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PRESENTATION OVERVIEW

▪ What is Off-label drug use ?

▪ Study Objectives

▪ Methods and Study procedures

▪ Results

▪ Discussion

▪ Conclusions
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INTRODUCTION TO OFF-LABEL DRUG USE

▪ What is Off-Label Drug Use?
Prescribing drugs for conditions, doses, age groups, or routes not 
officially approved.

▪ Rationale: Address the need for insights into off-label drug use 
practices and associated ethical concerns in India
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BACKGROUND: OFF-LABEL DRUG USE

• Why It’s Done: Lack of alternatives, clinical experience, or emerging 
evidence.

• Concerns:

• Safety risks (ADRs).

• Efficacy uncertainty.

• Limited patient consent.

• Challenges:

• No clear guidelines or incentives for trials
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EXAMPLES OF COMMON OFF-LABEL USES OF DRUGS

Category Drug Off-Label Use(s)

Allergy Diphenhydramine

Chemotherapy-

related emesis, 

insomnia

Anesthesiology Propofol
Intracranial 

hypertension

Dexamethasone
Postoperative 

nausea

Cardiology Amiodarone
Supraventricular 

tachycardia
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AIMS & OBJECTIVES

▪ Primary: To describe the patterns and practices of off-label drug 
use 

▪ Secondary: To understand the perceived safety and ethical 
concerns 
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METHODS - OVERVIEW

Ethics IEC Reference Number: 371/2024

CTRI Reference Number: 

CTRI/2024/10/075563

Written informed consent was obtained 

digitally

Conducted in accordance with ICH-GCP, and 

ICMR ethics guidelines 2017

Study 

Design

Cross sectional survey

Sample 

size

2,700 (75 × 36 states/UTs, adjusted for 10% 

withdrawal).
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STUDY SETTING

9

The survey link has been live from 21 October 2024 

Interim analysis with data until 04 Nov 2024 

Survey Format: Self-administered

Shared on platforms like whatsApp, LinkedIn, Facebook, Twitter and 
Email, after Institutional Ethics Committee approval



ELIGIBILITY CRITERIA

➢Inclusions:

▪ Indian › Doctors >18Years

➢ Exclusion:

▪ Incomplete > survey forms
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STATISTICAL ANALYSIS PLAN

Data Summary:

▪ Descriptive Statistics: Mean, standard deviation for continuous data; 
median and interquartile range if non-normal

▪ Categorical Data: Frequency and percentages

▪ Normality Test: Shapiro-Wilk

▪ Inferential Statistics: Appropriate tests based on variable type and 
distribution

▪ Software: SPSS Version 20 or above, with significance level at p < 
0.05

FERCAP 2024 - Kathmandu, Nepal 11



RESULTS
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Experience/seen treatment failure after using off-label drugs
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Experience/seen ADRs after using off-label drugs
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DISCUSSION: ETHICAL IMPLICATIONS

• High Use, Low Guidance

• Off-label prescribing common (50%) but lacks clear guidelines.

• Ethical and Safety Concerns

• Perceived key issues: Treatment failures (28%) and ADRs (9%) raise 
safety alarms.

• Communication Gaps

• Limited/Rare patient communication (43%) and reporting (28.4%).

• Need for Oversight and Evidence

• Strong support for clinical trials and ethical frameworks to guide safe 
off-label use.
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CONCLUSION

• High Awareness, but 50% have used drugs off label

• Top Concerns: Safety and efficacy 

Recommendations:

• Enhance education on safe off-label practices.

• Support research to validate off-label uses.

• Improve patient communication and consent policies.
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