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[ Abstract] Pharmacoepidemiology is a scientific discipline that applies epidemiological principles
and methods to study the utilization and effects of pharmaceuticals in populations. It plays a crucial role in
promoting rational drug use and improving public health outcomes. High-quality pharmacoepidemiological
research relies on rigorous methodological frameworks. Chinese Pharmaceutical Association (CPA) has officially
initiated the development/revision of the of the Guide on Methodological Standards in Pharmacoepidemiology
in China (2nd edition) in 2024. This revision project was supported by the Pharmacoepidemiology Committee
of CPA, and was led by the Department of Epidemiology and Biostatistics at Peking University School of
Public Health, which provided methodological guidance, in collaboration with multidisciplinary experts from
across the country. Building on the experience of the 1st edition’s development, the working group conducted a
qualitative systematic review, to extract key information from global pharmacoepidemiology-related guidelines,
laying the foundation for the development/revision proposals of the 2nd edition. Subsequently, through two
rounds of Delphi method expert consultations and qualitative interviews, alongside extensive discussions within
the working group, the draft revision of the guideline was created. Finally, through an expert consensus meeting
using the Nominal Group Technique (NGT), a consensus was reached, resulting in a methodological guideline
that integrates international perspectives with local applicability for pharmacoepidemiological research in China.
The 2nd edition consists of 41 entries, including 8 primary entries, 20 secondary entries, and 13 tertiary entries.
It comprehensively covers key aspects such as study protocol development, study implementation, adverse
event reporting, research report writing, and dissemination of study findings. Additionally, it addresses specific

application scenarios and topics, as well as the application of artificial intelligence and real-world studies.

[Keywords ] Pharmacoepidemiological research; Methodology; Guidelines; Expert consultation;
Consensus
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Figure 1. The technical roadmap for the development
of the Guide on Methodological Standards in
Pharmacoepidemiology in China (2nd edition)
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Table 1. Basic characteristics of the included guidelines

Y iR RAGEEG  HRR KA 5 R
LEBTEZEYITAT  Guidelines for Good Pharmacoepidemiology Practices (GPP) (revision 3)"”! 2015 ISPE [ 3k
ELIE A TR I 2019 CPA SCRIEL R
Guide on Methodological Standards in Pharmacoepidemiology (revision 11)!"*! 2023 ENCePP [EIhi
e ABFEW - The SAMM guidelines: Guidelines for company—sponsored safety assessment of 1994 MCA SCHREE
YR 25 iAT  marketed medicines'™
=t Good Pharmacovigilance Practices and Pharmacoepidemiologic Assessment!®! 2005 FDA [ 35
GRACE Principles: Good Research for Comparative Effectiveness'”! 2010 GRACE S
Methodological considerations in observational comparative effectiveness 2014 Jalbert JJ, etal  SCHREHEE
research for implantable medical devices: an epidemiologic perspective™
Consensus of recommendations guiding comparative effectiveness research 2016 Morton JB, etal — SCHRECIEE
methods"”
Good practices for real-world data studies of treatment and/or comparative 2017 Berger ML, et al SCHRECHE R
effectiveness: recommendations from the joint ISPOR-ISPE Special Task Force
on real-world evidence in health care decision making™
Guideline on good pharmacovigilance practices (GVP) Module VIII-Post— 2017 EMA [EIhi
authorisation safety studies (rev 3)*'!
CIOMS Guide to Active Vaccine Safety Surveillance: report of CIOMS Working 2017 CIOMS PR 1l
Group on Vaccine Safety™
The ADVANCE Code of Conduct for collaborative vaccine studies” 2017 Kurz X, etal SCHEREE PR
Methodologic considerations for noninterventional studies of switching from 2020 Desai RJ, etal SCHREE e
reference biologic to biosimilars™"
Exceptions and modifications to the EU guidance on good pharmacovigilance 2020 MHRA S
practices that apply to UK marketing authorisation holders and the licensing
authority™”
Pt A PPN ST 1 R e SR A Meta Z3HT ) (R 2020 FH#, 5 SCHREHE 2
FUSHE A T B R A T A R s (istes ) ™7 2020 NMPA oY
Considerations for pharmacoepidemiological analyses in the SARS-CoV-2 2020 Pottegédrd A, SCHRE I 2
pandemic™ et al
A7 e A R A ) S M i S (kAT ) ™ 2021 NMPA b
Guideline on registry—based studies™ 2021 EMA [ 35
cde: Paediatric pharmacovigilance: methodological considerations in research 2022 Aurich B, et al SCHREE e
and development of medicines for children — a c4c expert group white paper”"
Framework for the synthesis of non-randomised studies and randomised 2022 Sarri G, etal SCHREE e
controlled trials: a guidance on conducting a systematic review and Meta—
analysis for healthcare decision making™”
HURZY bR I R AT BT AR R 2023 PARPEZES SCIREDEE
Methodological guidance for the use of real-world data to measure exposure and 2024 Hayes KN, etal  SCHRECHE A
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utilization patterns of osteoporosis medications™!
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R fEEEIE EDE  and proposed guidelines'™ et al
TTZ5HIRATIRS  Guidelines for good database selection and use in pharmacoepidemiology 2012 ISPE SCHEREE PR
W5 research™
Best Practices for Conducting and Reporting Pharmacoepidemiologic Safety 2013 FDA 35y
Studies Using Electronic Healthcare Data Sets"”!
Guidelines for the Conduct of Pharmacoepidemiological Studies in Drug Safety 2014 PMDA %4 355
Assessment with Medical Information Databases (version 1)
Data linkage in pharmacoepidemiology: a call for rigorous evaluation and 2020 Pratt NL, etal SCHREE e
reporting™”
Linking electronic health data in pharmacoepidemiology: appropriateness and 2020 Rivera DR, etal  SCHREUIE
feasi})ilitym]
29WATI Guidance for the format and content of the protocol of non—interventional post— 2012 EMA %4 355
WS MG authorisation safety studies!™”
HARmonized protocol template to enhance reproducibility of hypothesis 2023 Wang SV, etal SCHREE e
evaluating real-world evidence studies on treatment effects: a good practices
report of a joint ISPE/ISPOR task force!™
IYRATIN Guidance for the format and content of the final study report of non— 2013 EMA [ 35
IS RIE interventional post—authorisation safety studies™”
The reporting of studies conducted using observational routinely collected health 2018 Langan SM, etal  SCHKEIEE

data statement for pharmacoepidemiology (RECORD-PE)

[44]

