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Abstract: Clinical trial archives are an important part of clinical trial management and an important link of clinical trials. Whether
the management of clinical trial archives is standardized is directly related to the scientific, authentic, accurate and reliable
evaluation of clinical trials, as well as the protection of the rights and interests of subjects. This paper mainly discusses the drafting
background, formulation basis and application scope of the standard " Expert consensus for archives management of clinical trial
institutions", as well as the requirements and main links of the management of clinical trial archives, the special requirements for the
management of non-paper media archives, and the requirements for the management of clinical trial materials of professional
departments, with a view to strengthening the standardized management of clinical trial institutions' archives, effectively protecting
and utilizing clinical trial archives, and ensuring the integrity accurate, usable and safe.
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Table 1 Recommended storage temperature and humidity
for photo archives
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AR 25 20~50 21 20~30
15 20~40
10 20~50
PN s 25 20~50 2 20~30
-3 20~40
-10 20~50
HEA 25 20~50 18 30~50
Bl 25 20~50 2 30~40

VE L AR AR IR T 7R R p E R R BE 2 R 2= D g
TRAE 10 4F ARSI AF L FR M R 7E R P IR B I P2 5
R B ABEORAT 100 4

TR 2 AfER B A BRI IR S 3R, S RE AT K I O A i

Note 1:Intermediate storage refers to the storage of films and photos for at

least 10 years under the temperature and humidity conditions
specified in the table, long term storage refers to the storage of
films and photos for at least 100 years under the temperature and
humidity conditions specified in the table

Note 2: A lower temperature and humidity environment within the

recommended range can better extend the lifespan of films
and photos
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