastructure and human
resources. Using projections based on the 7th Central Pay Commission matrix and CDSCO e-
governance allocations, we estimate an annual operational cost of %26 crore.*>* This
expenditure represents less than 0.01% of the national health budget.

A. Estimated Annual Budget

Unit Annual Cost Drivers Budget (INR) | Basis of Estimate

WIU | 25-30 FTEs; forensic auditors 55Cr 7th CPC Level 11-13%

KHTU | Biologics engineers; SOP drafting | 4.8 Cr IPAB technical fees®

DTU | Cloud database; data scientists 6.5 Cr MeghRaj/CTRI costs®’

PIPOC | MOA audit; legal secretariat 4.0 Cr DPIIT administrative rates

Total | Training; IT; Contingency 26.0 Cr <0.01% Health Budget

B. Return on Investment (ROI): The economic justification is substantiated by the Natco
precedent, where competition induced a 97% price reduction.>® The facilitation of one biologic
entry annually will yield public savings exceeding regulatory costs by a factor of 200.

C. Sustainability: The framework aims at revenue neutrality by Year 4 through administrative
processing fees and the 5-8% royalty share mandated for public-funded innovations. A single
commercial success, such as the Acme vaccine, will ensure perpetual funding for the TNMRO
Innovation Fund.

6.3.2. Political & Legal Feasibility: Countering the '"Chilling Effect"

33 Government of India, Report of the Seventh Central Pay Commission (2015).

34 Central Drugs Standard Control Organisation, Consolidated Budget of CDSCO for FY 2022-23 (Ministry of Health and
Family Welfare 2022) https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/budgetl.pdf accessed 17
February 2026.

35 Government of India, Report of the Seventh Central Pay Commission (2015).

36 Tribunal, Appellate Tribunal and other Authorities (Qualifications, Experience and other Conditions of Service of
Members) Rules 2020, Ministry of Finance (Department of Revenue) Notification GSR 109(E)
https://egazette.gov.in/WriteReadData/2020/216086.pdf accessed 17 February 2026.

57 Ministry of Electronics and Information Technology, MeghRaj Cloud Services Empanelment and Tariffs (2023).

38 Natco Pharma Ltd v Bayer Corporation [2012] CLA 1 (IPAB).
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The proposal focuses on accountability and hence rebuts claims of investment hostility.
Pillars 1 and 3 penalize clinical fraud and data concealment and not legitimate research,
market integrity will attract principled investment. Pillars 2 and 4 further establish a
compensated liability regime as they avoid expropriation. Innovators receive statutory
royalties for their inventions, and only lose the right to obstruct access during exigencies.
This is in alignment with TRIPS Articles 31 and 39 and insulates the regime from
international trade disputes.

6.3.3. SOCIAL AND TECHNOLOGICAL FEASIBILITY

Qui tam provisions reorganize social incentives, repositioning the whistleblower as a public
guardian. Technological feasibility resides in utilizing "Zero Trust" architectures within the
MeghRaj cloud framework to secure trade secrets prior to redacted release.

6.3.4. RISK MITIGATION MATRIX

Risk Scenario Likelihood | Mitigation Strategy

Litigation Delays: Judicial High Statute must specify that appeals do not stay
stays of transfer orders. transfer orders during health emergencies.

Capital Flight: Withdrawal Tau Ceti’s high-volume market ensures firms
of R&D centers. adapt to regulation rather than exiting.

Retaliation: Employment Moderate | Legislation shifts the burden of proof to the
termination of employer to justify termination; provides
whistleblowers. punitive damages.




