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Purpose: This study aims to develop preliminary items for measuring the perceived service quality of clinical trials among
participants and to verify content validity.

Methods: This study was designed as a methodological study. A conceptual framework was established based on Brady and
Cronin's hierarchical model, and preliminary items were prepared through translation-back-translation, a review of existing
instruments, and in-depth interviews with clinical trial participants and clinical research coordinators. The final items were
completed through content validity testing by experts and a review of items by clinical trial participants for the prepared preliminary
items.

Results: Through this study, a set of 58 items across four domains (quality of interaction with researchers, the physical environ-
ment, performance procedures, and performance results) and 9 components (information - education - communication, trust,
respect for participant preferences, securing facilities and space, accessibility, comfortability, informed consent, coordination of care,
subjective understanding of clinical trials) on the service quality of clinical trials were completed. The scale content validity index
of all preliminary items was 0.96, meeting the recommended standards. The individual-item content validity index also meets the
recommended criteria for most items, excluding four items.

Conclusion: This study holds significance in developing items to measure the quality of clinical trial execution from the
perspective of participants. By verifying the reliability and validity of these items through subsequent research, it is expected that
they can be utilized as a valuable instrument to devise strategies for improving the quality of clinical trials.
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Step ‘ ‘ Procedures
Composition of the Conceptual Framework
* Based on the Brady & Cronin’s (2001) hierarchical model
Development Adaptation of Foreign Tools Development of New Items
of
Preliminary e Two separate translations into Korean e Literature review
Items and their integration ¢ Individual in-depth interviews with
* Back-translation clinical trial participants and CRCs
e Comparison between the original * Preparation of preliminary items and
version and the back-translation version determination of scales
Content Validity Testing
Testing * Expert opinion collection (nursing professors, CRCs, and doctors in bioethics)
of ¢ Item-Content Validity Index (I-CVI) > .78;
Preliminary e Scale-Content Validity Index (S-CVI) > .90
Items .
Items Review
e Cognitive interviews with five clinical trial participants

CRC, clinical research coordinator

Fig. 1. Development and testing of preliminary items.

Service Quality in
Clinical Trials

(* Service Quality)

Quality of Interaction
with Researchers
in Clinical Trials

(" Interaction Quality)

Quality of
Physical Environment
in Clinical Trials

(* Physical Environment
Quality)

Quality of Performance
in Clinical Trials

Performance Performance
Procedures Results

(* Outcome Quality)

* Hierarchical Model’s Dimensions (Brady & Cronin, 2001)

Fig. 2. Conceptual framework of this study.
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Table 1. Interview guide used in conducting the individual interviews

Steps Questions

Introduction + (Subject) How did you come to participate in the clinical trial?

* (CRC) How did you become employed as a CRC?
Main - How was/is the explanation/consent for participation in the clinical trial conducted?

- How was/is the actual clinical trial conducted?

- How do you feel about the facilities or spaces where the clinical trial is conducted?

- What do you consider most important regarding the facilities or spaces where the clinical trial is conducted?

- What aspects of the facilities or spaces do you believe need the most improvement in the context of the clinical trial?
Closing - Do you have any additional comments regarding the facilities or spaces where the clinical trial is conducted?

CRC, clinical research coordinator.
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Table 2. Characteristics of individual interview participants
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THTable 2).

Period of participation in

Hospitals participating in

Disease participating in No. of participations in

o Lemder Al clinical trials clinical trials clinical trials clinical trials
Subject1 Male 36 5 Months (ongoing) A hospital Chronic urticaria 5Times
Subject? Female 66 1 Year (finished) B hospital Diabetes 3Times
Subject3 Male 41 6 Months (finished) B hospital Xerophthalmia 3 Times
Subject4 Female 34 4 Months (finished) C hospital Keloid scar 2 Times
Subject5 Female 33 6 Months (finished) D hospital Gum disease 3Times
No Gender  Age (yr) Workicr;i%ii:%g?ce 1 Affiliated Hospitals Major clinical trial areas

CRC1 Female 33 3 Years B hospital Gastroenterology

CRC2 Female 49 20 Years B hospital Gastroenterology

CRC3 Female 35 5 Years B hospital Endocrinology

CRC4 Female 39 4 Years E hospital Oncology

CRC5 Female 32 3 Years E hospital Oncology

CRC, clinical research coordinator.
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Table 3. Results of individual interviews regarding the quality of the physical performance environment in clinical trials

Category

Subcategory

Securing facilities and space

Securing facilities and spaces for the appropriate conduct of clinical trials

Utilizing independent space that ensures privacy and protects personal information

Sufficiency of facilities and space considering the convenience of clinical trial participants

Accessibility

Efficient workflow arrangement

Optimal location for easy accessibility

Providing appropriate guidance for enhanced accessibility

Convenience of transportation

Comfortability
Tidiness

Securing up-to-date facilities and equipment
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Table 4. Results of content validity testing for the preliminary items

