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Objectives

• Define the purpose of a protocol

• Identify protocol components

• Critically read a protocol and understand the 

implications for study conduct



What is a Protocol?

• Clinical research is conducted according to a 

plan or an action plan.

• The protocol demonstrates the guidelines for 

conducting the study.

– Provides the details of the study.

– Explains how the study will be conducted.

Protocol



What is the Purpose of a Protocol?

• Ensures that the research study procedures are 

consistently carried out.

• Helps the study team to prepare for the conduct 

of the study and to determine required 

resources and services.

– Eligibility of the participants 

– Length of the study 

– Treatments/Interventions involved

– Related tests required



What are the Protocol Components? 

Adopted from the ICH Good Clinical Practice Guidelines

Note: Each IRB or Sponsor will have their own 

protocol template. 

CLINICAL TRIAL PROTOCOL

General Information Statistics

Background Information Direct Access to Source 

Data/Documents

Trial Objectives and Purpose Quality Control and Quality 

Assurance

Trial Design Ethics

Selection and Withdrawal of 

Subjects

Data Handling and Record 

Keeping

Treatment of Subjects Financing and Insurance

Assessment of Efficacy Publication Policy

Assessment of Safety Supplements



Role of Protocol Components

• Provides the goals of the 

study. 

• Explains why the study is

being conducted.

• Provides the relevance of the 

study.
• Description of study drug or 

intervention

• Potential risks or benefits

• Population to be studied

• References to literature

• Provides basic information 

regarding the study.
• Protocol title

• Contact details of the sponsor, 

monitor, or PI



Role of Protocol Components

• Explains how the study will be 

conducted.
• Methodology (procedures, 

treatment, measurements, etc.) 

• Data Collection 

• Timelines

Describes the treatment or 

intervention method, 

schedule, and other 

details. 

Describes who will be a part of the 

study, inclusion and exclusion criteria.



Role of Protocol Components

Specifies procedures and 

measurements to evaluate the 

safety and effectiveness of the 

study. 

Describes how data will be 

analyzed. 

Specifies sponsor monitoring, audits, 

IRB/IEC review, regulatory inspection(s), 

and access to source data/documents.



UMMC IRB Research Protocol Template



UMMC IRB Research Protocol Template



UMMC IRB Research Protocol Template



Key for Protocol Review

• When you look through a protocol, keep in mind 

what specific information you need from the 

protocol for study planning and activation. 
– Participant Selection

– Treatment/ Intervention Details

– Study Treatments

– Study Procedures and Guidelines

– Adverse Event Reporting and Documentation

– Data Collection/ Management



Usefulness of a Protocol 
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Wrap-Up

Protocol
Your help is 

on the way! 


