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Introduction and enlightenment of foreign remote inspection mode of pharmaceutical production
SHI Yangfan, FU Jianan, YAN Jianzhou, SHAO Rong (National Drug Policy and Medical Industry Economy
Research Center, China Pharmaceutical University, Nanjing 211198, China)

ABSTRACT OBJECTIVE To provide reference for the construction of remote inspection mode of pharmaceutical production in
China. METHODS By combing the guidance documents of remote inspection and related pilots issued abroad, the experience of
constructing remote inspection mode of pharmaceutical production was summarized. RESULTS & CONCLUSIONS Typical
foreign countries and regions have carried out remote inspection pilots all over the world, and clearly defined the application
situation, implementation process, inspection techniques and related points for attention of remote inspection of pharmaceutical
production. In terms of application, the European Union pointed out four specific applicable situations, including travel restrictions,
while the United States stipulated that remote inspection was applicable to pre-approved inspection and so on. In terms of the
implementation process, the United States developed a four-step method of remote inspection, while the European Union has
defined the specific implementation process of remote inspection in more detail. In comparison, Japan paid more attention to the
remote inspection process of production documents. In terms of inspection techniques, the European Union used 360° cameras,
Matterport 3D technology and document review software to realize the remote inspection of production sites and production
documents. In terms of attention points for remote inspection, the United States required that access rights should be set for
information sharing to avoid information disclosure. Both the European Union and the United States required inspectors to be trained
and equipment inspected before remote inspection. It is suggested that China should formulate unified guidelines for remote
inspection of pharmaceutical production, clarify the applicable situations, and formulate the implementation process of remote
inspection of pharmaceutical production with reference to the opinions of drug manufacturers. In addition, intelligent remote
inspection technology can be used in combination with the information construction level of drug manufacturers, and remote
inspection training program can be formulated to cultivate professional remote inspection team.

KEYWORDS remote inspection of pharmaceutical production; application situation; implementation process; inspection

- - techniques; enlightenment
A BETR #F M A SCH &R 0T — 5 H (No.

22YJAZH126)
* E—EE W LOTAE . BT RAEOR SE M. Rl VEAEN , “K 2R KA I BB " S s e R B R T
025-86185038, E-mail: 1647056523@qq.com . .
> B UASE ] B B 1l =4l Ot 2E H
B SO L S0, [, BP0 2 T 1T R X2
#, HiF:025-86185038, E-mail:shaorongl 18@163.com FEMIGE G A A A RN R 2 A AT IR ST, B

WEZ G 2023 4R 344555 4 ) China Pharmacy 2023 Vol. 34 No.4 - 385 -



GRS AT AZ Uo7 i B SRS 1) A 7 e s il
A BT, ELHEAE 2 S AR 7 B SR ) R R B IR) A A
FHIA) L, S BEOR Ar TAF R B DL A A 7 58
HTHEPERT F PR ATRAF (8, Oy T X Sl 3, =41
XF 2 i A 7 L I R A A B T R TR 25T JRTE
2019 4F[EPRR A AL DA F P IEXBAM A . EH
FEASC AT ] A S8 [ 52 M X 24 o A 7 I 3 i R
A IS L  SEtiim e A A BOR DL AR G
SHERT TR, B A A R 2 A T B i AR A A
RS
1 ESMRBIERINMX A R E I IFIE RN TR
IR

& E T X 2] i g i ke A T e TR
HAFE . 2019 4F [EIPRGE A0 2 A R I], 2 1 okt
NIETTAE R A A A [ RS X 24 i A
P& T AH S LAAE 5 25 Wa A 1) Gy J T 245 iy A= 7
M4, JF AR S I Tl o,
AR A IG Y7 7= & 4 3 5] (Therapeutic Goods Adminis-
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(Procedure for Remote Inspection as a Part of Compliance
Inspection on Drugs and Regenerative Medical Products)
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