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Abstract

Decentralized clinical trials (DCTs) use technology and knowledge advancements to conduct clinical
trials or trials of specific activities when compared to the traditional trial location. During the pandemic
and currently, the use of DCTs has been widely implemented globally. Despite the global momentum,
their adoption in India remains restricted. The purpose of this study is to evaluate the awareness and
understanding of the DCTS and to assess perceived benefits and barriers among clinical research
professionals in India with respect to their adoption and implementation. A questionnaire with a cross-
sectional approach has been developed using Google forms and was distributed to clinical research
professionals across India; 112 clinical researcher’s responses were received. We evaluated the
responses using descriptive statistics and thematic analysis. The result indicates a high level of
awareness (70.5%), while 28.6% are ‘somewhat familiar’ with DCTs among clinical researchers in
India. Most respondents, around 72%, have previously participated in the conduct of DCTs and possess
hands-on experience in managing such trials. Hybrid trial design was more prevalent in most
therapeutic areas compared to traditional and fully decentralized trials. Most respondents perceived
that the key benefits of decentralized clinical trials (DCTs) included improved access to a diverse
patient pool and faster data collection and analysis, which were noted by 77.7% of respondents, as well
as enhanced compliance and satisfaction among patients, reported by 76.8%. Major barriers identified
included lack of technological infrastructure (84.8%), data privacy concerns (84.8%), and regulatory
uncertainty (76.8%). While DCTs have advantages, regulatory uncertainties and infrastructure
challenges remain barriers for their widespread adoption and implementation in India. We need
targeted strategies in digital infrastructure, regulatory reforms, capacity building, and stakeholder
engagement to address these challenges and facilitate broader adoption.

Keywords: Adoption, Clinical Research, Decentralized Clinical Trials, DCTs, Implementation, India,
Perceived Barriers, Regulatory Challenges.

Introduction overall trial efficacy [2, 3]. In the past few
years, demand for decentralized clinical trials
(DCTs) has surged as a novel alternative to
conventional methodologies. DCTs use digital
technology and remote methodologies,
including telemedicine, electronic informed
consent, wearable devices, and home health
visits, to facilitate greater interaction between

The traditional approach of clinical trials,
which mostly depends on centralized study
locations and site visits, has historically been
regarded as the gold standard in clinical
research [1]. This methodology has logistical
problems, such as geographical constraints,
increased expenses, and participant burden,
which may impact recruitment, retention, and
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clinical research and participants, therefore
improving access and convenience [4].

The global COVID-19 outbreak sped up the
acceptance of decentralized models by showing
the shortcomings of site-dependent studies and
emphasizing the need for ongoing clinical
research during public health crises. [5]. The
U.S. Food and Drug Administration (FDA) and
the European Medicines Agency (EMA),
among others, have issued guidelines to
implement decentralized methods. These
guidelines  recognize that decentralized
methods help in improving trial diversity and a
patient-focused approach [6, 7].

Although the benefits of DCT, including
enhanced patient participation, diversified
geographic accessibility, and operational
efficiencies are well established in developed
countries, their implementation in
developing countries such as India is still
constrained [8].

India is the preferred destination for contract
pharmaceuticals, attributed to its substantial
treatment-naive population, skilled people
resources, technological expertise, regulatory
adaptability, and evolving economic landscape
[9]. In 2022, the virtual clinical trials market
reported revenue of USD 127.0 million. By
2030, the digital clinical trials market is
expected to bring in USD 219.5 million. The
India virtual clinical trials market is expected to
grow at a rate of 7.1% per year from 2023 to
2030. [10]. Thus, India's diverse healthcare
infrastructure and extensive population present
both unique challenges and significant
opportunities for the implementation of DCTs.
Factors such as regulatory uncertainty,
infrastructural disparities, concerns regarding
data privacy and trial integrity, and digital
literacy level may influence stakeholders'
readiness to transition to decentralized models.
[11, 12].

