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Clinical Trials 

Developing Clinical Trial Protocols 

Definition of Clinical Trial Protocol 

 

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

• It acts as a guideline for investigators and researchers conducting the study. 

• The protocol ensures that the clinical trial is conducted ethically, scientifically, and 
consistently across all study sites. 

Purpose of a Clinical Trial Protocol 

• To provide clear instructions for conducting the clinical trial. 

• To ensure safety and protection of participants. 

• To maintain scientific validity of the study results. 

• To ensure compliance with regulatory guidelines and Good Clinical Practice (GCP). 

Key Components of a Clinical Trial Protocol 
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1. Title Page 

➢ Contains basic information such as: 

o Study title 

o Protocol number 

o Study phase (Phase I, II, III, or IV) 

o Sponsor name 

o Investigator name 

o Date and version of protocol 

2. Study Objectives 

➢ Defines the purpose of the study. 

➢ Types of objectives include: 

A. Primary objective 

o Main purpose of the clinical trial. 

o Example: 

▪ Evaluating effectiveness of a new drug in treating a disease. 

B. Secondary objectives 

o Additional goals such as evaluating safety or secondary therapeutic 
effects. 

3. Study Design 

➢ Describes the structure of the clinical trial. 

➢ Important elements include: 

o Randomization methods 

o Control group design 

o Blinding methods 

➢ Common study designs: 

o Randomized controlled trials 

o Double-blind studies 

o Placebo-controlled trials 

4. Study Population 

➢ Defines the participants who can be included in the study. 

➢ Includes: 

A. Inclusion criteria 
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o Conditions participants must meet to join the study. 

B. Exclusion criteria 

o Conditions that disqualify participants from participating. 

5. Treatment Plan 

➢ Provides detailed information about: 

o Drug dosage 

o Route of administration 

o Frequency of treatment 

o Duration of treatment 

6. Safety Monitoring 

➢ Describes procedures for monitoring adverse events and ensuring patient safety. 

7. Statistical Analysis Plan 

➢ Describes how study data will be analyzed. 

➢ Includes: 

o Sample size calculation 

o Statistical tests used 

o Data interpretation methods 

Importance of Clinical Trial Protocol 

• Ensures standardized procedures across all research sites. 

• Maintains scientific integrity and regulatory compliance. 

• Protects study participants from unnecessary risks. 

 

Institutional Review Board (IRB) / Independent Ethics 
Committee (IEC) 

Definition 

• An Institutional Review Board (IRB) or Independent Ethics Committee (IEC) is a group of 
independent experts responsible for reviewing and approving clinical research involving human 
participants. 

Purpose 

• To ensure that clinical trials are conducted ethically and safely. 

• To protect rights, safety, and well-being of study participants. 
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Composition of IRB/IEC 

• An IRB/IEC usually includes: 

o Medical scientists 

o Non-scientific members 

o Ethicists 

o Legal experts 

o Community representatives 

Responsibilities of IRB/IEC 

1. Review of Clinical Trial Protocol 

➢ The committee reviews the protocol to ensure: 

o Scientific validity 

o Ethical compliance 

o Participant safety 

2. Evaluation of Risk–Benefit Ratio 

➢ The IRB ensures that: 

o Potential benefits outweigh possible risks to participants 

3. Review of Informed Consent Documents 

➢ The committee verifies that the informed consent process: 

o Clearly explains risks and benefits 

o Protects participants’ rights 

4. Monitoring of Ongoing Trials 

➢ IRB may review periodic reports to ensure continued safety of participants. 

Types of IRB Review 

1. Full Review 

➢ Conducted for studies involving greater than minimal risk. 

2. Expedited Review 

➢ Used for studies involving minimal risk. 

3. Exempt Review 

➢ Used for studies involving very low risk. 

Importance of IRB/IEC 

• Protects human rights and dignity in clinical research. 
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• Ensures ethical conduct of clinical trials. 

 

Formulation and Working Procedures of IRB/IEC 

Establishment of IRB/IEC 

• IRB/IEC must be established according to regulatory guidelines and Good Clinical Practice 
standards. 

• Key requirements include: 

o Independence from study sponsors 

o Adequate expertise among members 

o Written operating procedures 

Standard Operating Procedures (SOPs) 

• IRB/IEC must follow documented SOPs that describe: 

o Submission process for study protocols 

o Review procedures 

o Decision-making process 

o Documentation requirements 

Review Process 

The review process typically includes: 

 

1. Submission of Study Protocol 

➢ Submission of study protocol by investigator. 

2. Initial Review 

➢ Initial review by IRB members. 

3. Discussion 
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