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Background:

With the release of the new Drug
Administration Law in December
2019, pharmacovigilance (PV) is
introduced into the law for the
first time.

In May 2021, the Code for
Quality Management of
Pharmacovigilance (GVP) was
officially released



A nationwide cross-sectional survey on
pharmacovigilance

- Knowledge, attitude, practice and environment towards
pharmacovigilance

« Cross-sectional

» Questionnaire-based training

« Time: From December 2020 to June 2021 ‘

» Place: B P
« Hospital: 9724 questionnaires # T

« Community pharmacy:

- Manufacturer: -

Fig. word cloud chart of the open quesations



Pharmacovigilance training for health workers

» Training time: 24 class hours, 2 Fridays+Saturdays, 4 days in total.

* Training form: small class with 40 participants, PBL and scene
simulation.

» Trainees: national ADR sentinel hospitals, person in charge of
pharmacovigilance at PSM volunteer workstation. About 20% of
enterprise pharmacovigilance personnel participate in each shift.

 The trainees will become teachers to train other health workers
from smaller medical facilities
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Medication errors
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Expert consensus on construction of
pharmacovigilance system in health facilities

 Purpose: to promote the establishment of pharmacovigilance
system in health facilities

 Experts from: National and province ADR center, academic
organizations, health facilities, medical universities, non-profit
organization, manufacturers

« Methods: discuss, distinguish, and analyze the important
concepts on adverse drug reactions/events, medication safety,
pharmacovigilance, etc., in combination with cutting-edge
developments. Put forward systematic principles and methods
on establishing pharmacovigilance system



A case of PV: Lyophilized thrombin powder

« Source: extract prothrombin from cow or pig blood and
activated to obtain thrombin.

« Sterile freeze-dried products ?
* Indications: hemostasis of small blood vessels that are not DA

easy to be ligated during operation, gastrointestinal -
bleeding and traumatic bleeding.

« Usage and dosage

« Local hemostasis: dissolve it into 50~200 unit/ml solution with
sterile sodium chloride injection and spray it or spray it on the
wound with dry powder of the product.

« Hemostasis of digestive tract: Dissolve it into a solution of
10~100 units/ml with normal saline or warm boiled water (no
more than 37 °C) for oral or local perfusion, or increase or
decrease the concentration and frequency according to the
bleeding site and degree.




Lyophilized thrombin powder

« www.nmpa.gov.cn Totally 74 thrombin manufacturers

According to IQVIA data,
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Two "Pits"” of Lyophilized Thrombin Powder

* The name » The package
“Lyophilized powder” » Looks like some injection

— |njection?

1I\b =t/ 1 \b —d /)
5E

% 3 VS

Nz

AN e |

Haemocoagulase Atrox for Injection '
MIESE" Reptilase’

>Eﬂnﬁ§,ﬁ$ﬂ[

)&xa. EEfepis202008
WREFTHR

WA FHI021164 y
st I &8 7% F #

20008 (i

HE1T 2y S MHIES . H20050102

10



Similar names

¢ WWW.NMpPa.gov.cn
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Error of thrombin lyophilized powder
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The first case report:
« 2010
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Errors of thrombin lyophilized powder

National Monitoring Network for Clinical
Safe Medication

« Time: 2012.9.22 -- 2020.12.31
Number: 34

Regional distribution: 6 provinces, 19 hospitals

NCC MERP grade: 31 B, 3C

Classes of errors:

« 7 cases with wrong administration route: 4
cases IV, 1 case gargle, and 1 case oral
administration

« 20 cases of confusion with other medications

The right drug

The wrong drug
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Errors of thrombin lyophilized powder

. 56 BEMMLE TR
. In the national ADR :

. . i _ b (%

monitoring system, 43 — s WIS
f th b. BRI 5 116
CaseS.O. rompin i easty) 1 2.3
lyophilized powder . - —_
related ADR/ADE were BA 1 23
collected from 2011 to £ 1 2.3
20 20 SR 2 47
s Vi 2 4.7
« Among them, 6 cases S . >
were given intravenously AL 1 2.3
it 43 100.0

S A ES TR AT 52 ET RIS RIS A TR R RR NS SIREREENSE0. |
hESERAZIRZ,2022,19(01):32-38..