We have limited data available on the
perceptions of clinical researchers in India
regarding the feasibility, benefits, and barriers
of DCTs, despite it ever growing demand in this

field. It is important to understand these views
so that educational, infrastructural, and
governmental strategies can be adapted to
promote widespread adoption. The aim of this
study is to address this gap by conducting a
cross-sectional  survey among  clinical
researchers in India to evaluate their awareness,
attitudes, and perceived challenges associated
with the adoption and implementation of DCT.
The objectives of this study are as follows:
1. To assess the level of awareness and
understanding of DCTs among clinical
researchers in India.
2. To identify the perceived benefits and
challenges in the adoption and
implementation of DCTSs.

Methodology

The data was collected from clinical research
professionals throughout India using a cross-
sectional survey design. This design enables the
compilation of data at a single point in time,
thereby providing an overview of the current
perspective, awareness, and attitudes of clinical
researchers concerning DCTSs.

The study targeted clinical researchers
including  professionals from  hospitals,
academic institutions, contract research
organizations (CROs), pharmaceutical
companies. Inclusion criteria encompassed
professionals with a minimum of one year of
experience in clinical research.

A questionnaire was developed using
Google forms, comprising sections on
demographics, awareness and experience with
DCTs, perceived benefits and barriers, and
outlook. The questionnaire included both
closed and open-ended questions and were
validated through a pilot test with 5 clinical
research experts. Between Jan to Apr 2025, the
survey was electronically disseminated through
professional networks and mailing lists. A total
of 112 verified responses were received.

The survey included a consent statement
informing participants of the study’s purpose,
ensuring voluntary participation. All responses



were anonymized and used solely for research
purpose. The study did not include patients and
therefore was exempted from the ethics review.
Descriptive statistics were utilized to
summarize the data. Inferential statistics,
including chi-square tests, were employed to
examine associations between demographic
variables and  perceptions.  Qualitative
responses were analyzed thematically.

Results

The result has been written based on the
study objectives and the responses obtained
from the clinical researchers.

Clinical Researchers in India were
Evaluated for their Awareness and
Understanding of Decentralized Clinical
Trials

Table 1 presents the demographics of
clinical researchers in India who have
responded to the survey.

Table 1. Demographics of Clinical Researchers responded to the Questionnaire

Gender Male respondent: 65.2%
Female respondent: 34.8%
Age group 20-30 years: 6.3%

30-45 years: 74.1%

More than 45 years: 19.6%

Work experience

Upto 10 years: 11.6%

11-25 years: 80.4%

More than 25 years: 8%

Organizational details

Pharmaceutical/sponsor company: 37.5 %

Service provider company: 54.5%

University or research institute: 6.3%

Other: 1.8% (consultants)

Organizational type

Large companies (more than 2500 employees): 71.4%

Midsized companies (500 to 2500 employees): 10.7%

Small sized companies (up to 500 employees): while 17.9%

Functional area

Clinical operations: 72.1%

Executive management: 13.5%

Data Management: 5.4%

Quality Management: 2.7%

Decentralized clinical trials: 1.8%

Information technology: 0.9%

Other: 4.5 % (includes Business development, record
management, consultants)

Clinical researchers had mean age of 39
years (Std. Deviation = 6.10), ranging from
32.9 to 45 years. Respondents had an average
of 17.45 years of work experience in clinical
research (Std. Deviation = 5.6), ranging from
12 to 23 years of work experience.

Based on the responses, 70.5% of the
respondents were very familiar with the
concept of decentralized clinical trials, while
28.6% were somewhat familiar and around
0.9% had never heard about DCT; as
represented in Figure 1.
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Figure 1. The Graph Represents Respondent’s Awareness about the Decentralized Clinical Trial (DCT)
Concept

72.3% (81 respondents) have participated in
DCT prior and are well experienced in
managing DCT while 27.7 % (31 respondents)

have still not been involved in conducting a
DCT in India represented in Figure 2.
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Figure 2. The Graph Represents the Respondents Involved vs Respondents with No Experience in Conducting a
DCT in India

A chi-square test of independence was
conducted to examine whether there is a
relationship between work experience of
clinical researchers and their involvement in
conducting decentralized clinical trials (DCTs)
in India. Participants were categorized into
three groups based on years of experience: up
to 10 years, 11-25 years, and more than 25
years. The test revealed a statistically
significant association between the work
experience and DCT involvement with a p
value = 0.01. The group with 11-25 years of
experience had the highest proportion of
professionals involved in DCTs, followed by
those with more than 25 years of experience.
The group with up to 10 years of work
experience showed the least involvement. This
data shows that the correlation between years of
experience and DCT participation is non-linear.