VE: ISPE. B R4 75479 % 4 (International Society for Pharmacoepidemiology ) ; CPA. ¥ [ 25 %4 ( Chinese Pharmaceutical Association ) ;
ENCePP. B 25 4 i ATm F Ao 254 % &% M %4 & ( European Network of Centres for Pharmacoepidemiology and Pharmacovigilance ) ; MCA. 3% &
25 %% 3 &) ( Medicines Control Agency ) ; FDA. £ & %2542 E (U.S. Food and Drug Administration ) ; GRACE. R 4§47 2 LA AT %
( Good ReseArch for Comparative Effectiveness ) ; EMA. EkiH 24 %% 32 8) ( European Medicines Agency ) ; CIOMS. E R E F 42230 F 4
( Council for International Organizations of Medical Sciences ) ; MHRA. 3£ [ 25 % foff {2 & %% 22 B ( Medicines and Healthcare Products Regulatory
Agency ) ; GVP. 2hM ¥ % i &% 2 #L5e ( Good Pharmacovigilance Practices ) ; NMPA. EH K25 % B 5% 2 B ( National Medical Products
Agency ) ; PMDA. B k255 [E 57 B4 E 2 5 ( Pharmaceuticals and Medical Devices Agency ) .
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Table 2. Basic information of experts participating the
first round of Delphi method

A NE F R AR (% )
P
% 22 44.00
& 28 56.00
AElR (%)
30~39 12 24.00
40~49 20 40.00
50~59 16 32.00
=60 2 4.00
G35
T 40 80.00
it 8 16.00
2+ 2 4.00
HAFR
=i 26 52.00
Al 21 42.00
HoAte 3 6.00
TAEAL
122 B 28 56.00
[ 19 38.00
i 2 4.00
HoAth 1 2.00
Ll AU
WATHS PRS2 24 48.00
7 NFSES 6 12.00
Il R 2% 25 50.00
2R 20 40.00
PEUE B 2% 1 2.00
i PR 252 1 2.00
Il ARBIF 5 2 4.00
FhEE T 1 2.00
P 1 2.00
I R 2 4.00
i PR 24 2 1 2.00
152 25491 ) G 1 2.00
Tl PR H 7 1 2.00
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i T 0.056~0.166 Z [A] ( *F 4 0.11+0.03) ;
Al AR M D 4 2 3 Bl 3.86~4.74 ( F 1
4.43+0.19) , BRFZHNTF 0.119~0.216 Z[A] (F
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Table 3. Statistical results of the first round of Delphi method

KRG %A i TR 2
M b BRARE HE befEE BRAEK
1 BT AR 4.84 0.618 0.128 4.64 0.563 0.121 ek iR
1.1 W5 ST 4.92 0.340 0.069 474 0.565 0.119 B S LR
L1.1 TR Il 4.84 0370  0.077 4.60 0.639 0.139 B E R ALH
112 — b ik 4.60 0.606 0.132 436 0.722 0.166 B E R AL
113 LAY 4.80 0.404 0.084 4.64 0.563 0.121 B R AR
1.1.4 Wt A s 470 0.544 0.116 4.50 0.678 0.151 B A LR
115 Wi 4.84 0.422 0.087 4.68 0.587 0.125 B E B ALH
1.16 e NS 4.92 0274  0.056 4.62 0.635 0.138 B E R AL
1.1.7 TS 4.84 0.422 0.087 4.54 0.676 0.149 B R AR
1.1.8 i 4.88 0.385 0.079 4.48 0.614 0.137 B kLR
1.1.9 B 4.68 0.513 0.110 436 0.722 0.166 B E AR
1.1.10 WA i 4.60 0.700  0.152 438 0.753 0.172 B R LR
1111 B 4.86 0.405 0.083 4.50 0.707 0.157 ek IR
1112 AWk 4.80 0.452 0.094 4.50 0.647 0.144 Bk LR
1.1.13 P A A I A 42 ) 4.58 0.575 0.125 4.20 0.728 0.173 B E AR
1.2 97 ZE I St 4.90 0.364 0.074 456 0.541 0.119 B R LR
121 — i R 436 0.693 0.159 4.32 0.587 0.136 ek IR
122 EHELR, BERAAEE  4.92 0.274 0.056 458 0.575 0.125 Bk LR
R
123 HURICE . ST 4.86 0.452 0.093 436 0.663 0.152 B R LR
JoT e
1.2.4 Bl 95347 4.84 0.422 0.087 4.46 0.646 0.145 B kLR
13 TFFe 2 S e 4.50 0.647  0.144 434 0.658 0.152 B E AR
1.4 KR AR 4.64 0.563 0.121 430 0.614 0.143 B R LR
15 TR A 4.68 0.551 0.118 458 0.575 0.125 ek IR
1.5.1 — e 458 0.609 0.133 438 0.753 0.172 B kLR
152 il 4.52 0.677 0.150 4.60 0.571 0.124 B E AR
2 LA I 4.66 0.626 0.134 450 0.614 0.137 B R LR
2.1 IR 4.84 0.370 0.077 4.46 0.613 0.137 ek IR
22 REM LA ARG 4.68 0.513 0.110 4.38 0.667 0.152 B s LR
23 LY FER LT 4.44 0.611 0.138 4.14 0.670 0.162 %ﬁiﬁﬁf«%‘iﬁ
2.4 *%%ﬂz A0 4.64 0.598 0.129 4.42 0.609 0.138 %?%iﬂ_:ﬁii
2.5 TRREIELIRA TR 444 0.611 0.138 3.98 0.714 0.179 BERNIHR
E@Jﬁﬁﬁ
2.6 TS TR A R ERESY 4.40 0.728 0.166 3.86 0.833 0.216 B E LR
27 B ASIEE S 2T 4.80 0.535 0.111 4.40 0.700 0.159 B R LR
27.1 LI PR A E L 472 0.497 0.105 4.62 0.567 0.123 B s LR
272 FEZPYIPEN P ICICHER 468 0.587 0.125 436 0.693 0.159 BE R AR
i
273 FSCHEASIES S IR 4.56 0.644 0.141 4.24 0.657 0.155 B R AR
E5
274 PR BSOS 4.48 0.677 0.151 4.46 0.613 0.137 B E R ALH
SRR
275 PEPEE IR 4.44 0.733 0.165 4.18 0.720 0.172 B R AR
AT AR

https://ywlxbx.whuznhmedj.com/



HMIRITIRESE 2025 £ 2 BE 345524

F4 ERERIFEFAERNERFR
Table 4. Basic information of experts participating the
second round of Delphi method

