o) A}oksl3] 2] A)327 A|3T ,%¢C»  Korean Journal of Clinical Pharmacy

Korean J Clin Pharm, Vol. 32, No. 3, pp. 166177, 2022 = A Official Journal of =~
wm\amw Korean College of Clinical Pharmacy
Original Article -". PISSN 1226-6051 elSSN 2508-786X
https://doi.org/10.24304/kjcp.2022.32.3.166

Korean journal of clinical pharmacy (Online)
URL: http://www.ekjcp.org

ULl Xt ZE B2 cfet FF2| x| =t

AER2 - ERe
a1 R, st et

2ol mpatreta Yak
(20229 62 15¢U = - 20223 72 219 44 - 20223 72 229 &%)

The Effect of Regulation on Recruitment Advertising for Clinical Trial Subjects in Korea

Hyun Jin Kim'* and Hyun Soon Sohn?*

ICHA University Ilsan Cha Medical Center, Gyeonggi-do 10414, Republic of Korea
2College of Pharmacy, CHA University’, Gyeonggi-do,11160, Republic of Korea
(Received June 15, 2022 - Revised July 21, 2022 - Accepted July 22, 2022)

ABSTRACT

Background: Recently clinical trials have expanded extensively in Korea; thus, ensuring the rights of subjects participating in
clinical trials is imperative. Accordingly, national regulations on subject recruitment advertisement were enforced from October 25,
2018. In this study, the effect of this regulation was evaluated by analyzing the difference in the provision of information before and
after enforcement of the regulation. Methods: Recruitment advertisements for clinical trial subjects 3 years before and after
enforcement of the regulation were collated by the significance sampling approach. Print-based (newspapers, buses, and subways)
and web-based (clinical trial center websites and online platforms) materials for recruitment in clinical trials of phase 1 to 4 for
investigational drugs, medical devices, and oriental medicine were considered. Chi-square tests were conducted for inter-group
comparisons. SPSS version 26 was employed for statistical analyses. Results: A total of 137 advertisements were collected
comprising 60 pre- and 77 post-regulation enforcement. The overall rate of delivery of critical information in advertisements
increased significantly from 47.5% before regulation to 93.2% after regulation enforcement. Particularly, details on expected
adverse events augmented significantly (p<0.001). Benefits from participation in clinical trial reduced significantly from 88.3% to
70.1% (p<0.05). As the information provision amplified, the inclusion of professional terms increased. Conclusions: Enforcement of
regulations has led to a surge in the amount of information and challenging terms contained in advertisements for recruiting subjects.
Therefore, additional efforts are required by subjects to completely understand the information provided in the advertisements.
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Table 1. Characteristics of advertisements for recruiting clinical trial subjects

Characteristics N %

Total number of advertisements evaluated 137 100
. . Before enforcement of regulations 60 43.8
Period of advertising After enforcement of regulations 77 56.2
Newspaper 22 16.1
.. . Public transportation vehicles (bus or subway) 39 28.5
Advertising media type Website of CT center 54 394
Online platform 22 16.1
Medicine 125 91.2

Investigational product Oriental medicine 10 7.3
Medical device 2 1.5
Both male and female 120 87.6

Target sex of subjects Male only 10 7.3
Female only 7 5.1
Healthy volunteer 34 24.8
Hypertension 14 10.2

Skin disease 12 8.8

Urogenital disease 11 8.0

Target disease Gastrointestinal disease 10 7.3
Musculoskeletal disease 8 5.8

Cancer 7 5.1

Cardiovascular disease 7 5.1
Others 34 24.8

Date of enforcement of regulations : Oct 25, 2018

Newspaper: A notice on printed newspaper
Bus or subway: Attaching a notice inside a bus or subway

Website of CT center: Post a notice on the website of the clinical trial center
Online platform: Online platform dedicated to recruiting clinical trial subjects
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Table 2. Differences in provision of essential information” in advertisements between the two groups, before and after enforcement of

regulations
N(%)
Provision of essential information Enforc(egr(l;r;tsc’)fzi)e{g;)lations X2 (p) [9 5?/0RC 1
Before After
. Yes 45(75.0) 76(98.7) 253
Study title No 15(25.0) 1(1.3) 18.3(.000) [10.05-1.49]
L Yes 46(76.7) 76(98.7) 23.1
Study objectives No 14(23.3) 1(1.3) 16.7(.000) [2.94-181.75]
Yes 47(78.3) 77(100)
Study methods No 1321.7) 0(0.0) 18.4(.000)
- Yes 60(100.0) 77(100.0) i
Eligibility No 0(0.0) 0(0.0)
. . Yes 60(100.0) 77(100.0)
Inclusion criteria No 0(0.0) 0(0.0) -
Yes 3(5.0) 61(79.2) 724
Corporate name of study sponsor No 57(95.0) 16(20.8) 74.6(.000) [20.04-261.80]
Yes 0(0.0) 60(77.9)
Address of study sponsor No 60(100.0) 17022.1) 83.1(.000)
Yes 1(1.7) 60(77.9) 208.2
Contact number of study sponsor No 59(98.3) 17022.1) 79.3(.000) [26.80-1615.20]
Yes 24(40.0) 74(96.1) 37.0
Name of PI No 36(60.0) 3(3.9) 52.1(.000) [10.44-131.04]
Yes 22(36.7) 75(97.4) 64.7
Address of PI No 38(63.3) 202.6) 60.1(.000) [14.46-290.06]
Yes 31(51.7) 76(98.7) 35.0
Contact number of PI No 20(48.3) 1(13) 43.6(.000) [7.88-156.08]
Yes 3(5.0) 73(94.8) 346.7
Expected adverse event No 57(95.0) 4(5.2) 110.1(.000) [74.50-1611.81]
Total 60(100.0) 77(100.0)
PI, principle investigator; OR, odds ratio; CI, confidence interval
*Essential information specified in the Pharmaceutical Affairs Act
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Table 3. Differences in provision of additional information” in advertisements between the two groups, before and after enforcement of

