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ABSTRACT OBJECTIVE: To construct China’ s Insurance Mode for ADR injury compensation model under marketing
authorization holder (MAH) system, and to provide reference for reducing the medical disputes caused by ADR damage and
protecting the rights and interests of patients. METHODS: Using the methods of recommendation and “snowball”, the interviewers
were invited to conduct semi-structured interviews to obtain qualitative data, and the results were analyzed by thematic analysis.
According to the results of subject analysis, the ADR injury compensation model was designed from three aspects of insurance type
setting, insurance level division and compulsory insurance protection objects, and the Fuzzy comprehensive evaluation method
based on AHP was used to evaluate the model; questionnaire and multiple factor Logistic regression analysis was adopted to
analyze the influential factors of whether drug related institutions were willing to establish ADR injury compensation system.
RESULTS: A total of 40 experts were invited and 34 of them completed the interview, with a response rate of 85.0%. At present,
the problems of ADR injury compensation in China mainly included the difficulties of third-party identification and adducing
evidence of ADR injury, the difficulty of timely and fair settlement of medical disputes caused by ADR injury, the high cost and
long time of handling ADR injury disputes, and the uncertainty of compensation mode. More than half of the experts interviewed
agreed with the compensation mode of insurance. The overall score of established model was 89.50. A total of 640 questionnaires
were distributed and 559 valid questionnaires were recovered (204 drug manufacturers, 172 drug distributors and 183 medical
institutions). The effective rate of the questionnaire was 87.3% . Multiple Logistic regression analysis showed that the factors
positively correlated with the approval of establishing ADR injury compensation system after the implementation of MAH system in
China included the familiarity of ADR staff in drug manufacturing enterprises with ADR related policies (f=1.697, P<<0.05), the
P<<0.05), the cognitionlevel of medical staff on ADR (f=
2.800, P<<0.05). The working years of medical staff were negatively correlated with the approval of establishing ADR injury
compensation system after the implementation of MAH system ( g =— 2544, P<C0.05). CONCLUSIONS: ADR injury

types of drugs operated by pharmaceutical companies ( f=2.987,

compensation model designed in this study is feasible. It has reference value for reducing the economic burden of ADR patients,
treating patients’ health problems caused by ADR injury in time, and promoting the development of China’s drug insurance. Main
influential factors for the establishment of ADR injury compensation model under MAH system contain the familiarity of ADR staff
in drug manufacturing enterprises with ADR related policies, the types of drugs operated by pharmaceutical companies, the
cognitionlevel of medical staff on ADR, the types of drugs operated by pharmaceutical companies, the cognitionlevel of medical
staff on ADR.

KEYWORDS Marketing authorization holder; ADR; Injury compensation model; Influential factors
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Tab 3 Results of multiple factor Logistic regression
analysis of whether the drug-related institu-
tions agree with establishing an ADR injury
compencation system after the implementation
of the MAH system (n=559)

A b fRERE Wald
ZiE 0 ADR % Bk ADR MR BUR UL

A% 1697 0842 4062 0.044 5457
AHE

HRAERILER

A2 2987 1510 3913 0.048 19.824
P

BSP U AR TARAER

SEUT —-2544 109 5363 0.020 0.079
354 —0412 1278 0104 0747 0662
5~104F 0308 1067 0083 0773 1361
104ERL
BESFHLIIA SR ADR B A28
=}

P Explp)

2800 1400 4001 0.045 16.445

E};H

Y+ g R
Note: *is control group
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Tl PB4 19 ADR 45 35 85 A5 20 A T 31 APEA
TR [y B ARAT 320 89.50 , 2 BHAHIF 5% #5711 ADR #5155
W AT LA Al A 70, X Tl 4% ADR 0 35 SR E I & U
T S A ADR 555 5 | & 1) S5 3 fE B ) 0 A1 a0E 3
[ 2 SRS R SR v BE LA — S5

FERSRUBE LT B B , ADR 450 SEAT B A 180 1T A Bt
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ARG IR X 24 it A 7 Al K 2 A B AL R Rl
BT TR, 450 RS2 U R 2 LA TR
TETTAERS (24 S I RIS BT AR (2 5 A RS (2 iz
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HUKF- 2 B AL 2278 SRR TP AL A B3 TARAE
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2yl Az 7=l X ADRDAHIE 48 19 BT BILR A B Fn 2
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A 3FLAT TAEZES 1 B 7 HLA B WA ) T[]
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FEVR DX, AR R 2 i id B A5 o B 51 1 40 1) ADR 23 7
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FIFFLEI K B 2 TAEAT AL RO AKX, A 36T
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