Domains Components . ) Expert Expert Expert Expert Expert Expert Expertsin
(items) (items) el H28ms 1 2 3 4 5 6 agreement i
Quality of inte- Information, F=717t #ol7t 0laE 4 U= LAC= YYAIH B & 4 3 3 4 4 4 6 1
raction with  education, &1} 0|0} CH) Ao ZRSLITP
Efg)ea““e“* and COM g0 fe 47 Y 5o BN <TPIQNEE 4 3 3 4 4 4 6 1
g O 0S4 ol D01 BHES Mo FOSUIR
YA HEHSH OIYOIR| ZYE 1S0|Lt EHRE E 4 4 2 4 4 4 5 0.83
AsUn
LHAIHO| Mtz SO A2 Fote] HE0| & a4 4 4 4 4 4 6 1
FAEUMR
GPIOHO0E E= HteA= ot M2 oo Aot 4 4 4 4 4 4 6 1
Olale 4= U= YA = HHs) FUSLINT?
OJALE AtRk= Mot H200 ol HalZt Olahe «~ U= 4 4 4 4 4 4 6 1
YAo=z sl FUELINT?
Trust (6) APICHOIEL; APZSARE Fote] UE 9 4 A 4 4 4 4 4 4 6 1
aUR
QIM FOPARE Hotel 2e 9 2 EELN 4 4 4 4 4 4 6 1
TROHO[EL HZteAe HolE Kot ESC= O3t 4 4 4 4 4 4 6 1
Q'—IW
OJALE A= OIS Ol ESCE HAELMN? 4 4 4 4 4 4 6 1
HRTACYIO[EILE 7S A THSE SHAIDE A2 URDE 4 4 4 4 4 4 6 1
umr
OJAILY LRI CHSE Sl A2[7H NS 4 4 4 4 4 4 6 1
Respect for FHol7I &ok= 2UF QAL SRS 2 & AUSLIN? 4 3 3 3 4 4 6 1
participant ouujsio) &0fot= SOF ARIK D20HATL 25/ 22 4 4 4 4 4 4 6 1
preferences SOIALIIP
4 — .
LA FHolote SO Aot MIEELL Al dE 4 4 4 4 4 4 6 1
7t B8 k= WA= X2|HUCt LIRS
LAY DHOIM KO0 ASTH TIEH2tD ‘—77|*“|-|77P 4 4 3 3 4 3 6 1
Quality of the Securing fa- YA Ofet B X St HQIHEIH B S = T4E 4 4 4 4 4 4 6 1
physical envi-  cilities and  ZH0i|A O|201F&EUM}?
T
onment ) space (4) oS oipt A0l Q= B9, Y AAMBLOIOL 4 1 4 2 4 4 4 o6
YA HOXE 2ot B2 HLHOAM 0[F0AEY
it
YHAHS FAF EAO| Q= F2, LB FAMHO| OF e 4 1 4 2 4 4 4 067°
A HOIXIE AUSH HE O FAFHOIN O|ROIFELINE?
YHAIAS Plet LMoL 7|4 50| =0l OFEE0f U 4 4 4 4 4 4 6 1
AsHIR
Accessibility YSAES flet NEZA AERIEY, ZAY, o=, =AY 4 4 4 4 4 4 6 1
3) )2 X9 0|z 72IE 125te] M5 HiXI=o UL
gUm
UMAES Plot TRZA ALEEY, ZAY, o=, FAY 4 4 4 4 4 4 6 1
52 B H0tZ £ U==F BXTHO|LL OHi7t ZES] A
SEHUSLIR
YHARIS 213t WE Al US(tiERS, FAS S)0l Hal 4 4 4 4 4 4 6 1
s
YRS F3 2 o= A/E & PHIE ZF0 AUSH 4 1 3 4 4 4 5 083
Vit
YHAIAS 2let FH L 2+50] Mo HelF=LH 4 4 4 4 4 4 6 1
sUm?
Quality of per- Informed con- Holt S7AlgAIZN 22 S0fol=X| & & Q=R YUY 4 4 4 4 4 4 6 1
formance pro-  sent(12) AE0| EHE| Q&L 7R
cedures® (18) ULAIBO] LIt HIEAIZO| AT OIE 2 E WA 4 4 4 4 4 4 6 1
HBEASUIR
FTZEARES WO QA0 TSt Hotel 2E BRI E 4 3 3 4 4 3 6 1
ol FAELIN?
(Continued)

24 https://www.kairb.org



Journal of KAIRB 2024;6(1):17-31 0]212 2| 52l e Brady & Cronin| R0 7|Hot A MHIA H £ 2 i

Table 4. Results of content validity testing for the preliminary items (Continued)

