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Supervision System on Drug Post-marketing Research in America and Its Enlightenments to China
LUO Xueyan, LAI Han, CHEN Shaocheng, LI Jun(Dept. of Biology and Chemical Engineering, Chongqing Uni-
versity of Education, Chongging 400067, China)

ABSTRACT OBIJECTIVE: To put forward suggestions for improving the supervision of phase IV clinical trials in China. METH-
ODS: According to summarizing the post-marketing research in America, FDA’s supervision (including key elements, supervision
flow, auxiliary supervision system and enforcement measures) for drug post-marketing research in America was analyzed, and sug-
gestions for the supervision of phase IV clinical trials in China was put forward. RESULTS & CONCLUSIONS: The drug post-mar-
keting research in America included post-marketing commitment research (PMR) and post-marketing requirement research (PMC).
The key elements included supervision subjects (dealt by Office of New Drugs affiliated to Drug Evaluation and Research Center) ,
key document (including the documents helping FDA and applicants reached a research agreement, and documents for process
tracking and supervision in identified studies) and important time node. The supervision flow included developing drafts and review-
ing reports. FDA had established PMC/PMR database, which was used as auxiliary supervision system, and relevant enforcement
measures were respectively developed for PMC and PMR. Relevant supervision departments in China should converse the supervi-
sion ideas, give full play to the government’s guidance and supervision, enhance the connection of supervision between pre- and
post-marketing, specially develop phase IV clinical program, establish system for phase IV clinical trial data, enhance whole pro-
cess supervision, draw lessons from “pre-process plan, dynamic tracking in the process, and post-process decision according to
law” of FDA to improve the supervision of phase IV clinical trials in China.

KEYWORDS Post-marketing commitment research; Post-marketing requirement research; Supervision; Phase IV clinical trials;
America
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5% (Post-marketing commitment research, PMC) I |73
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MR 55 [ 25 1997 4Rl 2 (91997 4F B i 245 S
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P[] SRR R, A X 245 10 AR 5o 2 55 AN R B g A A 6
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JIEASI], 6 — e FR I 15 3000 & 16 TF S AR rp AR S
DAFE—EZ S . BT , R FDA iC 5% PMR 1
H RO s i T PMC, WS e th 48 PMC Bk, {H PMR
AR MK T2 T PMC, 8 UAEWFIE 3 Fil e 10
JE TR 1) B ABI AR G 58 w8 L A B EL A1, 1 L2 1 (Bl
HE20154E9 1),

*£1 PMRFPMCHFREIER(%)
Tab 1 The progress of PMR and PMC(%)
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Fig 1 Protocol development flow of FDA’ s supervi-

sion on drug post-marketing research
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Fig 2 Report review flow of FDA’ s supervision on
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Status Quo Analysis on R&D Cooperation in Biomedical Field in China Based on Invention Co-patent
JIANG Shenggiang', TIAN Peipei’, SHA Zimo’, SUN Xiaoluan', LI Xin*'(1.Division of Science and Technology,
Nanjing Medical University, Nanjing 211166, China;2.School of Pharmacy, Nanjing Medical University, Nan-
jing 211166, China; 3.The Fourth School of Clinical Medicine, Nanjing Medical University, Nanjing 211166,
China;4.School of Health Policy and Management, Nanjing Medical University, Nanjing 211166, China)

ABSTRACT OBJECTIVE: To put forward relevant suggestions for promoting the R&D cooperation in biomedical field in China.
METHODS: Information of all invention co-patents in biomedical fields during 2000-2015 in patent database was collected, includ-
ing year, patent name, application number, applicant, patent address, etc., and descriptive statistical analysis was conducted. RE-
SULTS: The number of invention co-patents in biomedical fields had been increasing year by year, and the number of invention

co-patents in 2015 was about 9 times than that in 2000. Invention co-patents mainly came from Beijing, Shanghai and Guangdong,
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