Fe 2yt B O 25 it _ETTVR R REA AR R A A AL
BB CRLE SRS ERERTER, I T3 315500)

FESES RI51 XERER A XEHS  1001-0408(2021)03-0261-07
DOI  10.6039/j.issn.1001-0408.2021.03.02

W OE AN ATHRSERBRRERELHR ETHETHEAAMAH) R edzh fe 45 A0 423 MAH %) Z £ & BIRA) 6, 7
F B AN GRS AP SRR ER %MW EMAH S E T, 7 bk T X BRI R T AR R A 5 Kbk 14 &
RFe i By e iimh b AR 2 A R 0 FIREIL, R E T HAARGIE R F S Ih @i, SRE5%28 a8
DA TG A E R R AR BTG, R PRt R A A P R R B R SRR R I RN, Rt EEAA
A B & AR T B TG e B AR AR KR R AR R I SE T B G , 1L AR T IR IR R ) B B ST A R AT R AL AL T R A A
FREHER TG IES R B RAE T BERMAES L, TR, EGEIR R AN S0 5 X 2 R B B e R
B R AMENA  3F T 4 = ZE B R EH s, EDUA R SR E RIS A £ AR E A4 X, LT " A B A AT

KEIA B R EFHTHEAA RIS RIe 44 ; 25 bk

Mechanism Study on Risk Sharing and Transfer of Drug Marketing Authorization Holders Based on Drug
Defects
ZHAO Jing(Business School, Zhejiang Pharmaceutical College, Zhejiang Ningbo 315500, China)

ABSTRACT OBIJECTIVE: To explore the mechanism of risk sharing and transfer of drug marketing authorization holders
(MAH) based on drug defects, and to promote the smooth implementation of MAH system in China. METHODS: Firstly, the
types of drug defects in the whole drug life cycle were analyzed, and then the sources and “fault party” of different types of drug

defects in the open commissioning environment of the industry chain under the MAH system were also analyzed. Based on it, the
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mechanism of risk sharing and transfer of MAH was established combined with foreign experience and China’s actual situation.
RESULTS & CONCLUSIONS: Drug defects were divided into design defects, manufacturing & operation & storage &

transportation quality defects and use defects, among which design defects and manufacturing & operation & storage &

transportation quality defects were the two most important defects. Design defects mainly included those caused by human factors

and those could not be found by current level of science and technology, the “fault party” according to different circumstances may

be both the research and development institutions and may be the MAH. The “fault party” of production & operation & storage &

transportation quality defects was the drug production & operation & storage & transportation enterprises. For design defects, it was

recommended to establish China’s adverse drug reaction compensation mechanism through a combination of insurance and relief.

For production & operation & storage & transportation quality defects, it was recommended that the drug quality liability insurance

as the main, contractual agreement as the supplement, so that the “fault party” should assume due responsibility.
KEYWORDS Marketing authorization holders; Risk sharing; Risk transfer; Drug defects
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under the commissioned R&D model
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