The Assessment of Perceived Benefits
and Challenges of DCT Implementation

The study of how DCT designs are used in
different therapeutic areas showed that hybrid
trial designs were more common than
traditional trials or fully decentralized clinical
trials. The survey responses for the perceived
benefits of using DCTs are represented in the
figure 3 below, which shows 77.7% believe that
DCT has improved access to a diverse pool of
suitable trial participants and faster data
collection and  analysis  respectively.
Additionally, higher patient compliance with
visit and assessment schedules, along with
stronger retention, was noted by 76.8%,
aligning closely with the reported increase in
patient convenience and satisfaction (76.8%).
The ability of DCTs to increase patient
recruitment and retention overall was



acknowledged by 71.4% of participants.
Moreover, 67.9% emphasized that DCTs
enable better access to clinical trials in rural or
remote areas. From an operational perspective,
58.9% cited reduced costs associated with

conducting clinical trials, while 54.5% noted
improvements in data quality due to real-time
access and automation. Finally, 47.3%
observed a reduction in the complexity of
managing studies at physical sites.

Improved data quality and automation

Faster data collection and analysis

Increased access to trials in rural areas

Greater patient convenience and satisfaction

Reduced operational cost of conducting clinical trials

Less complexity in running studies at the sites

Higher compliance of patients to study schedule

Improved access to diverse patient pool

Increased patient recruitment and retention
0.0%

F7.7%

67.9%

.25

(6.8%

F7.7%

2000% 40.0% H0.0% RB0.0%% 100.0%0

Figure 3. Perceived Benefits with DCT Adoption and Implementation

The responses were obtained to assess
perceptions regarding the potential of DCTs to
enhance trial timelines and efficiency in India.
The results indicate a predominantly positive
outlook among respondents represented in
figure 4; 67% of respondents viewed DCTSs as
somewhat positive in improving trial timelines

and efficiency. 17.9% rated the impact as very
positive. 13.4% were neutral, indicating neither
strong agreement nor disagreement. Only 1.8%
expressed a somewhat negative view.
Interestingly, none of the responder who
answered said that the effect was very negative.
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Figure 4. DCT's Potential in Improving Trial Timelines and Efficiency in India

The survey identified several key challenges
perceived by stakeholders regarding the
adoption and implementation of Decentralized
Clinical Trials (DCTSs) in India represented in
Figure 5. The most frequently cited barriers
were “limited technological infrastructure” and
“data security and privacy concerns”, both
reported by 84.8% of respondents. Other
prominent concerns included “regulatory
hurdles and compliance with local laws”

(76.8%), “poor internet connectivity in rural
areas” (74.1%), “lack of trained professionals”
(71.4%), and “controlling patient safety and
adverse  event management”  (68.8%).
Additionally, 67.9% of respondents noted
“patient hesitancy or lack of trust in remote
trials” and “high initial investment costs” were
reported at 67.9%. A small proportion (1.8%)
mentioned other unspecified challenges.
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Figure 5. Perceived Challenges with DCT Adoption and Implementation

Based on the survey results, respondents
have identified several critical steps necessary
to promote the adoption of Decentralized
Clinical Trials (DCTs) in India. The most
emphasized measure was the need for
enhancing regulatory support for DCTs, cited
by 92% of participants. 89.3% of the
respondents prioritized improving
technological infrastructure in rural areas while
87.5% supported expanding patient education
and awareness campaigns. Additionally, 81.3%

of respondents considered increasing training
programs for professionals while 73.2%
supported creating incentives for sponsors and
institutions.

