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Effects of the “separation of permits and certificates” reform on laboratory
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[ Abstract]  This article examines the current status of Zhejiang Province’ s laboratory animal industry
following the implementation of license separation reform. We find that while the reform has lowered market entry
barriers and increased the number of market entities, it has also introduced new challenges to the regulatory system.
Both the production and use of laboratory animals have expanded, with quality improvements observed, yet issues of
insufficient standardization persist. Although scientific research and innovation capabilities have improved, regional
development disparities remain evident. To address these challenges, we propose countermeasures, such as refining
the regulatory framework, strengthening industry self-regulation, and enhancing scientific research and innovation
capabilities, to foster the healthy development of Zhejiang Province’ s laboratory animal industry.
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Table 1 Distribution of laboratory animal licenses among institutional sectors
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Table 2 Comparison of permit issuance before and after the reform separating permits from the business license reform
MY/ hm” Area
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ype Year Number of units Licence . . . ;
Barrier environment Conventional environment
2019 22 25 1.8 0.9
et dn) 2024 41 47 3.7 1.5
Breeding licenses K- 2%
& R 86. 4% 88. 0% 105. 6% 66. 7%
Growth rate
2019 82 99 3.7 2.9
fdi P TT 2024 168 208 11.9 7.5
Experiment licenses 2
P HCH 104. 9% 110. 1% 221. 6% 158. 6%

Growth rate
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Table 3 Distribution of special-type laboratory animal licenses( ABSL-2)

LR Ay B i bt/ % EIE/REER
Legal entity status Number Percentage Animal species
HREE Al g 3.0 NN ST AN ]
Veterinary vaccine manufacturer ’ Mouse, guinea pig, pig, dog, cat
AL ) 20,0 KL /NELSPF XS R 20 R R
Higher education institutions ’ Rat, mouse, SPF chicken, guinea pig, hamster, gerbil, pig, monkey, dog
A FBFFE 421 (Cro) s 16.0 KB/ B KE L BR T B
Contract research organization ’ Rat, mouse, guinea pig, hamster, gerbil
PN RS R4 3 12.0 2NN
Vaccine manufacturer ’ Mouse, guinea pig
PRI ) 8.0 pNTANE
Research institution ’ Rat, mouse
% 1 4.0 e
Customs Mouse
PRAEDLI | 40 RB /N BRE T R
CDhC ’ Rat, mouse, guinea pig, gerbil
2L | 40 KB BRCKER

Drug testing agency

Rat, mouse, guinea pig
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