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The clinical trial ecosystem in India has evolved rapidly over the past decade, positioning the country as a major
hub for clinical research. Clinical Research Organisations (CROs) play a pivotal role in managing and conduct-
ing clinical trials on behalf of sponsors, ensuring operational efficiency and adherence to regulatory require-
ments. However, the regulatory oversight of CROs in India remained ambiguous until the 2024 amendment to
the New Drugs and Clinical Trials (NDCT) Rules, 2019. This amendment formally defines CROs, mandates their
registration with the Central Licensing Authority, and prescribes a structured framework for their governance,
inspection, and enforcement. This review provides an in-depth analysis of the 2024 amendment, highlighting its
implications on clinical trial governance, quality assurance, and the future clinical research landscape in India.
The article also compares India’s regulatory approach with international standards and discusses challenges
and opportunities for stakeholders.

Abbreviations: CROs: Clinical Research Organisations; NDCT: New Drugs and Clinical Trials; CDSCO: Central
Drugs Standard Control Organization; BA/BE: Bioavailability/Bioequivalence; CLA: Licensing Authority; SOPs:
Standard Operating Procedures; GCP: Good Clinical Practice; FDA: Food and Drug Administration; EMA: Europe-
an Medicines Agency; BIMO: Bioresearch Monitoring Program

Introduction

Clinical trials are the cornerstone of medical innovation, gener-
ating evidence for the safety and efficacy of new drugs and thera-
pies. The increasing complexity of clinical trials has necessitated the
involvement of Clinical Research Organisations (CROs), entities that
provide specialized services such as trial management, monitoring,
data handling, and regulatory compliance support. [1] Globally, CROs
act as critical intermediaries between sponsors and investigators,
facilitating high-quality and timely execution of studies. In India, the
clinical research sector witnessed exponential growth in the past de-
cade due to a large patient pool, skilled professionals, and cost advan-
tages. [2] The New Drugs and Clinical Trials Rules, 2019 (NDCT Rules)
provided a comprehensive regulatory framework to govern clinical
trials. However, the absence of explicit regulation and registration re-
quirements for CROs led to challenges in accountability and quality
control. [3] The 2024 amendment addresses these gaps by defining

CROs, mandating their registration, and prescribing regulatory over-
sight mechanisms, marking a significant step in strengthening clinical
trial governance. [4]

Historical Regulatory Framework for CROs in India

Before the NDCT Rules of 2019, clinical research in India was
regulated under the Drugs and Cosmetics Act, 1940, and various
guidelines issued by the Central Drugs Standard Control Organization
(CDSCO). CROs operated with limited formal recognition, and their
oversight was indirect, primarily through sponsor responsibilities.
The NDCT Rules, 2019, represented a paradigm shift, incorporating
detailed provisions for clinical trial conduct, ethics, and safety. Yet,
they lacked clarity on the role and registration of CROs, creating ambi-
guity about who was accountable for trial conduct and quality assur-
ance. This regulatory gap led to inconsistent practices and concerns
over data integrity and participant safety, underscoring the need for
formal CRO regulation.
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Overview of the 2024 Amendment

Published as G.S.R. 581(E) on 19th September 2024, the amend-
ment to the NDCT Rules introduces the first formal legal framework
regulating Clinical Research Organisations (CROs) in India. It defines
a Clinical Research Organisation as anybody, commercial or academic,
with a legal entity status, to which a sponsor may delegate or transfer
tasks related to clinical trials or bioavailability/bioequivalence (BA/
BE) studies. The amendment mandates that no CRO shall conduct
such studies unless registered with the Central Licensing Authority
(CLA) as per Rule 38A. This provision eliminates regulatory ambigui-
ty by establishing a mandatory registration regime, thereby ensuring
that all CROs, regardless of their size or specialization, fall within the
purview of centralized oversight. It establishes legal accountability
and traceability, creating a closed and regulated network of autho-
rized service providers. This rule aims to enhance transparency, ac-
countability, and quality control within the clinical research ecosys-
tem. The rules came into force on 1st April 2025, allowing CROs time
to comply with the new registration and operational requirements.
The amendment introduces Chapter VA (Rules 38A to 38F), which de-
fines the roles and responsibilities of Clinical Research Organisations
(CROs), along with the Ninth Schedule, which specifies the require-
ments for their registration.

Registration Process for CROs under the New Rules

The amendment establishes a formal registration procedure for
CROs through the submission of Form CT-07B to the Central Licensing
Authority. Applicants must provide requisite documentation, includ-
ing infrastructure details, personnel qualifications, quality manage-
ment systems, standard operating procedures (SOPs), and financial
statements, as specified in the Ninth Schedule. A registration fee of
INR 5,00,000 is prescribed, with a fee of INR 1,00,000 for reconsid-
eration applications under Rule 38B. Importantly, CROs previously
registered under Rule 44 for BA/BE studies are deemed registered
under the amended provision, streamlining the transition and avoid-
ing duplicative administrative burden. Under Rule 38C, the CLA is ob-
ligated to evaluate submitted applications within forty-five working
days. The authority may approve the application, reject it with rea-
sons, or communicate deficiencies within this period. Rectifications
are allowed within a defined timeline, and a request for reconsider-
ation must be made within sixty days of rejection, accompanied by
the prescribed fee.

