LT ADR A5 B0 A0 MAH A= 728 JXUSS 7 22 40 i it % 5 g A

BRI BB RO, R & RARAFRKRGFER, M 510006;2.E K %
BEECERANERGATRGFNEALRE, "M 510006:3. " REHHEF2, M 510080;4.5% %
KFLGFR, AL 1000845, AT AFHE TEFR, M 51009056, M7 & F Ak g8 RAEL M
510095)

>

hESES RIS XHERFRER A XEHS  1001-0408(2021)08-0904-07
DOI  10.6039/j.issn.1001-0408.2021.08.02

W E B AHRETHETHEAAMAN)A R A 2R B (ADR)IREH I, i A& = 2 R st AT £3h ml B 4w 4] T
Bth &k F RIS RBER ARG E, Hk B E T Z R4 R IeAHBEA XA T AT ADR IR 25949 MAH 4 7~
LRI TRE A%, HARIE 3L A A 69 ADR IR 2IE 5+ R 4009 2 B o it AT 200 R R oA, 4R F S T MAH 4 7 & K& T4
RO, A ERAEROIEHERR L A BAMA(ZFIEEEA O3 TR IT ® ERE MBI AT S SN, A
A HAER ARG = o £ F T S RN E ) BRSO F 2R, £ 2002 ARE A F L5400 TALL TR
# ADRIRE 53 ARRMIEEE B KA iesi, @it 300k ADRIRSHIE B 547 877, 1% AT LI A & &b A
B E S AW BT A AR AL R e S e A& & A RS 5 A A E IR A AR A, SR ART
45 3 MAH #) ] ADR 3845 2038 B it | £330 5 25 & 4 2 RS R, HE & 3 e 4 2 & 5 Kb S At | & R e ht 5 69 KU B &, 46
Bk T HEE 77 %,

KR HHRARRRBIRE ;BB ETHETHAA LS RETRER A

Development and Application of MAH Production Line Risk Warning System Based on ADR Report Data
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ABSTRACT OBIJECTIVE: To provide technical methods for marketing authorization holder (MAH) to effectively use the data
of adverse drug reaction (ADR), actively monitor and control the production quality risk, and carry out drug production risk
management. METHODS: Through establishing three-dimensional risk matrix and risk trend model, the risk early warning system
of MAH production line based on ADR report data is designed and developed; the main functions of the system were applied and
analyzed according to the actual ADR report data of a certain company. RESULTS: MAH production line risk warning system was
established preliminarily. The main framework included data source and and processing module, model construction module
(three-dimensional matrix model included possibility index, severity index and sensitivity index, risk trend model was set
according to the principle of product production batch number preparation) , and result output & analysis module. Five major
functional modules included system configuratio, production line signal detection, visual statistical early warning, ADR report
management and standard data management. The application and analysis of ADR report data of a certain company showed that the
system could realize detection and warning of the company’ s production line risk, which intuitively reflected its high-risk
production lines, varieties and batch numbers. It was consistent with the actual safety situation of the company’ s varieties.
CONCLUSIONS: The system can help MAH make use of
ADR report data to actively monitor drug production quality
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