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Regulatory Requirements for Contract Research Organization 
(CRO) 

Basic Idea 

• A Contract Research Organization (CRO) is a company that provides research services to 
pharmaceutical, biotechnology, and medical device companies on a contract basis. 

 

• These services include: 

o Clinical trials  

o Preclinical studies  

o Data management  

o Regulatory support  

• Since CROs handle drug development and human studies, they must follow strict regulatory 
requirements. 

Why Regulations Are Needed 

• To ensure patient safety  

• To maintain data accuracy and integrity  

• To ensure ethical research practices  

• To comply with international standards  

Key Regulatory Requirements 

A. Good Clinical Practice (GCP) Compliance 

➢ CROs must follow ICH-GCP guidelines.  

➢ Ensures:  

o Rights and safety of participants  



    “FirstHope Pharmacy” YouTube for Video   | Instagram@firsthope | Download Firsthope App 

Copyright by Engacy Learning Private Limited. All rights reserved. Reproduction or distribution without written consent is strictly prohibited. 

   

2 

o Proper conduct of clinical trials  

o Reliable data collection  

B. Good Laboratory Practice (GLP) 

➢ Applies to preclinical studies (animal studies, lab experiments).  

➢ Ensures:  

o Proper laboratory procedures  

o Accurate recording of results  

C. Regulatory Authority Approval 

➢ CRO activities must be approved by authorities such as:  

o CDSCO (India)  

o USFDA (USA)  

o EMA (Europe)  

D. Ethical Approval 

➢ All clinical trials must be approved by an Ethics Committee (EC) or Institutional Review 
Board (IRB).  

➢ Ensures:  

o Protection of human subjects  

o Informed consent  

E. Informed Consent Process 

➢ Participants must:  

o Be fully informed about the study  

o Give voluntary consent before participation  

F. Data Integrity and Documentation 

➢ CROs must maintain:  

o Accurate records  

o Proper documentation  

➢ Must follow ALCOA principles:  

o Attributable  

o Legible  

o Contemporaneous  

o Original  

o Accurate  
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G. Quality Assurance (QA) and Audits 

➢ CROs must have QA systems.  

➢ Regular:  

o Internal audits  

o External inspections  

H. Standard Operating Procedures (SOPs) 

➢ Written procedures for all activities.  

➢ Ensure consistency and compliance.  

I. Safety Reporting 

➢ Adverse events must be reported:  

o Immediately  

o To regulatory authorities and sponsors  

J. Confidentiality and Data Protection 

➢ Protect patient data and sponsor information.  

➢ Follow privacy laws.  

K. Training and Qualification of Staff 

➢ Personnel must be:  

o Qualified  

o Properly trained  

Importance 

• Ensures reliability of clinical trial data  

• Protects participants  

• Maintains global acceptance of research results 

 

Regulations for Biosimilars 

Basic Idea 

• A biosimilar is a biological product that is highly similar to an already approved reference 
(original) biologic product, with no significant differences in safety, purity, or effectiveness. 

Why Special Regulations Are Needed 

• Biologics are: 

o Complex molecules  
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o Produced using living cells  

• So, biosimilars: 

o Cannot be exact copies (unlike generic drugs)  

o Require strict evaluation  

Key Regulatory Authorities 

• India: CDSCO, DBT (Department of Biotechnology)  

• USA: USFDA  

• Europe: EMA  

Regulatory Requirements for Biosimilars 

 
A. Reference Product Requirement 

➢ A biosimilar must be compared with an already approved biologic.  

➢ This is called the reference product.  

B. Stepwise Development Approach 

1. Analytical Studies 

o Compare structure and function with reference product.  
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