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A. Development (change) of computer system  

1. Inspect whether standard operating procedures for system development (change) have been 

specified. 

2. Inspect whether the computer system has been developed (changed) according to the standard 

operating procedures described above. 

3. Inspect whether the objective(s) of system development (change) and user requirement 

specifications that meet the objective(s) have been clearly indicated. 

4. Inspect whether it is verified that the user requirement specifications have been satisfied with 

the developed computer system, and whether its verification records are kept.  

5. Inspect whether appropriate actions have been taken against the problems detected during the 

verification, if any.   

6. Inspect whether the activities of development (change) has been summarized, and whether the 

Test Facility Management has confirmed that system reliability has been verified and has 

approved the development (change). 

 

B. Operation control of computer system  

1. Inspect whether standard operating procedures have been specified for the followings and 

appropriately used: 

1) Definition of raw data 

2) System operation 

3) Responsibility and maintenance 

4) System change control  

5) System retirement 

6) Other requirements 

2. Inspect whether the procedures to enter or change data to the computer system comply with the 

GLP ordinance when electronic data are defined as raw data. 

1) Inspect samples of raw data to determine whether they meet the conditions of raw data as 

specified in the GLP ordinance.  

According to the GLP ordinance, raw data should include the below records: 

a) Identification of individual tests and type of test operation 

b) Test article, administration group, sex, identification of individual animals, and organ, 
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etc. 

c) Person who entered data, date of entry, and time of entry, as applicable 

d) Equipment used (data collecting terminal) 

2) Inspect changes of raw data to confirm that they satisfy the conditions of change as 

specified in the GLP ordinance. 

According to the GLP ordinance, changed data should include the below records: 

a) Original data (data and information of above 1) a) to d) 

b) Reason for data, date of change, and person who changed data  

c) Equipment used (terminal used to change data) 

3. Inspect the following records on any remedial action taken in response to the failure or changes 

in programs after system release: 

1) Issues that occurred after system operation was started and actions taken  

2) Approval of important changes of the system by the Test Facility Management  

3) Regression test performed for system changes 

4. Inspect the followings for the maintenance of system security: 

1) Backup of raw data  

2) Measures taken to prevent system abuse 

3) Procedures to control the dedicated computer room, if applicable 

5. Inspect system maintenance status and records. 

6. Inspect the followings for data storage method: 

1) Handling of raw data of completed tests 

2) Storage conditions 

3) Measures taken to prevent data loss by the quality loss of electromagnetic media 

 

C. Retirement of computer system  

1. Inspect whether data reliability is assured after data migration when raw data are migrated from 

one system to another in the retirement phase. 

 

D. Inspection of the computer system by QAU  

1. Inspect whether standard operating procedures have been specified for the inspection of the 

computer system by QAU.  

2. Inspect whether the computer system has functions that enable the inspection by QAU. 

3. Inspect whether QAU inspects the computer system throughout its life cycle. 

 

E. Other inspections  

1. Inspect whether the host computer is developed under appropriate conditions. 
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1) Location and structure of the building  

2) Location, structure, and equipment of the host computer room 

3) HVAC(Heating ventilating, and air conditioning) system for the host computer 

2. Inspect documents and records kept for the computer system to confirm that raw data reliability 

was assured when the computer system used for processing data of the test inspected has been 

no longer used due to system upgrading or other reasons.  

3. For a computer system that failed to comply with the above A for a legacy computer system, 

inspect system Development (change) and operation data and records to confirm that the 

computer system was evaluated for the above A and B.  Inspect whether additional or 

alternative measures were taken to ensure the reliability of the computer system, as required by 

the evaluation results. 


