= efetelA] A26¢ Al1S
Korean J Clin Pharm, Vol. 26, No. 1, 2016

Original Article

ne
0z
>=

ol
=
oo
0
0x
>
e
oF
>
10
AN
1
0x
0]
N

L. %¢C»  Korean Journal of Clinical Pharmacy

= = Official Journal of
wam( A\ amw Korean College of Clinical Pharmacy
Y 4 Available online at http://www.kccp.or.kr
pISSN: 1226-6051

Readability of Patient Information Leaflets in Clinical Trials

Im-Soon Choi', Chul-Soon Yong?, and Iyn-Hyang Lee”*

'Department of Pharmacy, Kyungpook National University Medical Center, Daegu 41404, Republic of Korea
2College of Pharmacy, Yeungnam University, Gyeongsan 38541, Republic of Korea
(Received December 28 2015 - Revised March 11, 2016 - Accepted March 12, 2016)

ABSTRACT

Background: Elements of informed consent including capacity, disclosure, understanding, voluntariness, and permission of the
participant, are all crucial for clinical trials to be legally and ethically valid, During the informed consent process, the patient
information leaflet is an important information source which prospective research subjects can utilize in their decision—making. In
the adequate provision of information, KGCP guideline necessitate 20 specific items, as well as the use language that individuals
can understand, This study measures the vocabulary level of patient information leaflets in an effort to provide an objective
evaluation on the readability of such material, Methods: The word difficulty of 13 leaflets was quantitatively evaluated using Kim
kwang Hae’s vocabulary grading framework, which was compared to the difficulty level of words found in the 6" grade Korean
textbook, The quantitative outcomes were statistically analyzed using chi—squared tests and linear by linear association for ordinal
data, Results: There was a statistically significant difference between the vocabulary level and frequency of words in leaflets and
the 6th Korean textbook, The leaflets were on average 260 sentences and about roughly 15 pages long, including lay language
(easier or equal to language used in primary school) of around 12% less; technical language of around 4.5% more, As the
vocabulary grades increase, there was a distinct difference in vocabulary level between Korean textbook and each information
leaflet (p ¢ 0.001). Conclusion: Patient information leaflets may fail to provide appropriate information for self—determination by
clinical trial subject through the difficulty level of its wording. Improvements in the degree of patients’ understanding and
appropriate use of information leaflets are collaboratively equipped to strengthen patient’s autonomy and therefore guaranteeing
participant’s rights,
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Table 1. Patient information leaflets (PILs).

QAP AP

WA 7V 7} /35

No. Purpose/indication Trial design stage of
development
Efficacy and safety assessment for HER2(+)" metastatic  Randomized, Double-blind, Placebo-Controlied,
PIL 1 . . . . Phase Il
esophagogastric junction and gastric cancer Multicenter
To compare Efficacy and safety for Inoperable Randomized, Open-label, Multicenter
PIL 2 . . . Phase Il
recurrent or metastatic gastric cancer Active- comparator- controlled
F il | ith HR(+)9, HER2(- .
PIL 3 o posimenopausal women V.VI (*) b Open-label, Multicenter, Expanded Access Program Phase Il
locally advanced or metastatic breast cancer
To compare Efficacy and Safety for non-squamous  Randomized, Open-label, Multicenter
PIL 4 . . Phase Il
cell carcinoma of lung Active- comparator- controlled
PIL 5 Eificacy and safefy assessment for mgfosfohc o Non-comparative, Open-label, Multicenter Phase I
locally advanced hepatocellular carcinoma
Efficacy and safety assessment for advanced . .
PIL 6 . Non-comparative, Open-label, Multicenter Phase I
hepatocellular carcinoma
PIL 7 HER2(+) locally advanced or metastatic breast cancer Non-comparative, Open-label, Multicenter Phase Il
PIL 8 Stage 1b Non-small cell lung cancer Ron.domlzed, Openiabel, Muticenter, Phase Il
Active- comparator- controlled
PIL 9 Advanced or recurrent gastric cancer Ron.domlzed, Open-label, Phase Il
Active- comparator- controlled
PIL 10 1%line refractory advanced pancreatic cancer Randomized, Active- comparator- controlled Phase Il
Eificacy and SOfefy.Ossessmem for advanced non- Randomized, Double-blind, Placebo-controlled,
PIL 11 squamous cell carcinoma of non- small cell lung ) Phase Il
Multicenter
cancer
To compare Efficacy and safety for advanced Randomized, Open-label, Non-inferiority, Multicenter
PIL 12 ) . Phase Il
gastric cancer Active- comparator- controlled
] + . i -
PIL 13 To compare Efficacy and safety for HER2(+) Randomized, Double-blind, Multicenter Phase i

metastatic breast cancer

Active- comparator- controlled

*HER2: human epidermal growth factor receptor 2, °HR : hormone receptor

Table 2. Level of vocabulary based on the Korean Vocabulary Classification for education.

