- 1940 - FrE G R 2024 45 12 A58 37 845 12 8] Chin J Clin Res, December 2024, Vol.37, No.12

- EHWF -

584 355 09 25 W) i R IR 6 4 3 52 it

RE, W, K&, HR%L, FHF
T RN BRI AR TR R DX R R B [ 58 B A i PR R 24 A T oLy, VI3 R 210016

WE: BRI RIEAR 5L TAE M S 4], W58 3 AL 8U0F R ISR A IR IE R 2 R 102y
WG PRI SR S5 00 S0t T 2%, LA R AR I PRI ISR 55 TAE LA Bam i sx A BN IR 3R 1 2%, 73k 2020 4 4
H 14 HE 202247 F 4 B, 38005 X EE Be B IERL T R 7 — 3 [ Br 22 s T 25 9 1 R i 3 EMPA-KIDNEY
WSS RS TAE TS = AWM S 5 it % £ 50, A o7 8 1 T J 2 M B IE A8 3 B e o i 4% i
B IG5 A M RUEOYE R A Oy U SR A2 U SR IR 8 S AR B, Rt sk 08 LT 48 v AT BA S
TSR PR I TSRS M, R WP IR R Z A 356 i, B ALz 305 1, B 58 AR
Holo Horr, @5 B FgY RS2 196 4, 5 EMPA 35 § AZH A =42 =, A B ERIE T
55 TSR B A . R BIEIESY T S B IR SRR (BT IS E 0 BB B0 R A T R AR T
Wi, &t BT =I5B AN B N T R PR I A AR e R R BRI, A 5 3R R
G, X B B P58 Ry 3%, PR U7 IR BE IR SRSt b B — e 3. RO R DK IR 78 & 36 IR 4 R 55
WNRISE IRIRIF R BB, N 2 1S 5B SR TAE P R . IGRRIRHE S22 it A 21484 |
TSRS AP R R 52, Rt , S 57 S R F S A1 BN, SE 1538 XY 1447 55 5K W, o 7 352 28 30 F #0832 5+ 43
W,

KW IR 5 AR AR TTRE

MEISHE. RS TEARIEAD: A XEHES. 1674-8182(2024) 12-1940-05

Implementation of investigator-led drug clinical trial recruitment
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Abstract: Objective Taking the implementation of recruitment for a drug clinical trial as an example, to discuss the
implementation method of investigator-led recruitment for drug clinical trials from the perspective of the investigator’s
organization, with a view to providing a reference for optimizing the recruitment for clinical trials as well as strengthening
the construction of the research team. Methods From April 14, 2020 to July 4, 2022, General Hospital of Eastern
Theater Command conducted an international multicenter phase Il clinical trial for the EMPA-KIDNEY study, with no
third-party involvement in the recruitment process, which was led by the investigator. The study recruited subjects from
the Chronic Kidney Disease Patient Registry Study patient pool, on-site recruitment, physician referral, and database
screening, and took measures such as developing a recruitment system, clarifying personnel responsibilities to improve
team efficiency, and strengthening quality control to manage recruitment. Results A total of 356 subjects were screened
and 305 subjects were enrolled in the study, successfully completing the recruitment plan. Among them, 196 subjects
were recruited through the “registration study”, accounting for two-thirds of the EMPA enrolment, while the rest of the

patients were recruited on-site, referred by the clinic and screened by the database. “The enrolment study” achieved
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good recruitment results, but the number of outpatient referrals and the success rate of enrolment were lower than

expected. Conclusion Compared to the third-party recruitment team, the investigators are more professional in their

understanding of the protocol and in their control of the enrolment criteria, and are also more likely to gain the trust of

the patients and be more familiar with the hospital environment, and therefore, have an advantage in the implementation

of recruitment in hospitals. Researchers should not transfer their functions to recruiting companies or clinical research

assistants, but should be more involved in the recruitment process. Recruitment for clinical trials is affected by a variety

of factors such as protocol design, team organization and recruitment strategy, so it is important to establish an efficient

research team, choose an appropriate recruitment strategy, and strengthen recruitment management for the

implementation of recruitment.
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