The survey had open-ended question for the
respondents on the areas for the stakeholders
(regulatory bodies, clinical researchers and
technology providers) to better collaborate to
promote the success of DCT in India. Table 2
presents a thematic analysis of the responses.

Table 2. Thematic Analysis on the Areas for the Stakeholders (Regulatory Bodies, Clinical Researchers and

Technology Providers) to Better Collaborate to Promote the Success of DCT in India

Theme Key Suggestions/Inputs Frequency | Representative Quotes
Regulatory Guidelines | Develop clear DCT-specific High “Proper guidelines need to
& Support guidelines; simplify regulatory be in place...”
processes; approve e-consent “Simplify regulatory
and e-signatures. approvals...”
Awareness & Conduct awareness campaigns; | High “Create awareness,
Education train investigators and patients; incentivise companies...”
organize DCT-specific “Education”
conferences. “Conducting patient
awareness programmes...”
Technology Build user-friendly, affordable | High “Accessible digital
Enablement digital platforms; ensure platforms for remote
compliance with Indian/global monitoring...”
standards; integrate with “Patient data... ABHA can
initiatives like ABHA. be game changer.”
Collaborative Efforts | Facilitate stakeholder Moderate | “Collaborate approach for
collaboration; joint implementation”
discussions; coordinated “Understanding each other's
implementation efforts. requirements...”




Pilot Studies/Phased Start with pilot studies in low- | Moderate | “Firstly Pilot Project should
Adoption risk areas; gradually scale start...”
based on outcomes. “Phase IV trials can be early
adopters.”
Incentives & Incentivize DCT adoption by Moderate | “Incentivize companies
Motivation sponsors/CROs; demonstrate supporting DCTs”
cost-effectiveness and quality “Demonstrating which
benefits. activities... positively
impacting time, cost,
quality”
Patient-Centric Educate and support patients; Moderate | “Shift the mindset of the
Approach ensure DCTs improve patient patient...”
convenience and care. “If patients are able to get
better treated without
hassle...”
Infrastructure Develop physical and digital Low “Set-up of infrastructure...”
Readiness infrastructure for remote trials; “Funding & Infrastructure
funding for setup. Development...”

A significant majority of respondents
(87.4%) personally supported the adoption of
Decentralized Clinical Trials (DCTSs) in India.
A small portion (5.4%) expressed opposition to
DCT adoption, while 7.2% were unsure about
their stance.

Discussion

The present study explored the perceptions
of clinical researchers in the adoption and
implementation of the decentralized clinical
trials (DCTSs) in the Indian context. The gender
distribution provided information about the
diversity of perspectives on decentralized
clinical trials (DCTs) in India. Most of the
respondents belonged to the 30-45 years age
group, indicating their significant involvement
in the clinical research field.

The Discussion is Based on the Objective
of this Research

Clinical Researchers in India were
Evaluated for their Awareness and
Understanding of Decentralized Clinical
Trials

The results indicate that professionals with
moderate to high levels of experience (11-25

years) are more actively involved in conducting
DCTs compared to those with lesser (<10
years) or very extensive (>25 years) experience.
The relatively lower DCT participation among
early-career professionals may reflect limited
exposure to decentralized models, lack of
training, or fewer opportunities to lead or
participate in such trials. Interestingly,
professionals with more than 25 years of
experience  also  demonstrated lower
involvement compared to the 11-25-years of
work experience group. The findings may
suggest a generational gap or resistance to
adopting newer digital trial methodologies
among the most experienced cohort [13]. In
contrast, those in the 11-25 years range may
represent a group with sufficient seniority to be
involved in decision-making, while still being
adaptive to evolving technologies and trial
models like DCTs. This pattern demonstrates
the need for strategic workforce development to
enhance DCT awareness and skills across both
early-career and senior professionals [14].
Ensuring continuous education and digital
literacy in clinical research practice could help
bridge the participation gap [15].