A N ¢ FRC AT (%)
P
% 24 53.33
© 21 46.67
()
30~39 6 1333
40~49 22 48.89
50~59 15 33.33
=60 2 4.44
S350
LSk 35 77.78
it 7 15.56
S 3 6.67
HAFR
EF 29 64.44
Al 14 31.11
HoAts 2 4.44
TAERAL
12 B 24 53.33
[ 17 37.78
i 2 4.44
HoAth 2 4.44
Al AU
WATHG S5 TS 17 37.78
e PR P 2 8 17.78
Il R 227 26 57.78
e =g 21 46.67
PEIEPE 2% 1 222
I PR 252 1 222
7R/ 2 4.44
an ek =q 1 2.22
P 1 2.22
I RIS 1 2.22
I PR 24 2 1 222
5% 25401 ) G 1 222
2y 1 2.22
N TR R A b 2 / 1 2.22
B
25 G0 M B R A 1 2.22
AN TARe/MZY

Er F WA RE, A MR

PR R A R8G5 0137, 0.103, A
GiitrE L (P <0.05), #FWLERNITESHE
H—E M —,
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K5 E_RERIPDFERTOITINRIHER
Table 5. Statistical results of the second round of Delphi method

pyre SR E R TR , RECIEE G
BfE ez AR RE ¥fE fEzE AR RE
1 I il 2 4.91 0.358 0.073 4.64 0.484 0.104 KA
1.1 W5 ) 4.84 0.424 0.088 4.62 0.490 0.106 KA
12 — e 4.58 0.621 0.136 4.47 0.588 0.132 Py B Sl
1.3 TR 4.89 0.383 0.078 4.60 0.539 0.117 KRN
1.4 ML 4.80 0.405 0.084 453 0.505 0.111 KA
15 W5k 4.82 0.442 0.092 4.56 0.546 0.120 KA
15.1 Wit 4.89 0.318 0.065 471 0.458 0.097 Py B Sl
1.5.2 BRI 491 0.288 0.059 4.58 0.543 0.119 RHIER
153 WHIENHE 4.84 0.424 0.088 4.49 0.626 0.139 KA
154 WIFEREA R 4.78 0.471 0.099 4.40 0.618 0.140 KA
155 TR T 4.76 0.484 0.102 4.47 0.625 0.140 PR
1.5.6 45 4.84 0.367 0.076 438 0.535 0.122 BN
1.5.7 PR 1 4.67 0.477 0.102 4.20 0.694 0.165 KA
1.5.8 VAN IWIRFS 4.93 0.252 0.051 4.40 0.688 0.156 KR
1.5.9 R TR A A R A 4.67 0.603 0.129 4.22 0.670 0.159 SRR
2 W ESIIEN] 4.91 0.288 0.059 458 0.499 0.109 BN
2.1 — 433 0.564 0.130 4.13 0.588 0.142 AR
22 IR BERAREIE 491 0.288 0.059 451 0.549 0.122 AR
23 B | S TR T R Y B 487 0.405 0.083 4.44 0.586 0.132 SRR R
sl
2.4 ot 4.89 0.383 0.078 4.49 0.626 0.139 KA
3 WA RN R R 471 0.506 0.107 431 0.633 0.147 KA
4 AR 4.69 0.557 0.119 4.36 0.645 0.148 kAR
5 RS RS 4.67 0.522 0.112 4.49 0.549 0.122 KR
5.1 — e 4.47 0.625 0.140 438 0.614 0.140 R AL
5.2 ZH AL 4.58 0.543 0.119 4.49 0.549 0.122 KA
6 BN 4.51 0.695 0.154 4.38 0.576 0.131 KSR
6.1 TTRL BT 4776 0.484 0.102 4.49 0.589 0.131 RN
6.2 PEMLZANE . HREMSE 471 0.549 0.116 4.38 0.650 0.148 R AL
6.3 ESLY/E SR 0 4.49 0.661 0.147 4.11 0.745 0.181 KA
6.4 LPERE I 4.73 0.495 0.105 4.40 0.618 0.140 kAR
( pharmacovigilance impact research )
6.5 T R A RS 4.40 0.654 0.149 4.02 0.866 0.215 R AL
6.6 AT (drug utilization 458 0.621 0.136 431 0.557 0.129 IR
research, DUR )
6.7 AT VN (pharmacoeconomic 4.47 0.757 0.169 411 0.745 0.181 TR
evaluations, PE)
6.8 N T RRAE LY A TR 0 4.56 0.624 0.137 3.98 0.783 0.197 KA
6.9 HIE SIS S 2 A T 4.84 0.424 0.088 4.47 0.694 0.155 SR
6.9.1 B SRR AR SC 2 X 4.80 0.457 0.095 4.49 0.626 0.139 KRHIER
6.9.2 TEZSYIPEA e Bt SRl 4.76 0.484 0.102 431 0.668 0.155 TR AL
6.9.3 B IR 5 I R 6 1 25 S 4.62 0.535 0.116 427 0.688 0.161 KRR
6.9.4 PR LA PR R A TR i 5 458 0.621 0.136 4.24 0.802 0.189 AR
FOARIE
6.9.5 P ELI A B 25 YA TR 4.64 0.570 0.123 4.33 0.603 0.139 AR
TR IEVER
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Table 6. Basic information of experts participating in the
NGT consensus meeting

¥t (100.00% ) 5 2 4 RElEH (25.00% ) | A ABC AR (%)
6 % W IE B 9 (75.00% ) WIFK; 54 (62.50%) FEAl
R, 3% (37.50%) {EBEDE, % h U % . j o
e PR A (37.50%) | 2R ‘ w
(37.50% ) . 2591470 (25.00% ) , TEILEE 6, 10239 4 .
R BRSO AEFRYE R 10~25 4 40~49 2 25.00

PR R TR IR R UiR e BT Y 50~59 2 25.00
184 H . BHEAHA 134K HRBEL, RN L]
12 KHB. AR, 1A% AR A IR ST e ; 10000
AR REE AN R R, . oo
FREBERN. 25, TARHL:A SRR S - ) o
SEREER, JFT 2025 4F 1 A 8 H RS 8 44t T
WL RZIATIEr. 1A 11 H 7 By i, 45 B 3 37.50
RWIR, B 18 A5 H A B PR AT B R 2 S 5 6250
= 4 BRI 85%, AAER (£ 7) o gt ke
VOURSES) 11 A B REE, @ TRaihe, R R IREEEE ’ 70
010 AL, XTI R SR f o
BEFI R A" BRI, TR S S——— ) 25.00
PHER IR, KT, B EsE, T i gtz ! 12.50
202541 H20 HIRAZ 8w &M, 1 H22 H Er FLAURAHIRE, KA R,