15 classification Reclassification Final classification
Institute of KoreanVocabulary Classification (Natmal database) Kim KH’s study Educational stage
Level 1 <1 grade Level 1,2 Level 1 (Preschool level)
""" level2 1, 2d9gade
Level 3 39 4 grade Level 3 Level 2 (Primary school level)
Level 4 5-6™ grade
""" level5  78"gade
Level 6 9-10" grade Level 4 Level 3 (Secondary school level)
Level 7 11-12" grade
""" level 8  Higher education grade
. >level 5 Level 4 (> University level )
Level 9 Jargon (Technical terms)
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Table 3. Basic figures of the patient information leaflets (PILs) included.

PlLs (phases of Number of sentences

Number of words(%)

clinical trials) (fofal pages) Overall Excluded Included* Reclassification
1(ohasell) 479(22) 10,562(100) 3,392(32.1) 7.170(67.9) 2,795(26.5)
2(phasell) 144(9) 4,273(100) 1,278(29.9) 2,995(70.1) 1,053(24.6)
3(phaselll 284(14) 7,035(100) 2,241(31.9) 4,794(68.1) 1,970(28.0)
4(phaselll 186(11) 5,204(100) 1,507(29.0) 3,697(71.0) 1,297(24.9)
5(phasel) 89(6) 2,611(100) 819(31.4) 1,792(68.6) 715(27.4)
6(phasel) 275(14) 6,540(100) 2,073(31.7) 4,467(68.3) 1,783(27.3)
7(phasell) 345(17) 7,600(100) 2,416(31.8) 5,184(68.2) 1,976(26.0)
8(phaselll 112(8) 3,313(100) 984(29.7) 2,329(70.3) 839(25.3)
9(phaselll 355(25) 9,166(100) 2,878(31.4) 6,288(68.6) 2,288(25.0)
10(phasell) 205(15) 5,292(100) 1,712(32.4) 3,580(67.6) 1,347(25.5)
11(phaselll 378(22) 8,059(100) 2,421(30.0) 5,638(70.0) 2,066(25.6)
12(phaselll 86(7) 2,598(100) 856(32.9) 1,742(67.1) 636(24.5)
13(phasell) 417(20) 9,055(100) 2,666(29.4) 6,389(70.6) 2,366(26.1)
Mean +SD 260+ 126 6,254 + 510 1,972+ 790 4,313+ 1,726 1,625 + 665

T Pages = when readjusted to Malgun Gothic, font size 10 in Microsoft Word

*Included = Overall- Excluded
SD = Sandard Deviation



Table 4. Number of words by level.

QAP A G A 1 B /37

Number of words(%) P-value
Level 1 Level 2 Level 3 Leveld Overall (3 test)
Control: 6" grade 8,142 8,511 619 170 18,442 ]
Hextbook (Korean) (44.1) (51.6) (3.4) (0.9) (100)
PlLs Mean 4 S.D 1,823+765 1,807 +735 456 +183 227 £ 107 4,313+ 1725 X2=743
(41.9) (41.8) (10.9) (5.4) (100) P <0.001
: 3,185 2,986 699 300 7,170 X2=700
(44.4) (41.6) (9.7) (4.2) (100) <0.001
) 1,112 1,265 452 166 2,995 X2=1048
(37.1) (42.2) (15.1) (5.5) (100) <0.001
3 2,208 1,973 370 243 4,794 X?=533
(46.1) (41.2) (7.7) (5.1) (100) <0.001
. 1,449 1,455 490 303 3,697 X2=1353
(39.2) (39.4) (13.3) (8.2) (100) <0.001
s 771 744 213 64 1,792 X2=373
(43.0) (41.5) (11.9) (3.6) (100) <0.001
6 2,044 1,980 306 137 4,467 X2=218
(45.8) (44.3) (6.9) (3.1) (100) <0.001
5 2,309 2,255 416 204 5,184 X2=414
(44.5) (43.5) (8.0) (3.9) (100) <0.001
5 975 906 287 161 2,329 X2=830
(41.9) (38.9) (12.3) (6.9) (100) <0.001
5 2,406 2,692 689 501 6,288 X?2=1368
(38.3) (42.8) (11.0) (8.0) (100) <0.001
0 1,506 1,502 408 164 3,580 X2= 660
(42.1) (42.0) (11.4) (4.6) (100) <0.001
. 2,318 2,325 724 271 5,638 X2=1040
(41.1) (41.2) (12.8) (4.8) (100) <0.001
1 675 744 187 136 1,742 X2=692
(38.7) (42.7) (10.7) (7.8) (100) <0.001
3 2,738 2,663 690 298 6,389 X?2=837
(42.9) (41.7) (10.8) (4.7) (100) <0.001

*p-value of Linear-by-linear association < 0.001 for all

PIL = patient information leaflets
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