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Investigation and Study on the Cognition, Willingness and Implementation Obstacles of Shanghai
Pharmaceutical Manufacturers to Marketing Authorization Holder System

LUO Yashuang, GAO Wei, ZHANG Luying (School of Public Health, Fudan University, Shanghai 200032,
China)

ABSTRACT OBIJECTIVE: To explore the cognition, willingness and implementation obstacles of pharmaceutical manufacturers
to Marketing authorization holder (MAH) system in Shanghai, and to provide the suggestions for further perfecting the system.
METHODS: Questionnaire survey was conducted among pharmaceutical manufacturers in China. The cognition, willingness and
obstacles of pharmaceutical manufacturers to implementing MAH system were collected and summarized to put forward the
suggestions. RESULTS: A total of 193 questionnaires were sent out (one cope for each manufacturer); 180 valid questionnaires
were collected with effective rate of 93.3% . Average score about the cognition of Shanghai pharmaceutical manufacturers to
implement system was 40.8% ; the overall positive rate for the system was 92.2%. 89.4% of manufacturers were willing to become
holders, and 85.0% were willing to accept entrusted production. Manufacturing enterprises with low utilization rate of equipment
and without special pharmaceutical R&D department had strong desire to implement MAH system. Enterprises believed that the
major obstacles were the imperfect insurance mechanism (173 manufacturers, 96.1% ) and the difficulty in monitoring the offsite
(162 manufacturers, 90.0% ). CONCLUSIONS: There is a deviation in the cognition of Shanghai pharmaceutical manufacturers to
MHA system, however manufacturers have strong will to become holders and accept entrusted production. For reasons that
manufacturers are reluctant to implement, the drug regulatory department should strictly monitor all key points, timely and
effectively communicate and cooperate to form a regulatory joint force and thus ensure the smooth progress of MAH system.
KEYWORDS Shanghai; Marketing authorization holder; Knowledge; Willingness; Implementation obstacles; Investigation and
study
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Tab 1 The production and operation status of sur-
veyed manufacturers
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Tab 2 The cognition of surveyed manufacturers to
the differences between MAH system and cur-
rent management system
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Tab 3 The cognition of surveyed manufacturers to
the applicant classification in MAH system
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Tab 4 The cognition of surveyed manufacturers to

the pharmaceutical production method in

MAH system
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Tab 5 The overall evaluation and operability evalua-
tion of surveyed manufacturers to MAH system
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Tab 6 The willingness to implement MAH in the sur-

veyed manufacturers
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Tab 7 Analysis of the factors influencing the imple-

mentation of MAH system in the surveyed

manufacturers
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Tab 8 Analysis of implementation obstacles of MAH

implementation in the surveyed manufacturers
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