R7 NGTERHIRER
Table 7. Consensus results of the NGT experts

P PP gizﬁawwmggxﬁ S
4.13 R 100.00 100.00 KRR
4.15.1 W5 100.00 86.00 LY oA
4.152 B IR 100.00 100.00 BN
4.15.7 Xif 1 100.00 100.00 LY A
4.1.5.10 B T T A TR T ) 100.00 100.00 AIER
422 IR | R BAARIEE (R 100.00 100.00 SRR
442 L (BEERASER ) 100.00 100.00 KRR
462 TR AT ( comparative effectiveness research, CER ) 100.00 100.00 R AL
4.7 S RENTAA S 100.00 100.00 BN
4.7.1 PEWE AR . AR 100.00 86.00 LY A
472 gy R RS 100.00 100.00 PRMAER
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48.1 EOLY/E- ST 100.00 100.00 KA
482 N TR ReAE i 2= v 100.00 100.00 IR
483 YIRS T S R 100.00 100.00 BN
4.83.1 B PR A A DG L 100.00 100.00 BN
4.83.2 B B 4 R Y 100.00 100.00 AR
4833 7 ] B TR 1) 7 B 100.00 86.00 TRIAER
3 it 2ot IR RS LA L RS, B

JTE

3.1 IEEFNTAEITA=E

YT ARIE AR NIRRT 2 55 4
PE, SRR S TR P USSR BRI A o B, A
R R G BT . ke 1 RELERIE L
WILHILT MW, HFRFE/RIEE L K& M,
TEILEER 3B FREVIR, Fefailid NGT 3t
WS VGE MR AR, iy g “BidEinge - &
IR ZYERBHAER

AW 5E 0 E VE R GELE IR KR T PubMed
Embase . CNKI F1 WanFang Data 4 /> SCHREHRE % .
PubMed Fl Embase &t 4= Bk 2N A A ) 5 2 Fll 242
S0 AY B J2E 5 CNKI FIl WanFang Data ) 2 32
B SR SCERECE 2, B DR BT aE S TS T
FASCHYH SCSCHR . i TR R A A R, 7]
REAETERR o SCrRist e . PR, SR AT ekt ey STk
WA T ERCERYE, TR T 17 M EPRZ
Py AT Lol ZH 2 LA K BRSE H b &5 [ 58 sl i IX.
(0 B 25 W A LR B 5 i, AR MUK i 45 a0 122
H6r 2 AT 8 T B SCHR A [P

AR RAE/RTED:, BSR4 5
B SARAT, BERE R OC Rt — i S B4
TR, xR, S 5RN L KR
B 4 7 2 8 6 A O 0,
RPERAEL LG H ARG ALRUHTE, B
2% BBV DL K N 25 1 AT BRAE R AN T T
LRI, . HEEMARIEE 4% B e
(B, TR A P DU S AR 1 N 2 X T 25 WA T e
SEFTE I S i S A AT St . T e
ARV EPE RSP AL, o] DS e A s
B X, flimZIE iy Fe m BER X g T .
PEIRIFE LR E NS HH LT F s
U TEL ST, BRI A TR L G

BRI SR R . ARBFTE PS5 3 50 17
45 ik x S5, Hih 35 ik RS 55
PR, (PR LA Lol 8k . 0055 H 2 5
BN RIS, PRSI L 5 R DA SR
SR E, B Rm T —i, s
(AT SEPE RIS RS . R WA L R4,
BERTIAMAER, ity A 5
2R (P<0.05) , {HEMHE/RPMEREIT
F 0.2, #EREREDB—BER S, [HPER
FERAR . WBLA T REH R T Wi . He—, #R5
QIR T R AE 2% B WA AR A 22 s R
B H, BEBHAXTSE R WU H bR (R
PEFESE | SZHRARN ) AP ARE (QnRlaark . Al
1) FAHIRE,

FEAEIRARIE T G W G R R EE VIR, A
A X PER A TR T, A AE R 2P e iR
PEE 5. NGT & —Fp & 850 25 Ak H R Bl
B, HIEHT 6~12 AR 1) Z 24 R1 5 5
BA, AT BRAEAC A DU B B R (il B R
WA B EAHE S ), IFERIR 2 h &1
RSN S T N B i NI TN RSP TN
PLRRCR T
3.2 EEFIT/MEITIEPNEESRN SRS
R

iR B B R E WG ) E S IE T TR
BN SR A . FRRE S 1 MAE “HBLAR
I AAL” 4 H a5 2 1A sk 5 % 4k
J7 R LB 5T I 25 B R A A i 9 o AR UG 1k
REGLERIG, S M ENCePP { Z5¥0iAThes s
ProfEdEm ) (55 11 BUBIT ) |, il 2y oy
MY . N T3 il S B St AR = A4,
FE&5 A 1 N 8 mE b s 24 T R A R A
W, MilE, WL RN, H—LHALY

https://ywlxbx.whuznhmedj.com/



HYRITIRFZE 2025 FE 2 AE 34 5% 248

MW S 52 e . B0 L 200N,
T8 A — BT e Bl T ARG 75
ER I A B SE A S 2 — 2P W . AL,
H1 TSR] L B B T 4 BE A7 A 22 5%, IH R TR —
FHMRESEPRIRE . LRENBIIEIr4E
WoR, s WA R RN AT B, R
TRE Mg, BRI R A&
o “BARN SR AR 3280
SR TR o R, B o 2R — AR
Wik, flan “ Bt SRS 45 HMERLSE 4
MEM—2 . NI 8% HFURRS % 53k
We ERAETHE, JIRIEBIART 2. R,
ST B, R RO TR B4 0 HAl
LAY R w120 AR Rl R T 42 4 s
5 P RS U Y H A5 1) o
3.3 MBERRME

ARSI PE AT BT R E R Ge s
- REERARE—UIRIE— NGT (& ME S E i
A E IR, HMITZ AR RBLE] ,
IERGATI . it IR IS = K 2 AR 40T
AR E R SEMRMEHEARK. Bl
e REGARY, R EARTE I RS e PR 2
WA, Horp, ERIEK RIS IR 2 B By i)
A S0 (ER—4%E) Fas i (55 —%) LXK,
VIR 2 MR G 5K, IR 8 & 5Kk .
TEMCHERT [, SR sy R dst - 28Rk - 3hs
BT e, REEG 2RI, LY
S R ) R G S IS I