regulations
N (%)
Provision of additional study information Enforc(%lzjgtsc,)ggeélglations X2 (p) 9 SE;)RCI]
Before After
. . Yes 9(15.0) 45(58.4) 7.9
Clinical trial phase No 51(85.0) 32(41.6) 26.6(.000) [3.43-18.4]
. . Yes 9(15.0) 61(79.2) 1.4
Exclusion criteria No 51(85.0) 16(20.8) 0.7(.385) [0.60-3.64]
Information of investigational Yes 25(41.7) 69(89.6) 35.9(.000) 12.0
product No 35(58.3) 8(10.4) o [4.93-29.52]
. Yes 57(95.0) 75(97.4)) 1.9
Study period No 3(5.0) 2(2.6) 0.5(457) [031-12.20]
. Yes 8(13.3) 13(16.9) 1.3
Number of target subjects No 52(86.7) 64(83.1) 0.3(.567) [0.50-3.42]
Yes 24(40.0) 59(76.6) 49
Laboratory test No 36(60.0) 18(23.4) 18.5(.000) [2.34-10.28]
. Yes 55091.7) 74(96.1) 22
Visit frequency No 5(8.3) 3(3.9) 1.2(272) [0.51-9.78]
S Yes 53(88.3) 54(70.1) 0.3
Benefit from study participation No 701.7) 23(29.9) 6.5(.011) [0.12-0.78]
Total 60(100.0) 77(100.0)
OR, odds ratio; CI, confidence interval
*Additional information not specified in the Pharmaceutical Affairs Act
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Table 5. Differences in professional terms usages in advertisements between the two groups, before and after enforcement of regulations

N (%)
. OR
Professional terms usage Enforcement of regulations X2 (p) [95% CT]
Before After
S . Yes 39(65.0) 61(56.2) 34 2.0
Study objective : efficacy, safety, resistance No 21(35.0) 16(20.8) (063) [0.95-441]
S e S e e s wws) w7
> paraliel, dot > exploratory, superiority, No  46(76.7) 11(14.3) (.000) [8.22-47.28]
confirmatory, prospective, observational
. . ' Yes 9(15.0) 42(54.5) 225 6.8
Clinical trial phase: phase I, IT, IIl, IV No  51(85.0) 35(45.5) (000)  [2.94-15.73]
o Yes 1(1.7) 34(44.2) 32.0 46.6
Study group: trial group, control group No  59(98.3) 43(55.8) (000)  [6.14-354.15]
o . . . . Yes 4(6.7) 30(39.0) 18.8 8.9
Eligibility: inclusion criteria, exclusion criteria No 56(93.3) 47(61.0) (.000) [2.93-27.19]
o . . Yes 3(5.0) 28(36.4) 18.9 10.8
Number of study institution: multi-center, single-center No 57(95.0) 49(63.6) (.000) [3.10-37.91]
.. . ) . . . Yes 15(25.0) 40(51.9) 10.1 32
Clinical trial process: screening, diagnostic test, follow up, drop out No 45(75.0) 37(48.1) (001) [1.55-6.76]
. . . S . Yes 13(21.7) 48(62.3) 225 5.9
Diagnosis: verbal diagnosis, vital sign, body mass index No 47(78.3) 29(37.7) (.000) [2.77-12.89]
Medication: placebo, concurrent medication, investigational drug, Yes 8(13.3) 35(45.5) 16.1 54
control No 52(86.7) 42(54.5) (.000) [2.27-12.91]
Drug action evaluation: pharmacokinetic, pharmacodynamic, Yes 11(18.3) 20(26.0) 1.1 1.5
bioequivalence No 49(81.7) 57(74.0) (:289) [0.68-3.58]
Disease level: severity, chronic, subacute, acute, refractory, Yes 4(6.7) 10(13.0) 1.4 2.0
intractable No 56(93.3) 67(87.0) (.226) [0.62-7.02]
Total 60 (100.0) 77 (100.0)

OR, odds ratio; CI, confidence interval
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