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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 super-indications 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, informing orally. Off-label drug use approval process was officially initiated from Feb. 2014 to Jun.
2016 in our hospital, 51 off-label drug use applications from 13 clinical departments were received, with 16 items belonging to the
second situation, 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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Fig 1 Classification approval process of off-label

drug use in our hospital
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Identification and Analysis of Harpagide Metabolites in Rats in vivo
LIU Zhen, XU Feng, WANG Jingzhe, LIU Guangxue, SHANG Mingying, CAI Shaoqing(School of Pharmaceuti-
cal Sciences, Peking University, Beijing 100191, China)

ABSTRACT OBIJECTIVE: To study the metabolites, distribution, metabolic type and the possible activity of harpagide which is
the active component from Scrophularia ningpoensis in rats in vivo. METHODS: 4 SD rats were divided into blank group (ul-
tra-pure water) and administration group (harpagide reference solution), 2 in each group, ig, 160 mg/kg, twice a day, for 3 d.

Urine and feces were collected every 12 h before administration and the first administration; sample blood 8 mL was taken after
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