ASBIEFEAE AR BB J5 A5 A7 16— Ja FRA:
SRR 1 RERL, FEHER AL O N A S ]
WAMER . SR, 207 IEA G E PR 2R 5
FEIFFEIAE, FEIE NAS R IRImE, JORh T3
FE SR o DT A 2 H

i b, AOPCEER AR, S5EENES
BT R GEME SRR FE R e A SR S A 2R
TR R P E L N S N
ARFEMR S PREIRE . IIREER RS
PR, (Rl s BAR N5 e b
A, AR TRRERINL T ESE SRS 2
N, F T AR I PR L S A ol R
AWIRATIN I AR AR TR E S IR A T
iRt R gL . ISR RTE T .

https://ywlxbx.whuznhmedj.com/

133

FUZMRARR : M5 A WA BT FE AR T 2835
€| By IE RIS

S 3k

I B RS, ERAE SR . A IRATI S O 2 IR M.
JE B 2GR A, 2016: 1-650.

2 R BT L ket S L (P EZYIRATR E T
AR (A 200 ) MHRIIFEE (1) o HER )] 2590
T4k | 2025, 34(1): 2-11. [Wu YX, Yan JN, Nie XL, et al.
Guide on Methodological Standards in Pharmacoepidemiology
in China (2nd edition) and their series interpretation (1): an
overview[]J]. Chinese Journal of Pharmacoepidemiology, 2025,
34(1): 2-11.] DOI: 10.12173/j.issn.1004-5511.202412131.

30 HTE, TR, suk S CAMRITRAIIOEAE )
VAL (A 0 10 ) 2 Jo 2 (0], 285 VAL AT 05 2 2 L 2019, 28(10):
631-635. [Xu Y, Ding CY, Zhuo L, et al. Developing process of
Guide on Methodological Standards in Pharmacoepidemiology|J].
Chinese Journal of Pharmacoepidemiology, 2019, 28(10): 631-635.]
DOI: 10.19960/j.cnki.issn1005-0698.2019.10.001.

4 HEEAE Prsr, kA, LTV R A AL K AR
B2 1 B A AT g F A 48 A 1R FR R A AT 5 ). P R A R
[ 2%, 2022, 25(31): 3955-3959. [Lian GH, Chen L, Zhang
XJ, et al. Development of the onion model-based competency
assessment system for community general practitioners[J]. Chinese
General Practice, 2022, 25(31): 3955-3959.] DOI: 10.12114/
j-1ssn.1007-9572.2022.0646.

50 B G, o | TR IEEZ Rk R BT
PEIMREAT JIT bR A R AL (1], WP0IL TR 5 0 2 of
2024, 42(5): 628-632, 654. [Luo M, Jin S, He ST. Construction
of a competency evaluation index system for pre—hospital
emergency physicians based on Delphi method and analytic
hierarchy process[J]. Occupational Health and Emergency Rescue,
2024, 42(5): 628-632, 654.] DOI: 10.16369/j.0her.issn.1007—
1326.2024.05.013.

6 Manyara AM, Purvis A, Ciani O, et al. Sample size in
multistakeholder Delphi surveys: at what minimum sample size do
replicability of results stabilize?[J]. J Clin Epidemiol, 2024, 174:
111485. DOI: 10.1016/j.jelinepi.2024.111485.

T SCEM MDY, AR, GF L R ERAEE A A (R AR
Z AT IR YT S M R A B 2548w ) B I IR 1A AL
T rp 2 24, 2024, 19(16): 2489-2494. [Wen YM, Liu F,
Lu JD, et al. Identifying clinical questions of guidelines for
rational use of tripterygium glycosides tablet in the treatment of
chronic kidney disease with modified Delphi method[J]. World
Chinese Medicine, 2024, 19(16): 2489-2494.] DOI: 10.3969/
j.1ssn.1673-7202.2024.16.020.

8 IBERLL, FRNE L PIVIMIL L AF L BT EIR AR I B0
B RBP4 (1] SRR 2) T | 2025, 41(1): 108-
112. [Feng RH, Guo P, Sun XH, et al. Construction of pressure
injury protection scheme for patients with spinal cord injury based
on Delphi method[]]. Journal Of Modern Medicine And Health,
2025, 41(1): 108-112.] http://www.xdyyws.com/xdyyws/article/


https://ywlxbx.whuznhmedj.com/journal/362.html
https://www.cqvip.com/QK/97958X/201910/7003093672.html
https://www.chinagp.net/fileup/1007-9572/PDF/zx2022.0646.pdf
https://www.chinagp.net/fileup/1007-9572/PDF/zx2022.0646.pdf
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0EhJ6eXdzeXlqankyMDI0MDUwMTUaCDhiZ3JqeXQz
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0EhJ6eXdzeXlqankyMDI0MDUwMTUaCDhiZ3JqeXQz
https://pubmed.ncbi.nlm.nih.gov/39069013/
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0Eg5zanp5eTIwMjQxNjAyMBoIdGs0OHplNGg%3D
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0Eg5zanp5eTIwMjQxNjAyMBoIdGs0OHplNGg%3D
http://www.xdyyws.com/xdyyws/article/abstract/20250122

11

13

16

18

19

20

21

134

abstract/20250122.

Forl . KA RAE R R B ALLE G VP4 15 B i R Al 2
7% [D]. 2% M i RR FE K 2, 2020, DOL: 10.27157/d.enki.
ghzku.2020.006203.

A . BT A B R G T AR AR R R A £ S
BEFE [D]. A5« o EIEAH 451 o, 2021, DOL: 10.27511/
d.enki.gzyyy.2021.000076.

MecMillan SS, King M, Tully MP. How to use the nominal group
and Delphi techniques[J]. Int J Clin Pharm, 2016, 38(3): 655-662.
DOI: 10.1007/s11096-016-0257-x.

International Society of Pharmacoepidemiology. Guidelines for
Good Pharmacoepidemiology Practice (GPP)[J]. Pharmacoepidemiol
Drug Saf, 2016, 25(1): 2-10. DOI: 10.1002/pds.3891.

T E 2 2 AT 2 B2 - PG AT AT
FEITE 48R (T/ICPHARMA 002-2019) [J]. H A8 3479 2
Zki , 2019, 40(10): 1180-1185. DOI: 10.3760/cma.j.issn.0254—
6450.2019.10.002.

