g B2 B PR AR 2024 4FE 2 HEE 37 5 1 Chin ] Med Sci Res Manage, Feb. 2024, Vol. 37, No. 1

e SR E

i PR T4, 36 7 J00HT A 1 ] A0 Ay S H A SRR

kiE ER
LFmXFHF—ER 100034
BAEAEE R, Email:liangyan973@126. com, ¥ 3 :010-56957798

o« 27 o

UGHE1 BB 7RI ERT 25 PR A B R 2 s m ST e PRI 06 25 U SRR AR A Fr el b M 5 35 . AL B TER R I
PR 6 AL A et 1 PR 38 900 57 0 1) o 2 B2 8, Al — B R AR ST U A AR I . 7R A SGE A B AR 0 7 A B 1 vk
EORL AR ERENT I . ﬁ*ﬁiIﬁEﬁlﬁ*(}\*Frﬁ 8 0 B S IR 2 v A B RG I7 A L R 5% T RS IR 7 IO B O — U A% T A9 I 3R

e AKX B S 0 A TR AR, G55 20202022 4F , BRBE L2 30T 514 WELATE M B A9 A9 I AR L8 0 B Sz 00— UOH B
R AR 30.2%. %E‘Vﬁﬂvéﬂﬁﬁmﬂlﬁ*‘lull R 36 N I B — W GE 2 9 B [ 3 (P<C0. 05) , £ 3L T AT

rh, 25 PR30 4 [0 RS S i TLASE 19 40 1) 2 HR O B 0, 2 b 45, W e O 9 O R 2 R A 1 A 5 R T AU DR 1K 38 10 i) RS SR
HIJLALRY 23 51052 P1AY GCP IE A3 I B, Wi AR o, R I B R IR AR B0 1 5 56 . 4538 @ uUAT b PO o 5 I AR 3% 360 S 0 o A 2
RURE S SR IR ALY 5 H I3 K CRO B V8138 32 3 o 0 5 6 R 5@ N 53 B 85 )11, DA T s [] 41 a2 116 R 56 7 0 o e 0% Jo it AR

[X@EREY R, ~STWHdE; FEEN

B LT H b5 K25 — B e B b+ 2 42 (2020SF065)

[FESES] R197 [ck#RiRA]Y A DOI:10. 3760/cma. j. cnl113565-20230922-00070

Analysis of issues and exploration of key review points in clinical trial establishment review
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[Abstract] Objective As China's new drug review and approval system continues to evolve, clinical trial management
procedures are being continuously promoted and refined. This article aims to identily key review points for clinical trial estab-
lishment reviews and offer recommendations for optimizing the review process. Methods By combining the regulatory require-
ments for clinical trial establishment management and the unique situation of our institution, the status of establishment ap-
proval applications upon initial submission and challenges encountered during establishment approval reviews were analyzed.
The factors that may affect the likelihood of initial approval for establishment applications, and the elements and standards in-
volved in clinical trial establishment approval reviews were studied. Results From 2020 to 2022, the hospital received a total of
514 clinical trial establishment applications for registration purposes, with a first-time approval rate of 30. 2%. Whether an ap-
plication served as a team leader unit or a single-center clinical trial significantly impacted its likelihood of initial approval (P<<
0.05). In clinical trial establishment reviews, drug clinical trials were most commonly associated with issues regarding sponsor
qualifications, drug labeling, CRA qualifications, and drug testing reports. For medical device clinical trials, the most common
issues were related to PI GCP certificate expiration dates, CRA qualifications, sponsor qualifications, and inspection reports.
Conclusions To enhance the quality and efficiency of clinical trial establishment reviews, it is recommended that trade organiza-
tions publish guidance documents on key points for clinical trial establishment reviews. Additionally, it is essential to enhance
communication and collaboration among institutions, sponsors, and CROs and provide more training for relevant personnel, to
jointly promote a more streamlined and effective clinical trial establishment review process.
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