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Abstract. The aim of the article is to study the regulations and policies for the protection of 

confidential information and personal data in a contract research organization. Pharmaceutical 

manufacturers, as well as outsourcing organizations providing services in this area, are subject to 

extensive regulatory requirements in the field of confidential information and personal data 

protection. Accordingly, pharmaceutical manufacturers, contract research organizations develop, 

implement or refine compliance elements that address areas of potential problems or high risk and 

are applicable to their own companies. In this article, we review the General Data Protection 

Regulation (GDPR) as the best practice for protecting confidential information and personal data in 

contract research organizations, as well as laws that regulate this industry. As an object, the 

standards and policies on confidential information and personal data in force have been analysed. 

Having conducted the research, we can conclude that the implementation and compliance with 

GDPR-based data protection policies and standards helps to solve the following issues: maintaining 

the sustainable companies’ operation and improving the patient data security. 
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