The European Network of Centres for Pharmacoepidemiology and
Pharmacovigilance (ENCePP). Guide on Methodological Standards
in Pharmacoepidemiology (Revision 11)[EB/OL]. (2024-05-
04) [2024—-12-15]. https://encepp.europa.eu/encepp—toolkit/
methodological—guide_en.

The SAMM guidelines: Guidelines for company—sponsored safety
assessment of marketed medicines[J]. Pharmacoepidemiol Drug
Saf, 1994, 3(1): 1-4. https://doi.org/10.1002/pds.2630030103.
Food and Drug Administration. Good Pharmacovigilance Practices
and Pharmacoepidemiologic Assessment|EB/OL]. (2024-05-04)
[2024-12-17]. hitps://www.fda.gov/media/71546/download.

Good ReseArch for Comparative Effectiveness. GRACE
Principles: Good Research for Comparative Effectiveness[EB/OL].
(2024-05-04) [2024-12-17]. https://www.graceprinciples.com/
doc/GRACE_Principles.pdf.

Jalbert JJ, Ritchey ME, Mi X, et al. Methodological considerations
in observational comparative effectiveness research for implantable
medical devices: an epidemiologic perspective[J]. Am J Epidemiol,
2014, 180(9): 949-958. DOI: 10.1093/aje/kwu206.

Morton JB, McConeghy R, Heinrich K, et al. Consensus of
recommendations guiding comparative effectiveness research
methods|J]. Pharmacoepidemiol Drug Saf, 2016, 25(12): 1354—
1360. DOI: 10.1002/pds.4051.

Berger ML, Sox H, Willke RJ, et al. Good practices for real—
world data studies of treatment and/or comparative effectiveness:
Recommendations from the joint ISPOR-ISPE Special Task
Force on real-world evidence in health care decision making|J].
Pharmacoepidemiol Drug Saf, 2017, 26(9): 1033-1039. DOI:
10.1002/pds.4297.

European Medicines Agency. Guideline on good pharmacovigilance
practices (GVP) Module VIII-Post—authorisation safety studies
(Rev 3) [EB/OL]. (2024-05-04) [2024—-12-17]. https://www.
ema.europa.eu/en/documents/scientific—guideline/guideline—
good—pharmacovigilance—practices—gvp—module—viii—post—

authorisation—safety—studies—rev—=3_en.pdf.

22

23

24

25

26

27

28

29

30

32

Chin J Pharmacoepidemiol, Feb. 2025, Vol. 34, No.2

The Council for International Organizations of Medical Sciences.
CIOMS Guide to Active Vaccine Safety Surveillance: report of
CIOMS Working Group on Vaccine Safety[EB/OL]. (2024-05—-
04) [2024-12-17]. https://cioms.ch/publications/product/cioms—
guide—to—active—vaccine—safety—surveillance/.

Kurz X, Bauchau V, Mahy P, et al. The ADVANCE Code of
Conduct for collaborative vaccine studies[J]. Vaccine, 2017,
35(15): 1844-1855. DOL: 10.1016/j.vaccine.2017.02.039.

Desai RJ, Kim SC, Curtis JR, et al. Methodologic considerations
for noninterventional studies of switching from reference biologic
to biosimilars[J]. Pharmacoepidemiol Drug Saf, 2020, 29(7): 757-
769. DOI: 10.1002/pds.4809.

Medicines and Healthcare products Regulatory Agency.
Exceptions and modifications to the EU guidance on good
pharmacovigilance practices that apply to UK marketing
authorisation holders and the licensing authority[EB/OL]. (2024—
05-04) [2024-12-17]. hiips://assets.publishing.service.gov.uk/
media/Sfee14e6e90e0776a8d56123/Exceptions_and_modifications_
to_the_EU_guidance_on_good_pharmacovigilance_practices_that_
apply_to_UK_MAHs_v2.pdf.

EHA, Sk, SRUE 2R 2T TR RS
Z2IR TN Meta 3 Hr 1l 1146 5 ()] 25 Wi 4790 54 4438, 2020,
29(7): 502-509. [Wang WW, Zhuo L, Zhan SY, et al. Guide
on conducting systematic reviews and Meta—analyses of safety
evaluation in pharmacoepidemiology research[J]. Chinese Journal
of Pharmacoepidemiology, 2020, 29(7): 502-509.] DOI: 10.19960/
j.cnki.issn1005-0698.2020.07.011.

) 5 245 M A IR L L S ORI T R T A B R
P F AR & B (34T ) [EB/OL). (2024-05-01) [2024—
12-17]. https://www.nmpa.gov.cn/xxgk/ggte/ylqxggte/ylqxqtggte/
20201126090030150.html.

Pottegdrd A, Kurz X, Moore N, et al. Considerations for
pharmacoepidemiological analyses in the SARS-CoV-2
pandemic(]J]. Pharmacoepidemiol Drug Saf, 2020, 29(8): 825-831.
DOLI: 10.1002/pds.5029.

I ¢ 245 it M LR 24 PP P L T A L S IR
s ) FLSH AR B 5 (34T ) [EB/OL). (2024-05-01)
[2024-12-17]. https://www.cde.org.cn/zdyz/domesticinfopage ?zdy
zIdCODE=7d2e46cea0e459358257760383526€9d.

European Medicines Agency. Guideline on registry—based studies
[EB/OL]. (2021-10-22) [2024-05-04]. https://www.ema.europa.
eu/en/documents/scientific—guideline/guideline-registry—based—
studies_en.pdf-0.

Aurich B, Apele-Freimane D, Banaschewski T, et al. c4ec:
Paediatric pharmacovigilance: methodological considerations in
research and development of medicines for children—a c4c expert
group white paper[J]. Br J Clin Pharmacol, 2022, 88(12): 4997-
5016. DOI: 10.1111/bep.15119.