Most of the respondents in this study
(72.1%) were actively engaged in clinical
operations, serving in roles such as project
managers, clinical research associates, and
clinical trial assistants. This indicates that the
perspectives captured largely reflect the
experiences of professionals directly involved
in the day-to-day execution and coordination of
clinical trials, including protocol
implementation, site management, and patient
interaction. A smaller but significant portion
(13.5%) of respondents held executive or senior
management positions such as CEOs, directors,
and associate directors. Their inclusion adds
strategic insight into organizational priorities
and high-level decision-making regarding DCT
adoption.  Additionally, a minority of
respondents represented other functional
domains such as advisory consultancy, business
development, records management, and risk-
based monitoring (RBM), grouped under the
“Other” category. The diverse functional
representation enhances the
comprehensiveness of the findings, though it is
important to note that operational perspectives
dominate. This distribution likely influenced
the emphasis placed on practical challenges—
such as technological readiness, training, and
patient engagement—over broader institutional
or regulatory considerations. Understanding
how perceptions vary by professional role can
be valuable for tailoring DCT adoption
strategies across different levels of the clinical
research ecosystem [16].

The results indicate a high level of awareness
about decentralized clinical trials (DCTs)
among clinical research professionals in India,
with 70.5% of respondents reporting that they
were very familiar with the concept and an
additional 28.6% being somewhat familiar.
Only a negligible 0.9% had never heard of
DCTs. This strong awareness suggests that
DCTs have gained considerable visibility
within the clinical research community, likely
influenced by the global shift toward remote
and technology-enabled trials in the aftermath

of the COVID-19 pandemic. The widespread
familiarity is a promising sign for the future of
DCT adoption, as it reflects a foundational
understanding that can support further capacity
building and implementation [17-19].

The study revealed that a substantial
majority of respondents (72.3%) have
previously participated in the conduct of
decentralized clinical trials (DCTs) and possess
hands-on experience in managing such trials.
This high level of direct involvement indicates
that DCTs are not just a theoretical concept
among clinical researchers in India but are
already being piloted or implemented in various
capacities. This experiential exposure provides
respondents with practical insights into the
operational nuances, benefits, and challenges of
DCTs—making their perspectives particularly
valuable. In contrast, 27.7% of respondents
reported no prior involvement in DCTs,
suggesting that while adoption is growing, it
has not yet become a standard practice across
the board. The disparity in experience may
reflect differences in institutional readiness,
therapeutic focus, or geographic location. It
also calls for broader dissemination of DCT
models and more inclusive training initiatives
to ensure that professionals across various
sectors of the clinical research ecosystem are
prepared to contribute to and benefit from the
shift toward decentralized trial methodologies
[20].

Assessment of Perceived Benefits and
Challenges of DCT Implementation

The predominance of hybrid designs in
therapeutic areas indicates that sponsors are
favouring a flexible approach that integrates
traditional site visits with remote technologies
[21]. Several key benefits were identified from
the adoption of decentralized clinical trials
(DCTs), as reported by the clinical research
professionals. A  significant  majority
highlighted improved access to a diverse pool
of suitable trial participants, which enhances
the representativeness and inclusiveness of



clinical research. Faster data collection and
analysis were also reported as a major
advantage by 77.7% of respondents, owing to
the use of digital technologies and real-time
data capture. Additionally, higher patient
compliance with visit and assessment
schedules, along with stronger retention, was
noted by 76.8%, aligning closely with the
reported increase in patient convenience and
satisfaction (76.8%). The ability of DCTs to
increase patient recruitment and retention
overall was acknowledged by 71.4% of
participants. Moreover, 67.9% emphasized that
DCTs enable better access to clinical trials in
rural or remote areas, thereby reducing
geographical barriers to participation. From an
operational perspective, 58.9% cited reduced
costs associated with conducting clinical trials,
while 54.5% noted improvements in data
quality due to real-time access and automation.
Finally, 47.3% observed a reduction in the
complexity of managing studies at physical
sites. Collectively, these findings indicate that
DCTs offer substantial improvements in
accessibility, efficiency, data quality, and
patient engagement, supporting their growing
adoption in the clinical research landscape in
India [22, 23].

