Chinese Journal of New Drugs 2021,30(14)

R EAESHREE -
(IERREFRANBERETERVIEE-Y R =R i

)3“2] %lyzsﬁjk g/J‘ ’lz/iﬁ 1\\\ ’IK/%F %29%42:%"]13% }gj;z‘aﬁ EJIJI
(1L ARFHES —ER 1 8l KiXE o, M 51008052 &\ KM JEE —EK %3 ,) M 510080
3HEEMABRAFEA LA, MHAH BIS2TT:4 # L kFHEE —ERE AA, ) M 510080)

[FZE] 5 R 5 8 & # i F 4 B (patient-reported outcome, PRO) ¥ % [E & 3t Bl R 56 | % & A7 = L
lERFEEAM T EBRRREANENSE AT E A ERRL T EX PROEMEN LT R, (A KRR
¥ % W & 7 B ) (Standard Protocol Items: Recommendations for Interventional Trials, SPIRIT) 1K 4 /& if & % &
B RAAHAERIFAERBERR R T ZN T EE, AW, ZF AN KRR PROMXHFHNE, I W
SPIRIT-PRO #5 8 4 s AKX % 7 £ PRO 2 i 4485, X LI H PROE N T EHA XA LA KXBNAKRE
FREER, EERFART ZRITFANPRO, TURGHAARE, WA TUEF A FOWET . KX
(ERRBETEFPINEERELERWEE-TREFA)EL AR #T OB, CHFIERKKXL P PRO
FHEE RE DM ATETEFNE, UM ER KT EERESSE

[X@iR] BERRE;ERARL T E; EFRELER;®H

[FESZES] R969.4 [ XEIRERE] A [XEHS] 1003 -3734(2021)14 - 1296 - 06

Interpretation of “the guidelines for inclusion of patient-reported

outcomes in clinical trial protocols:the SPIRIT-PRO extension”

ZHOU Hui'? ,YAO Mi’,CHEN Jie’ ,CHEN Xiao’,CHEN Yi-li' ,CHEN Wei', YUAN Gang'
(1 Phase 1 Clinical Trial Center ,the First Affiliated Hospital ,Sun Yat-sen University ,Guangzhou 510080, China;
2 Department of Pharmacy, the First Affiliated Hospital, Sun Yat-sen University, Guangzhou 510080, China;
3 Institute of Applied Health Research, University of Birmingham , Birmingham B15 2TT, UK; 4 Nephrology
Department , the Firsi Affiliated Hospital, Sun Yat-sen University, Guangzhou 510080, China)

[ Abstract] Patient-reported outcome ( PRO) data from clinical trials is strong evidence which can inform
shared decision-making, labeling claims, clinical guidelines, and health policy; however, those data is often not
given enough emphasis to in current clinical trial protocols. The “Standard Protocol Items: Recommendations for
Interventional Trials” ( SPIRIT) statement, using the most concise items by providing evidence-based medicine,
aims to improve the completeness of trial protocols. However, it does not provide guidance on PRO content. The
SPIRIT-PRO Extension provides minimum requirements for PRO which will be used as the primary or key secondary
study endpoint in clinical trials. Improved design of clinical trials including PRO could help ensure high-quality
data that may inform patient-centered care. We interpreted the key contents of this extension, including the normative

methods for the management, collection and analysis of PRO data, in order to provide references for clinical trial
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