Sarri G, Patorno E, Yuan H, et al. Framework for the synthesis
of non-randomised studies and randomised controlled trials: a
guidance on conducting a systematic review and Meta—analysis for

healthcare decision making[J]. BMJ Evidence—Based Medicine,

https://ywlxbx.whuznhmedj.com/


http://www.xdyyws.com/xdyyws/article/abstract/20250122
https://kns.cnki.net/kcms2/article/abstract?v=hmawDzFpZzSoEPwSPh8ucHhaPiVw37071I0d621K_w8coCZp9Ecs1zhNkbrDfsozUqOZOS7C9AkH-URo9oVdWuCDKDPp7AbJM6BCQ-w5p1OasdobN9Vj2uK2Awf3YRxAk0eP34kBJRZ1yZA63iQJ-XVtRp_D9No_74k4HVl_foHfEROepMJDfGavrLZo1OIL90Szd8Zakfs=&uniplatform=NZKPT&language=CHS
https://kns.cnki.net/kcms2/article/abstract?v=hmawDzFpZzSoEPwSPh8ucHhaPiVw37071I0d621K_w8coCZp9Ecs1zhNkbrDfsozUqOZOS7C9AkH-URo9oVdWuCDKDPp7AbJM6BCQ-w5p1OasdobN9Vj2uK2Awf3YRxAk0eP34kBJRZ1yZA63iQJ-XVtRp_D9No_74k4HVl_foHfEROepMJDfGavrLZo1OIL90Szd8Zakfs=&uniplatform=NZKPT&language=CHS
https://kns.cnki.net/kcms2/article/abstract?v=hmawDzFpZzTJ7auvA-TgTROS2-MIOUV3hKICRU4J3cbyJ78XJZOJ4iPnUpJQz0eVaRlDj-Itlezh8O68VpGw0bJXa8gxcngqezOaWpmRqclyZQrkq1MuJCH7Fm07MaDx58HrkbzPYDV3WtIzqMS7CB3aNmKQRVwlWAHEHXb30ndtc81i3uKdxKGXM2S61dyy4lQKKUMVUhs=&uniplatform=NZKPT&language=CHS
https://kns.cnki.net/kcms2/article/abstract?v=hmawDzFpZzTJ7auvA-TgTROS2-MIOUV3hKICRU4J3cbyJ78XJZOJ4iPnUpJQz0eVaRlDj-Itlezh8O68VpGw0bJXa8gxcngqezOaWpmRqclyZQrkq1MuJCH7Fm07MaDx58HrkbzPYDV3WtIzqMS7CB3aNmKQRVwlWAHEHXb30ndtc81i3uKdxKGXM2S61dyy4lQKKUMVUhs=&uniplatform=NZKPT&language=CHS
https://pubmed.ncbi.nlm.nih.gov/26846316/
https://pubmed.ncbi.nlm.nih.gov/26537534/
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0Eg96aGx4YngyMDE5MTAwMDMaCDVzdGZ6Ym1u
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0Eg96aGx4YngyMDE5MTAwMDMaCDVzdGZ6Ym1u
https://encepp.europa.eu/encepp-toolkit/methodological-guide_en
https://encepp.europa.eu/encepp-toolkit/methodological-guide_en
https://onlinelibrary.wiley.com/doi/10.1002/pds.2630030103
https://www.fda.gov/media/71546/download
https://www.graceprinciples.com/doc/GRACE_Principles.pdf
https://www.graceprinciples.com/doc/GRACE_Principles.pdf
https://pubmed.ncbi.nlm.nih.gov/25255810/
https://pubmed.ncbi.nlm.nih.gov/27365094/
https://pubmed.ncbi.nlm.nih.gov/28913966/
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-viii-post-authorisation-safety-studies-rev-3_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-viii-post-authorisation-safety-studies-rev-3_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-viii-post-authorisation-safety-studies-rev-3_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-viii-post-authorisation-safety-studies-rev-3_en.pdf
https://cioms.ch/publications/product/cioms-guide-to-active-vaccine-safety-surveillance/
https://cioms.ch/publications/product/cioms-guide-to-active-vaccine-safety-surveillance/
https://pubmed.ncbi.nlm.nih.gov/28285984/
https://pubmed.ncbi.nlm.nih.gov/31298463/
https://assets.publishing.service.gov.uk/media/5fee14e6e90e0776a8d56123/Exceptions_and_modifications_to_the_EU_guidance_on_good_pharmacovigilance_practices_that_apply_to_UK_MAHs_v2.pdf
https://assets.publishing.service.gov.uk/media/5fee14e6e90e0776a8d56123/Exceptions_and_modifications_to_the_EU_guidance_on_good_pharmacovigilance_practices_that_apply_to_UK_MAHs_v2.pdf
https://assets.publishing.service.gov.uk/media/5fee14e6e90e0776a8d56123/Exceptions_and_modifications_to_the_EU_guidance_on_good_pharmacovigilance_practices_that_apply_to_UK_MAHs_v2.pdf
https://assets.publishing.service.gov.uk/media/5fee14e6e90e0776a8d56123/Exceptions_and_modifications_to_the_EU_guidance_on_good_pharmacovigilance_practices_that_apply_to_UK_MAHs_v2.pdf
https://kns.cnki.net/kcms2/article/abstract?v=hmawDzFpZzTV21C1pD7v2MZbWUMqJFH7guJjsWhP7S0Hpss1lyREEJOFGm74KtQfqbm8wvqkqxpS_Uiw5O5DuUlbA2h2AhwyBlytw9MM6ChHNHUfWfDwG70QWnprsNyUPirMG61TN6uR-MOokbqGjsOO4D8PAmRJjAj6GJl1T-yNDQsDpbCU0fAbIU2U-LTB&uniplatform=NZKPT&language=CHS
https://kns.cnki.net/kcms2/article/abstract?v=hmawDzFpZzTV21C1pD7v2MZbWUMqJFH7guJjsWhP7S0Hpss1lyREEJOFGm74KtQfqbm8wvqkqxpS_Uiw5O5DuUlbA2h2AhwyBlytw9MM6ChHNHUfWfDwG70QWnprsNyUPirMG61TN6uR-MOokbqGjsOO4D8PAmRJjAj6GJl1T-yNDQsDpbCU0fAbIU2U-LTB&uniplatform=NZKPT&language=CHS
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20201126090030150.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20201126090030150.html
https://pubmed.ncbi.nlm.nih.gov/32369865/
https://www.cde.org.cn/zdyz/domesticinfopage?zdyzIdCODE=7d2e46cea0e459358257760383526e9d
https://www.cde.org.cn/zdyz/domesticinfopage?zdyzIdCODE=7d2e46cea0e459358257760383526e9d
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-registry-based-studies_en.pdf-0
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-registry-based-studies_en.pdf-0
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-registry-based-studies_en.pdf-0
https://pubmed.ncbi.nlm.nih.gov/34699077/

TATRFLEE 2025 FE2 B 34552 H

34

35

36

37

38

39

40

2022, 27(2): 109-119. DOI: 10.1136/bmjebm-2020-111493.
FRE PN BT A5 Ry L TR IR RA RCHERT
SEHE T [J]. TP E 2544 2024, 49(3): 842-848. [Wang ZF,
Xie YM, Tang JY, et al. Guidelines for post—marketing research
on clinical effectiveness of Chinese patent medicines[J]. China
Journal of Chinese Materia Medica, 2024, 49(3): 842-848.] DOI:
10.19540/j.cnki.cjemm.20231013.501.