The findings suggest a largely optimistic
perception of DCTs' potential to enhance trial
timelines and efficiency in India. Most of the
respondents viewed the impact as somewhat
positive, while 17.9% rated it as very positive.
This reflects strong overall support for the role
of DCTs in improving operational aspects of
clinical trials. The neutral stance of 13.4%
indicates some reservation or a wait-and-see
approach, whereas negative responses were
minimal (1.8% somewhat negative, 0% very
negative), underscoring broad acceptance and
low resistance among stakeholders. These
insights highlight a favourable environment for
adopting DCT models to streamline clinical
research in India.

The data clearly reflect that while the
potential of DCTs is widely acknowledged,

several significant challenges hinder their full-
scale adoption in India. The highest-rated
concerns—technological infrastructure and
data privacy—underscore the foundational
limitations in digital readiness and the need for
robust cybersecurity frameworks. These are
critical, as DCTs rely heavily on digital tools
for data capture, patient monitoring, and
communication [24].

Regulatory compliance emerged as another
major concern, emphasizing the complexity
and ambiguity surrounding DCT-specific
guidelines in the Indian context. Ensuring
patient safety and managing adverse events
remotely also remain prominent challenges, as
traditional site-based trials typically offer more
immediate oversight [25]. Issues such as lack of
trained professionals and internet connectivity
gaps in rural areas point toward disparities in
resource distribution and digital literacy,
especially in underserved regions. Moreover,
patient hesitancy and high initial investment
costs suggest both cultural and economic
barriers that need to be addressed for broader
acceptance.

These findings show that even though
stakeholders are excited about DCTSs, we need
to take a comprehensive approach that includes
updating the policies, improving the
infrastructure, building skills and educating the
users involved to ensure that they are
successfully put in practise. [26- 28].

It would be critical to take measures to
promote the DCT elements within the
organization. The responses highlight a clear
roadmap for advancing DCT implementation in
India. The overwhelming consensus on
enhancing regulatory support reflects an urgent
demand for clearer guidelines, faster approvals,
and alignment with international standards to
facilitate the smoother conduct of decentralized
trials. Regulatory clarity is foundational in
boosting confidence among stakeholders and
ensuring compliance. The call to improve
technological infrastructure in rural areas
underscores a persistent digital divide that



could hinder equitable participation in DCTSs.
Reliable internet connectivity and access to
devices are essential to ensure that trials can
reach and engage patients across diverse
geographic regions. Patient education and
awareness also emerged as a critical factor.
Empowering patients with knowledge about the
benefits, processes, and safety of DCTs can
reduce hesitancy and build trust, especially in
communities unfamiliar with digital healthcare
interactions. ~ Similarly, training clinical
research professionals remains vital for
ensuring that the workforce is equipped to
manage decentralized protocols, technologies,
and patient interactions effectively [29]. Lastly,
incentivizing sponsors and institutions suggests
the need for policy-driven or financial
motivations to encourage early adoption,
experimentation, and investment in DCT
infrastructure. Indian government has launched
Digital Health Incentive Scheme (DHIS) under
the Ayushman Bharat Digital Mission (ABDM)
that provides financial incentives to healthcare
providers and digital solution companies to
encourage the adoption of digital health
records. Such, policy incentives are essential
for institutions to invest in digital infrastructure,
a core component of DCTs [30]. Without such
incentives, institutions may be reluctant to
transition from familiar traditional trial
methods to newer, decentralized models.

In addition, thematic analysis demonstrates a
consistent alignment between stakeholder
concerns and established global best practices
in the adoption of DCT. Regulatory reform is
essential; without clear and unified guidelines,
decentralized clinical trials (DCTs) face
challenges in gaining traction in India.
Awareness and training are critical, not just for
investigators but also for patients who are the
end beneficiaries of decentralized models. The
technology landscape in India exhibits
potential; however, the integration with local
frameworks and the assurance of user-
friendliness are crucial factors. Designing pilot
studies and evaluating trial-specific DCT

feasibility cooperatively will help to build trust
across the industry [31].

