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Analysis of the Legislative Evolution and Causes of Biologics Data Protection System in the United States
YAO Xuefang, DING Jinxi, REN Hongye (School of International Pharmaceutical Business, China Pharmaceuti-
cal University, Nanjing 211198, China)

ABSTRACT OBJECTIVE: To study the legislative evolution and causes of biologics data protection systent in the United States,
and provide reference for designing biologics data protection system in China. METHODS: Stasted, from analyzing the features of
biologics data protection in the United States, through analyzing the legislative struggle of biologics data protection in the United
States, the caused and its enlightenment to China were explored. RESULTS & CONCLUSIONS: After legislative discussion evolu-
tion and struggle, the United States enacted the Biologics Price Competition ‘and Tnnovation Act in 2010, established the world’s
first “strong protection” standard of biologics data protection system}, and determined the 12-year data protection period. The legisla-
tive basis was to stimulate the strategic needs=~of innovation, the direct cause was that a biological analogue simplified application
was established in the United States,”and the key factors included biologics technical attributes and patent protection features. Cur-
rently, biologics data protection system is not suitable for China, and China should implement the system from nothing, from weak
to strong when.thé national condition matches or strategic choice needs. Meanwhile, a mature registration approval system is the ba-
sis of establishing,data protection system.

KEYWORDS Biologics data protection; Legislative evolution; Causes of the system; United States
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Study on the Classification Management of Off-label Drug Use in Our Hospital
WANG Ying, TAN Xiangping, SITU Bing(Dept. of Pharmacy, the Third Hospital Affiliated to Guangzhou Medi-
cal University, Guangzhou 510150, China)

ABSTRACT OBIJECTIVE: To promote the normative management of clinical off-label drug use. METHODS: The degree of devi-
ation from the drug instructions and the risk degree were comprehensively considered, and the off-label drug use were classified in-
to three different situations for classifying approval and informed consent classifying; ‘situation=and effects after classifying were
evaluated. RESULTS: The classifying included occasional or small amount off-label use on dosage and drugs solvent (the first) ,
regular off-label use on route or administration (the second)_and, supet-ifidications drug use with contraindications (the third). The
approval was classified as follows as confirmed with,signature by doctor, approved by medical department, approved by pharmaceu-
tical committee and ethics committee accordingly ;'informed consent classifying were signing informed consent, informing and re-
cording in medical record, inferming orally. Off-label drug use approval process was officially initiated from Feb. 2014 to Jun.
2016 in our hospital, Bl off-label drug use applications from 13 clinical departments were received, with 16 items belonging to the
second situationy, 35 items belonging to the third. Finally 42 applications were approved and 9 were not. No relevant new/serious ad-
verse, drug, reactions / events occurred in process of the approved off-label drug use. And no off-label drug use not approved was
found to continue to be used in our hospital. CONCLUSIONS: Classification management methods for off-label drug use in our hos-
pital have shown high operability, improved the off-label drug use behavior of physicians.

KEYWORDS Off-label drug use; Classification management; Approval; Informed consent
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