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Article Info Abstract
Patient-centric drug development (PCDD) marks a transformative shift in the

pharmaceutical industry, moving from a traditional "drug-first" approach to
a "patient-first” model. This paradigm integrates patient insights at every stage—from

Volume: 02 early research to post-marketing surveillance—ensuring therapies are effective,
Issue: 03 tolerable, and aligned with real-world patient needs.

_ This paper provides a comprehensive analysis of PCDD, covering:
May .‘June 2025 = Evolution and regulatory drivers (FDA PFDD, EMA patient engagement
Accepted: 08-04-2025 = Core strategies (patient engagement, decentralized trials, digital health, RWE)
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= Future directions (Al, blockchain, global patient registries)
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1. Introduction

1.1 The Shift from Product-Centric to Patient-Centric Models
Historically, drug development followed a linear, sponsor-driven process:

»  Preclinical — Phase I-III trials — Regulatory approval — Post-marketing
= Patient input was limited to late-stage feedback or post-approval surveys.

Why the change?

= High attrition rates: 90% of drugs fail in clinical trials due to lack of efficacy or poor patient adherence (1).
= Rising costs: Bringing a drug to market costs ~$2.6B (2); PCDD reduces inefficiencies.

= Patient advocacy: Groups like Patients Like Me and FDA PFDD demand greater involvement (3).

1.2 Regulatory Push for PCDD

=  FDA’s Patient-Focused Drug Development (PFDD) Initiative (2012): Mandates patient input in trial design (4).
= EMA’s Patient Engagement Framework (2016): Encourages patient participation in regulatory reviews (5).

= 21st Century Cures Act (2016): Accelerates approvals using Real-World Evidence (RWE) (6).

2. Materials and Methods

2.1 Systematic Literature Review

= Databases searched: PubMed, Scopus, ClinicalTrials.gov (2010-2023).

= Keywords: "patient-centric drug development,” "decentralized trials,” "RWE in pharma.”

2.2 Data Inclusion Criteria

Table 1
Category Inclusion Criteria Exclusion Criteria
Study Type Clinical trials, meta-analyses, regulatory docs Non-peer-reviewed articles
Patient Involvement Explicit patient engagement strategies No patient input reported
Outcome Measures Adherence, trial efficiency, regulatory impact Non-measurable gualitative reports
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2.3 Analytical Framework

= Qualitative: Thematic analysis of patient feedback.

= Quantitative: Success rates of PCDD vs. traditional
trials.

3. Results
3.1 Key Strategies in PCDD
A. Patient Engagement in Clinical Trials
e Patient Advisory Boards (PABS):
o Example: Janssen’s PAB for psoriasis trials
reduced dropout rates by 30% (7).
e Decentralized Clinical Trials (DCTs):
o Tools: Telemedicine, home-health nurses,
eConsent.
o Impact: 78% faster enrollmentin Pfizer’s
REMOTE trial (8).

B. Digital Health Technologies

Technology Application Example
Continuous vital monitoring (e.g.,| Apple Heart
Wearables ECG, glucose) Study (9)

Al . . Sensely’s Al
Chatbots Improve patient compliance nurse (10)

C. Real-World Evidence (RWE)
e Sources: EHRs, wearables, patient registries.
e Case Study: Novartis used RWE to secure FDA
approval for Entresto in HFrEF (11).

3.2 Regulatory Impact

e FDA approvals using RWE: 72% increase (2017-
2022) (12).

e EMA’s PRIME program:
endorsed therapies (13).

Fast-tracks patient-

4. Discussion

4.1 Benefits of PCDD

Higher adherence: Trials with patient input show 40%
better compliance (14).

Faster approvals: DCTSs cut trial timelines by 25% (15).

4.2 Challenges

Data Privacy: GDPR/ HIPAA compliance hurdles (16).
Cost: Initial DCT setup costs ~15% higher than traditional
trials (17).

4.3 Case Studies

e  Myeloma UK’s Trial Acceleration Program: Reduced
recruitment time by 50% (18).

e Verily’s Project Baseline: Al-driven patient monitoring
improved retention (19).

5. Conclusion & Future Directions

e Al-driven personalization:
for precision dosing.

e Blockchain: Secure patient data sharing.

e Global patient registries: Cross-border RWE pooling.

Predictive  analytics
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