The final decision, including any re-evaluation following the cor-
rection of deficiencies, must be completed within ninety days from
the date of initial submission. This structured and time-bound frame-
work introduces predictability into the registration process and in-
corporates mechanisms to ensure due diligence and fairness. The
registration is valid for five years as stated under Rule 38D, and must
be renewed before expiry. Renewal applications are processed using
Form CT-07B, and if a renewal application is pending, the existing reg-

istration remains valid until a decision is made. This ensures continui-
ty of operations and mitigates disruptions from administrative delays.
In cases of rejection or disputes, CROs may appeal to the Central Gov-
ernment within the stipulated timelines.

Roles and Responsibilities of CROs under the
Amendment

By legally defining CROs and their registration, the amendment
clarifies their role as entities authorized to conduct clinical trials or
BA/BE studies on behalf of sponsors. CROs are responsible for com-
pliance with applicable regulations, protection of trial subjects, data
integrity, and timely reporting. Under Rule 38E, the rules empower
regulatory authorities to inspect CRO premises with or without pri-
or notice. Inspections may include verification of infrastructure, ex-
amination of trial-related documentation, investigational products,
and interviews with organizational personnel. This ensures ongoing
oversight and adherence to Good Clinical Practice (GCP) standards.
CROs must maintain robust quality management systems and operate
under approved protocols and SOPs. Any failure to comply may trig-
ger regulatory action. Under Rule 38F, the CLA is authorized to issue
written warnings, reject study outcomes if regulatory violations com-
promise data validity, or suspend/cancel registrations for specified
durations. In severe cases, CROs may be debarred from future clinical
trial activities. These measures are proportionate to the severity of
non-compliance. Crucially, before any such action is enforced, the CRO
is given an opportunity to be heard. Aggrieved parties may appeal to
the Central Government within sixty days of the regulatory order, pre-
serving procedural fairness and transparency.

Enforcement Provisions and Penalties

The amendment empowers the Central Licensing Authority to
take stringent actions against CROs violating regulations or jeopar-
dizing trial integrity. Possible measures include:

e Issuance of written warnings describing observed deficien-
cies affecting participant safety or study validity

¢  Rejection of clinical trial or study results conducted by
non-compliant CROs

e Suspension or cancellation of CRO registration for a defined
period

¢ Debarment from conducting any clinical trial or related stud-
ies in the future

Such enforcement mechanisms enhance accountability and pro-
tect public interest by ensuring that only qualified and compliant
CROs operate within the Indian clinical research sector.

Aggrieved CROs have the right to appeal orders within 60 days,
allowing for procedural fairness and regulatory transparency [5,6].
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Implications for Clinical Research in India

The formal regulation and registration of CROs is expected to
transform the clinical research landscape in India positively by:

¢ Enhancing transparency and accountability: CROs will be
identifiable and regulated entities, reducing the risk of mal-
practice.

* Improving study quality and participant safety: Regula-
tory inspections and compliance requirements reinforce ad-
herence to GCP standards.

¢  Building public trust: Transparent regulation may improve
participant confidence in clinical trials.

¢ Facilitating sponsor confidence: Sponsors will have clarity
on CRO qualifications and oversight, reducing risks related to
trial conduct and data integrity.

¢ Aligning India with global best practices, potentially attract-
ing more international trials and investments.

Challenges remain in ensuring smooth implementation, particu-
larly for smaller CROs adapting to the new regulatory burden and for
regulators managing increased oversight responsibilities [7,8].

Comparison with International Regulatory Practices

Globally, regulatory bodies such as the U.S. Food and Drug Admin-
istration (FDA) and the European Medicines Agency (EMA) mandate
the registration and oversight of CROs to ensure compliance with
clinical trial standards. For instance, the FDA's Bioresearch Moni-
toring Program (BIMO) audits CROs and investigators to safeguard
data quality. India’s 2024 amendment aligns with this global trend,
creating a formal registration system akin to international practices.
However, India’s regulatory framework still differs in some opera-
tional aspects, such as fee structures and appeal processes, reflecting
local legal and administrative contexts. Further harmonization with
global regulations, including incorporation of digital oversight tools
and public registries, can enhance India’s attractiveness as a clinical
trial destination [8].

Future Directions and Recommendations

To maximize the benefits of the 2024 amendment, the following
measures are recommended:

e Capacity building programs for CRO personnel on regulatory
compliance and quality assurance

e Awareness campaigns to educate sponsors, investigators,
and CROs about new requirements and timelines

¢ Development of digital portals for application, tracking, and
inspection reporting to improve transparency and efficiency

¢  Regular review and update of CRO registration criteria to
keep pace with scientific and regulatory advances

¢ Engagement with international bodies for harmonization
and adoption of global best practices

e  Strengthening penalties and enforcement mechanisms to de-
ter violations and maintain high standards

Such proactive strategies will foster a robust clinical research eco-
system that benefits all stakeholders [9-15].

Conclusion

The 2024 amendment to the New Drugs and Clinical Trials Rules,
2019, represents a landmark regulatory development by formally
recognizing and regulating Clinical Research Organisations in India.
Through mandatory registration, defined responsibilities, inspection
authority, and enforcement powers, the amendment aims to enhance
the quality, transparency, and accountability of clinical trials con-
ducted in the country. This regulatory clarity is poised to strengthen
participant safety, data integrity, and public trust, while aligning India
more closely with international standards. As the amendment comes
into effect, stakeholders must collaborate to ensure effective imple-
mentation and realize the full potential of India’s clinical research
capabilities.
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