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ABSTRACT : Archives establishment and management have played a very important role in non-clinical drug safety evaluation and
any scientific research programe. Through literature review, we found that there is few literature review about GLP institutions archives
management, when it comes to the systematic and comprehensive comparison on the establishment and management between GLP
archives and scientific research archives, the relevant article is zero. This article comprehensively reviews relevant provisions and
experience of archive management from 3 aspects of hardware facilities, archive practices and the problems we should pay attention to.
Based on "Scientific and Technological Research Rrecords Management Interim Provisions" released by State Archives Administration,
we compared the GLP archive practices and scientific research archive practices. Combined with author's seven years GLP archives
management experience as well as multiple GLP certification on-site inspection of State Food and Drug Administration (SFDA) ,
summarized the similarities and differences between the two of them in the aspects of objectives, facilities, temperature and humidity
requirements, file protection, setting up SOPs, archives management personnel qualification, responsibilities of the staff, archiving range,
archiving form, receiving and reviewing data file, archiving time, retention period, borrowing and returning provisions, file writing
normative, in and out record, preservation of electronic documents, further more, highlighted the characteristic and emphasis of GLP
archives. Through this in-depth comprehensive comparative analysis, we arrival at a conclusion that the GLP archives management is
more explicit, specific, detailed and operable. In order to narrow the gap between the developed countries and the international, to
conform to the GLP development needs of the new era, we should discuss with colleagues how to further perfect the GLP archives
management, to ensure the accuracy, clarity, reliability and traceability of the documents, and to improve the GLP organization's overall
management level.
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Table 1 Appropriate temperature and humidity range of various types of archives in China

ERE # % RESEE 3RS E
Types of archives Temperature range Relative humidity range
KEEEER 14~24C+ 2°C 45~60% % 5%
EREREEER 18~20C <50%
BRIE R RERS <20C 50%
REUFEHEER 15~22C 40~60%
EARRERERRKER 10~20C 55~65%
HERRRERRER 13~17C 55~65%
HIEERER 15C+ 5C 60%+ 5%
ERmERER 15~25C 25~40%

E:x 2C t SHIE—BRATRINEE
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Table 2 Temperature and humidity range of overseas archives(library,museum)

E &5 1E & REEE xRS E
Nations or archives Temperature range Relative humidity range

EEERERE 20~24C 50~55%

EEEIERE 20~24C 40~54%

EEFEHRE 15~24C 50~60%

RERLESRE 15~25C 50~60%

EP3ihi 21~24C 50~65%

pili = 50~55%

BREEMRE 20~24°C 46~54%
=[N 22°C 55%

# o 21~24C 50~65%
= 59%

HERERMRE 14~18C 50~65%

R B EEZRE 18C+ 1T 50+ 5%
FTEHE 16~18C 50~60%
MR 12~16C 50~60%

ERINEREERERE 5~8C 50~60%
ORI 20C £/ 50% &4

TEZERERE 50~60%
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Table 3 Comparison on the Establishment and Management between GLP Archives and Scientific Research Archives
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