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Clinical trials 

Developing Clinical Trial Protocols 

Definition: 

• A clinical trial protocol is a detailed plan that describes the objectives, design, methodology, 
statistical considerations, and organizational aspects of a clinical trial. 

• It acts as a blueprint for conducting a scientifically and ethically sound study. 

 

Objectives of the Protocol: 

• Ensure scientific validity 

• Ensure participant safety 

• Provide a standardized approach across multiple study sites 

• Satisfy regulatory and ethical requirements 

Key Components of a Clinical Trial Protocol 

Section Details 

Title Page Title of the study, sponsor, protocol version and date 

Background and 
Rationale 

Scientific justification and literature review supporting the 
trial 

Objectives Clearly defined primary and secondary research objectives 
and endpoints 

Study Design Type of study (e.g., randomized, double-blind, placebo-
controlled), control groups, randomization, blinding methods 

Selection Criteria Inclusion and exclusion criteria for participant eligibility 

Treatment Plan Details of the intervention: dosing, frequency, route, duration 
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Assessment Schedule Timeline for visits, data collection, procedures, and follow-
ups 

Safety Monitoring Plans for detecting, reporting, and managing adverse events, 
including stopping rules 

Statistical Methods Sample size calculation, data analysis plan, handling of 
missing data 

Ethical Considerations Risk–benefit analysis, informed consent process, 
confidentiality, GCP adherence 

Appendices Case report form (CRF) samples, flow diagrams, references, 
and other relevant documents 

Key Steps in Protocol Development 

1. Define Study Objectives 

➢ Identify the main research question (e.g., Is Drug A more effective than Drug B for 
Disease X?). 

➢ Specify primary and secondary endpoints. 

2. Choose Study Design 

➢ Select appropriate design (e.g., randomized, double-blind, open-label). 

➢ Define control group(s), blinding, and randomization methods. 

3. Detail the Methodology 

➢ Participant Selection: Define inclusion and exclusion criteria. 

➢ Sample Size: Calculate based on desired statistical power. 

➢ Intervention: Describe dosage, frequency, duration, and administration route. 

➢ Assessments: Specify what data will be collected and when. 

4. Describe Study Procedures 

➢ Provide a visit schedule and list all procedures, lab tests, and diagnostic imaging. 

➢ Include a safety monitoring plan for adverse event tracking and stopping guidelines. 

5. Statistical Analysis Plan 

➢ Detail statistical methods for data analysis. 

➢ Describe handling of missing or incomplete data. 

6. Ethical and Regulatory Compliance 

➢ Include informed consent procedures. 

➢ Address data confidentiality. 

➢ Ensure adherence to Good Clinical Practice (GCP) and local regulatory standards. 
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7. Prepare Appendices 

➢ Attach supporting documents such as CRFs, flowcharts, and references. 

Guidelines for Writing Protocols 

• Adhere to ICH E6 (R2): Good Clinical Practice Guidelines. 

• Ensure compliance with local regulatory bodies (e.g., CDSCO in India, FDA in the US). 

• Seek review by scientific experts. 

• Submit to Institutional Review Board (IRB) or Independent Ethics Committee (IEC) for ethical 
clearance. 

 

Institutional Review Board (IRB) / Independent Ethics 
Committee (IEC) – Formation and Working Procedures 

Definition: 

• An IRB/IEC is an independent body responsible for ensuring that clinical trials are ethically 
conducted and that the rights, safety, and well-being of trial participants are protected. 

 

Formation of IRB/IEC 

Membership Composition 

➢ (According to ICMR and ICH-GCP guidelines) 

➢ Minimum 5–7 members. 

➢ At least one representative from each of the following categories: 

o Medical Scientist/Clinician 

o Legal Expert 

o Ethicist or Theologian 

o Layperson (community representative) 
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