Moreover, the implementation of patient-
centered approaches—focusing on comfort,
accessibility, and data security is necessary to
encourage long-term adoption [17].

Respondent who have personally advocated
the adoption and implementation of DCT
reflect a strong positive sentiment within the
clinical research community regarding the
potential of decentralized models. Such high
levels of personal support are encouraging for
policymakers and stakeholders, as they indicate
readiness among professionals to adopt and
engage with DCT models, provided that the
systemic barriers can be addressed. Thus, these
results are consistent with studies conducted in
other developing countries, where researchers
have expressed cautious optimism toward
DCTs but emphasized regulatory and
infrastructural challenges [32].

The findings underline the urgent need for a
more robust regulatory framework to support
DCTs in India. Regulatory authorities such as
CDSCO [33] and ICMR must play a more
proactive role in issuing guidance and
supporting pilot programs. Additionally,
training for clinical professionals is essential.
The need for education on technological tools,
ethical practices, and patient engagement in
virtual settings is paramount. Improved
infrastructure and targeted incentives for
sponsors may further ease the transition to DCT
models.

Conclusion

The assessment of clinical researchers'
perspectives reveals a generally positive
outlook on the adoption and implementation of
Decentralized Clinical Trials (DCTSs) in India.
Most respondents acknowledged the potential
of DCTs to improve trial timelines and
efficiency, indicating readiness for change
within the research community. However, this
optimism is tempered by substantial concerns



around infrastructure limitations, regulatory
complexities, and operational challenges.

DCT participation is spread out evenly
among various type of organization, showing
that many different groups are adopting
decentralized methods in Indian clinical
research landscape.

This study found a statistically significant
relationship between work experience and
involvement in decentralized clinical trials in
India. Professionals with 11-25 years of
experience were most likely to be involved in
DCTs, while those with <10 years and >25
years of experience had notably lower levels of
participation. The results indicate that there
should be specific efforts like training and
support programs for both newer and
experienced researchers, to increase their
involvement with decentralized trial models
and improve their use in clinical research
environment in India.

Overall, the data suggests that while DCT
adoption is underway, it is still in a transitional
phase for most organizations, with moderate
uptake being the norm. The persistent barriers
point to the lack of high or very high adoption,
indicating the need for broader and deeper
integration. Moving forward, success in scaling
DCT implementation will likely depend on
factors such as leadership commitment,
technology investment, regulatory clarity,
training and awareness and cross-functional
collaboration. We can expect a gradual shift
toward higher adoption levels as confidence
increases and early learnings become more
shared.

To ensure the success of DCTs in India, a
multi-directional strategy is required. The path
forward includes:

1. Issuing robust regulatory guidelines
tailored for Indian settings.

2. Launching national awareness and training
initiatives for stakeholders.

3. Developing  cost-effective, compliant
digital tools integrated with national
healthcare programs.

4. Implementing small-scale pilots to gather
data and refine approaches.

5. Encouraging collaborative frameworks
among regulators, pharmaceuticals, CROs,
research institutes and technology partners.

6. Ensuring patient  education and
engagement is central to all DCT strategies.

In general, DCTs have potential to change
clinical research in India, but to be successful,
we need to tackle these challenges by investing
in digital tools, regulatory reforms, improving
skills and collaborating with the stakeholders.

This study is limited by its sample size and
the use of self-reported data, which may be
subject to bias. Furthermore, perceptions may
evolve rapidly as DCT-related policies and
technologies continue to develop.

Future research should focus on patient
perspectives and real-world DCT case studies
in India to evaluate feasibility and outcomes.
Longitudinal studies assessing the impact of
policy changes or pilot programs could also
offer valuable insights. Additionally, exploring
the views of regulators and institutional leaders
would help identify additional barriers and
accelerators of adoption.
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