Domams Components Preliminary items Expert Expert Expert Expert Expert Expert Expertsin OV
(items) (items) 1 2 3 4 5 6  agreement
LA Tfet M2 FE71 S dHRZ0| ZE=HASH 4 2 4 4 4 4 5 083
e
LA OO =M Leliet £ Q= A 0[0] S 4 2 4 4 4 4 5 0383
M EER0 Z3AEASLIR
SN HYRS Sofl YYAE B OldE= M0 Tl = 4 4 3 3 4 3 6 1
Hg & AASLIR
SYM HEE2 Hal7t Olate 4 U= YACE M= 4 4 4 4 3 4 6 1
sUr
LA ol =2lok= S0F AATICZRE AYARN 4 4 4 3 4 4 6 1
Zofolet= LS LAsUIN
LA Ofet MBS S2 &, SAMO| M| Mol 4 4 3 4 4 4 4 6 1
a2 Z0| Tl A2 AIZH0] SEa| ARSI
A0 FOfol| Fofl 7HE FEo =7t 7 FE 4 2 3 3 2 3 4 067°
2 FH[oh= O £20] HASUIR
AR Hfot= SO, Hotk A0 ChH[OHK| =ot & 4 4 2 2 2 4 3 050°
0] 2elfet HO0| QUSU?
YA FHOf SHS 1245t HO| QU= 4R, 7oz 4 4 4 4 4 3 6 1
B HS DI3ols ¢3S LsUn
Coordination 2782 7ot W=ES flof ZHoll Y& AHS AR 4 4 4 4 4 4 6 1
of care (6) 24
T2 YYAROl H TAE > AT Aot YYAR 4 4 4 4 4 4 6 1
Zo| HANTY, <2 L ZAF UH S)0f ZAS 7HK|n A
AU
YYAR/LZ ERZE AR 7R U2 22 7|Ck{oF st 4 3 4 2 4 4 5 0383
HH0| UEUINR
YA EXILE ZA MO0 HF 22 7|CH0F SUM? - 4 3 4 2 4 4 5 0383
LN A S O, 0| U= B2 A2 4 4 4 4 3 4 6 ‘
Si2fol= YHS dUSUIR
LNAE HREA)0 S o, SR H0| WRSHE 4 4 4 4 4 4 6 !
R SN R £ UASUIR
Quality of per- Subjective un- Holt 27| 2 9fS0|Lt XX 50| B2 HHECHE Atd 4 4 4 4 4 3 6 1
formance re-  derstanding eraxig0) Az S5 YK Bt % 4 4 43 4 4 6 1
sults® (14) of clinical — — — -
trials (14) HoI7H YA ZOJoHA| = 712t 4 4 4 4 4 4 6 1
o7t AR ZF0IAT 2 B A4Z0ILt XX, A 4 4 3 4 4 3 6 1
Hol7t A 2 OFZ0ILt XX, HAL S O 20| Ao o 4 4 4 4 4 3 6 1
GEl=A
LA ooz LY &~ U= 3 2T 4 4 4 4 4 4 6 1
LA HOfRFCEM ot 22 4 QU= 01Y 1
ot 2 YA HO7H &2 SX0A HEA ==0] E 1
= U=K|
LA ZH0401] CHEH CHOt 4 4 3 4 4 4 6 1
LAY HO7L Hotel =7|= S PR tiet 7| 3 1
K0 0|xj= S
LAY HOZ QI8 Hot7t HoiE UL FEN Z2A 4 4 4 4 4 4 6 1
2 4R, 77t X=H|E REok=X]
ALAI P UGl HROILE 22 A0 U= 4R, &1 4 4 4 4 4 4 6 1
Ol 24sH0F X
LA FO7E AFLH0|2HE A 1
SN0 MEZ FAL Hol7H HOfolA 2 LA ot 4 4 4 4 1
e o2 ALt & OfsiottE L

S-CVI/Ave 096

I-CVI, Item-Content Validity Index.
:The adapted from RPPS (Research Participant Perception Survey). 'The developed by researchers. “The adapted from QUIC (Quality of Informed Consent).
Revised items.
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Table 5. Final items

Domains Components [tems Origins
Quality of interaction with researchers Information, education, and communication (7¥) 17 RPPS (Yessis at al,, 2012)"
Trust (6)
Respect for participant preferences (4)
Quality of the physical environment Securing facilities and space (4) 9 The developed by researchers

Accessibility (3)
Comfortability (2)

Quality of performance procedures Informed consent (12) 18 RPPS (Yessis at al,, 2012)"
Coordination of care (6)

Quality of performance results Subjective understanding of clinical trials (14) 14 QUIC (Joffe at al, 2001)""

RPPS, Research Participant Perception Survey; QUIC, Quality of Informed Consent.
*One item was added through content validity testing.
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