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Standard Operating Procedures For GXP Operations: Practical Applications in  
FDA-Regulated Industry 

by enKap 

This article reviews how SOPs are applied in an FDA-regulated environment. GMP, GCP and GCP SOPs are de-
fined, their regulatory basis, role, which areas they should cover, design requirements, format, document 
control and process mapping for SOP development are discussed.  

ARTICLE EXCERPT BEGINS 

Why SOPs?  

“...Procedures that are well thought out and designed properly result in an overall strategy for good business 
practice. This includes factors such as, the facilitation of the management for operational controls and quality 
systems, assurance of consistent and complete performance of assigned tasks, and effective communication 
within the company.  

SOPs form the keystone to quality and consistency within the regulated health care industry. SOPs provide 
many benefits, including satisfying employees’ need to know, by providing answers to questions, such as: 
How do I do my job effectively? What is expected of me?  

SOPs serve as a management tool and imply a contract between management and staff. In this way, SOPs 
serve as a job aid, as well as a performance management instrument, to ensure the company maintains a 
high quality workforce. 

SOP Proof of Concept  

There are many FDA inspectional observations that cite deficiencies in a company’s SOP compliance program. 

Here are some examples:  

“...The firm’s SOPs were not written in sufficient detail and in some cases were not being followed.” 

“...The firm did not have SOPs describing the cleaning of equipment, calibration of instruments, validation of 
computer systems, and training of personnel to adequately demonstrate… “ 

“...SOPs do not describe transfer of obligations to vendors and the qualification/management of third par-
ties…. “ 

Let’s take a look at some of the requirements for SOPs to decrease the chances of your company receiving 
these types of FDA inspectional observations.  

SOPs for GXP Operations – 21 CFR 211.186. (a) 

Defining the Written Procedure  

Not all GXP regulations actually define what constitutes a written procedure. Moreover, the GXP regulations, 
most notably the GMP regulations, do not differentiate between written procedures prepared as SOPs, and  
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written procedures prepared as detailed instructions. For example, under the GMP regulations, there is a re-
quirement for a written procedure to exist that provides instruction on the preparation of master production 
and control records [21 CFR 211.186 (a)]. However, as a matter of defined business rules, and for that matter, 
FDA expectations, most firms create a system that promulgates written procedures commonly referred to as 
SOPs, technical operating procedures, or simply, operating procedures. Many documentation hierarchy sys-
tems also include supplemental procedures, commonly named work instructions, or working practice guide-
lines.  

SOPs define the foundation of the documentation system. Within the matrix of procedures, there should be 
one or more SOPs that govern the definition, development, authorization, issuance, and maintenance of the 
SOPs (an SOP of SOPs). In addition, subordinate documentation systems are required to define written in-
structions and executable forms for GXP regulatory requirements, such as: batch records, investigation docu-
mentation and change control reports, test article certificate of analysis, equipment calibration forms, or...” 

This article excerpt is compliments of the FDA Compliance Learning Community of 

enKap (http://www.enkap.com). The complete article is published in the November  
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