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Regulatory Basis:  

FDA Quality Systems Regulations 

 

Reference: FDA CFR - Code of Federal Regulations Title 21 
 

General Discussion 
This document sets out guidelines for documenting IQ/OQ/PQ protocol test results for equipment, facility, 

computer and computer-related systems.  

 

Test results should be documented in a manner permitting objective pass/fail decisions to be reached. The 

following represents the objectives of good test documentation practices. The degree to which these are achieved 

should be based on the criticality of the function being tested.  

 

1.  Provide evidence that a function has been tested against predetermined specifications or 

acceptance criteria. Identify what was tested, by whom, and when. Provide traceability to 

approved requirements/specifications.  

 

2.  Specify the testing method, in sufficient detail (input data, test steps, test conditions, data 

collection etc) to allow the test to be re-executed, using equivalent conditions in the future or by 

a second independent tester.  

 

3.  Capture objective evidence of the test results, in sufficient detail to allow an independent  

assessment of the actual results against the acceptance criteria.  

 

It is not good practice for the tester just to simply record a check mark (Pass/Fail), initials, or write “as expected” 

(or similar notation of acceptance) as the actual results without providing evidence of the result of the test step. 

Mark pass or fail especially when a reference or a numeric result should be recorded. Alternative documentation 

methods (e.g., the use of test keywords, codes, measured values or attachment references like screen prints, 

reports, etc.) may be utilized as long as the methodology is defined and provides unambiguous results.  

 
  

Although the format used for the test section of a validation/qualification protocol is largely dependant on the 

sites’ testing methodology and documentation practices, a typical script format is normally adopted for testing 

automated or non-automated systems and each test script could consist of the following elements:  

 

- Title: Identifies the test title.  

 

- Objective: Describes the objectives of the test.  

 

- Pre-requisites: Lists the test set-up and all items that are needed before the test can start. 

 

- References: Identifies the Requirement (s) and /or Specification(s), which will be verified by the 

test, to provide traceability.  

 

- Test Ref./Test Step Number/Test Procedure Number: A unique identification reference for each 

test step. 

  

- Instructions: Describes how to perform the test step and what printed evidence is required for 

documented evidence, or not.  
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