Hayes KN, Cadarette SM, Burden AM. Methodological guidance
for the use of real-world data to measure exposure and utilization
patterns of osteoporosis medications[J]. Bone Rep, 2024, 20:
101730. DOI: 10.1016/j.honr.2023.101730.

Verstraeten T, DeStefano F, Chen RT, et al. Vaccine safety
surveillance using large linked databases: opportunities, hazards
and proposed guidelines|J]. Expert Rev Vaccines, 2003, 2(1): 21—
29. DOLI: 10.1586/14760584.2.1.21.

Hall GC, Sauer B, Bourke A, et al. Guidelines for good database
selection and use in pharmacoepidemiology research[]J].
Pharmacoepidemiol Drug Saf, 2012, 21(1): 1-10. DOI: 10.1002/
pds.2229.

Food and Drug Administration. Best Practices for Conducting and
Reporting Pharmacoepidemiologic Safety Studies Using Electronic
Healthcare Data Sets|EB/OL]. (2024-05-04) [2024-12-17].
https://www.fda.gov/media/79922/download.

Pharmaceuticals and Medical Devices Agency. Guidelines for
the Conduct of Pharmacoepidemiological Studies in Drug Safety
Assessment with Medical Information Databases (version 1)[EB/
OL]. (2024-05-04) [2024-12-17]. https://www.pmda.go.jp/
files/000240951.pdf.

Pratt NL, Mack CD, Meyer AM, et al. Data linkage in
pharmacoepidemiology: a call for rigorous evaluation and
reporting[J]. Pharmacoepidemiol Drug Saf, 2020, 29(1): 9-17.
DOI: 10.1002/pds.4924.

Rivera DR, Gokhale MN, Reynolds MW, et al. Linking electronic
health data in pharmacoepidemiology: appropriateness and
feasibility[J]. Pharmacoepidemiol Drug Saf, 2020, 29(1): 18-29.
DOI: 10.1002/pds.4918.

https://ywlxbx.whuznhmedj.com/

41

42

43

44

45

46

47

48

European Medicines Agency. Guidance for the format and content
of the protocol of non—interventional post—authorisation safety
studies| EB/OL]. (2024-05-04) [2024-12-17]. hitps://www.ema.
europa.eu/system/files/documents/other/we500133174_en.pdf.
Wang SV, Pottegard A, Crown W, et al. HARmonized Protocol
Template to Enhance Reproducibility of hypothesis evaluating
real—world evidence studies on treatment effects: a good practices
report of a joint ISPE/ISPOR task force[J]. Pharmacoepidemiol
Drug Saf, 2023, 32(1): 44-55. DOI: 10.1002/pds.5507.

European Medicines Agency. Guidance for the format and content
of the final study report of non-interventional post—authorisation
safety studies| EB/OL]. (2024-05-04) [2024—-12-17]. htips://www.
ema.europa.eu/system/files/documents/regulatory—procedural—
guideline/we500137939_en.pdf.

Langan SM, Schmidt SA, Wing K, et al. The reporting of studies
conducted using observational routinely collected health data
statement for pharmacoepidemiology (RECORD-PE)[J]. BM]J,
2018, 363: k3532. DOI: 10.1136/bmj.k3532.

Jordans IPM, Verberkt C, De Leeuw RA, et al. Definition and
sonographic reporting system for Cesarean scar pregnancy in early
gestation: modified Delphi Method[J]. Ultrasound Obstet Gynecol,
2022, 59(4): 437-449. DOI: 10.1002/u0g.24815.
Humphrey—Murto S, de Wit M. The Delphi method—more research
please[J]. J Clin Epidemiol, 2019, 106: 136-139. DOI: 10.1016/
j-jelinepi.2018.10.011.

Smith D, Cartwright M, Dyson J, et al. Use of nominal group
technique methods in the virtual setting: a reflective account and
recommendations for practice[J]. Aust Crit Care, 2024, 37(1):
158-165. DOI: 10.1016/j.aucc.2023.09.004.

Giuliani ME, Papadakos T, Coolens C, et al. Using a nominal
group technique to develop a science communication curriculum
for health professionals and clinical researchers|J]. ] Cancer Educ,

2023, 38(5): 1459-1465. DOI: 10.1007/s13187-023-02282-z.

Yefm HIW: 20254202 H 11 H ERIEE]: 2025402 H 19 H
ARGk VEERA (7


https://pubmed.ncbi.nlm.nih.gov/33298465/
https://d.wanfangdata.com.cn/periodical/Ch9QZXJpb2RpY2FsQ0hJTmV3UzIwMjUwMTE2MTYzNjE0Eg96Z3p5enoyMDI0MDMwMzAaCDI1cWUyM3hi
https://pubmed.ncbi.nlm.nih.gov/38145014/
https://pubmed.ncbi.nlm.nih.gov/12901594/
https://pubmed.ncbi.nlm.nih.gov/22069180/
https://pubmed.ncbi.nlm.nih.gov/22069180/
https://www.fda.gov/media/79922/download
https://www.pmda.go.jp/files/000240951.pdf
https://www.pmda.go.jp/files/000240951.pdf
https://pubmed.ncbi.nlm.nih.gov/31736248/
https://pubmed.ncbi.nlm.nih.gov/31950565/
https://www.ema.europa.eu/system/files/documents/other/wc500133174_en.pdf
https://www.ema.europa.eu/system/files/documents/other/wc500133174_en.pdf
https://pubmed.ncbi.nlm.nih.gov/36215113/
https://www.ema.europa.eu/system/files/documents/regulatory-procedural-guideline/wc500137939_en.pdf
https://www.ema.europa.eu/system/files/documents/regulatory-procedural-guideline/wc500137939_en.pdf
https://www.ema.europa.eu/system/files/documents/regulatory-procedural-guideline/wc500137939_en.pdf
https://pubmed.ncbi.nlm.nih.gov/30429167/
https://pubmed.ncbi.nlm.nih.gov/34779085/
https://pubmed.ncbi.nlm.nih.gov/30352274/
https://pubmed.ncbi.nlm.nih.gov/30352274/
https://pubmed.ncbi.nlm.nih.gov/37880060/
https://pubmed.ncbi.nlm.nih.gov/36930438/