HEINE: FAKESE > 2R > BRSO

Cases reported from public media
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« Listed in the Chinese high-alert

medications
« 2015
« 2019

* https://www.cpa.org.cn/index.php?do=info&cid=75676

- Developing ME preventing strategy
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What we did to prevent the errors
——academic organizations
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https://www.cpa.org.cn/index.php?do=info&cid=75676
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What we did to prevent the errors
——hospitals
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DRUG ALERT
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prevent the errors

——hospitals
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What we did to prevent the errors
——manufacturers
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A near-miss
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 The doctor ordered intravenous injection. L

 The nurse asked the doctor to check the label "No injection".
The doctor still insisted on intravenous injection.

* The nurse informed the doctor of the relevant error cases. - P B
 The doctor checked on the prescription, and found that his
fellow doctor had mix prothrombin complex with freeze-

dried thrombin powder. B %
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ME continues

e Published in 2019

e Frozen-dried thrombin IV
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From SRINESHTFD to HRIMESEN

lyophilized thrombin powder thrombin powder

« A multiple disciplinary seminar

 Beijing drug safety shield foundation

« Chinese Pharmaceutical Packaging Association

« Chinese Pharmacists Association

« Hospital Pharmacy Committee of Chinese Pharmaceutical Association

« Pharmacovigilance Committee of Chinese Pharmaceutical Association

« Committee of Pharmacogenic Diseases, Chinese Pharmacological Society

« Pharmaceutical Affairs Management Committee of Chinese Hospital Association

« Drug Evaluation Committee of Chinese Academy of Research Hospitals

« Clinical Safety Administration Group of INRUD China Center Group of the Health and
Health Commission

« Manufacturers
25



From SRIMESFTF¥7 to ERIMESEY

lyophilized thrombin powder — thrombin powder

« Jan 21, 2021 Revision of Pharmacopoeia Standard of Thrombin Powder

 Leaders of national ADR Center and Chinese
Pharmacopoeia Commission attended the meeting. %?W; 16 5K 2 2 by = SR
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From gEMNESFT#7 to SEMESEY

ME Measures
lyophilized Academic
thrombin powder organizations
Name :
Package hosplta!
enterprise

pharmacovigilance

Address the issue

from the source Evaluation
ME continues

Regulatory authorities

Modify the name an
corresponding
standards
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PV of LASA meds

x1 FBURLCHRIFE
Tab 1 List of LASA drugs
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« LASA: Look Alike & Sound Alike Taxol Taxotere J
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« The medication errors caused by LASA drugs, — S N
including prescription errors, dispensing errors, AR 12 SRR LR v
medication errors and patient medication errors, e e N
have caused serious medication safety problems. SIS mEAERE Y
o R 9 R U S HRMEREESE Y
« The medication errors of LASA drugs need to be e wEEME

. . . . . ﬁj:ﬁ':rﬁg

solved in many ways, which is in the field of PV. i S y
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Prevention is better than treatment

» Guidelines for the Design of * Beijing drug safety shield Foundation
Drug Labels for Injections * Chinese Pharmaceutical Packaging Association

* Hospital Pharmacy Committee of the Chinese
 Guidelines for the design of Pharmaceutical Association

drug labels for children

&= (7N =3
 Guidelines for the design of S
drug labels for solid dosage
forms Egﬁwg‘?“ﬂsﬁ IR

https://www.cnppa.org/ e ——
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Prevention is better than treatment 7

J/CNPPA 3004—2019
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Summary

Marketing
Authorization

Holder

Community

pharmacy

PV system

Drug
wholesale
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