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ABSTRACT
Objectives The environment around medical research has changed drastically in the past ten
years in Japan. To conduct good quality research, it is desirable to have high—quality research
protocols. However, factors associated with the quality of research protocol are unknown. The
purpose of this study was to search for factors related to the quality of research protocols.
Methods We included 446 studies for which new applications were accepted by the Nagasaki
University Hospital Clinical Research Ethics Committee between August 2015 and November
2017. Research information, researcher information and stress check results are summarized;
and regression coefficients, and 95% confidence intervals, for factors associated with the num-
ber of initial comments in a protocol were estimated using generalized estimating equations.
Results The number of comments was significantly higher in the study with intervention
compared to the study without intervention (4.3 [95% CI: 0.2 to 8.3]). Similar trends were
observed for the multi-center trial compared to single-center (3.4 [95% CI: 1.2 to 5.6]) . There
was no significant difference in stress factors.
Conclusions The difficulty of the research itself was found to be associated with the quality
of research protocols. It is desirable to provide active support for research with a high degree of
difficulty.
(Jpn Pharmacol Ther 2021 ; 49 suppl 2 : s116-23)
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i A1 (N=438) 1‘%4&(12\] v:vnilé 5s)tress FEA 2( ﬁihlosug)stress
2015 4 2016 4 2017 4 2016 4 2017 4 2016 4 2017 4
Total 115 (26.3) 206 (47.0) 117 (26.7) 115 (69.7) 50 (30.3) 91 (57.6) 67 (42.4)
w3 X v P Median 10.0 16.0 22.0 16.0 22.0 16.0 21.0
(IQR) (6.0t018.0) (10.0t022.0) (14.0t029.0) (9.0t022.0) (15.0t027.8) (11.5t020.5) (13.5to 30.0)
A DF fiE
Hh N (%) 14 (12.2) 18 (8.7) 16 (13.7) 10 (8.7) 7 (14.0) 8 (8.8) 9 (13.4)
L N (%) 101 (87.8) 188 (91.3) 101 (86.3) 105 (91.3) 43 (86.0) 83 (91.2) 58 (86.6)
1ZEE O £ fiE
Hh N (%) 36 (31.3) 49 (23.8) 36 (30.8) 31 (27.0) 13 (26.0) 18 (19.8) 23 (34.3)
%L N (%) 79 (68.7) 157 (76.2) 81 (69.2) 84 (73.0) 37 (74.0) 73 (80.2) 44 (65.7)
TR/ %k
4y N (%) 81 (704) 163 (79.1) 86 (73.5) 98 (85.2) 37 (74.0) 65 (71.4) 49 (73.1)
% Hii % N (%) 34 (29.6) 43 (20.9) 31 (26.5) 17 (14.8) 13 (26.0) 26 (28.6) 18 (26.9)
e
A N (%) 33 (28.7) 59 (28.6) 35 (29.9) 30 (26.1) 14 (28.0) 29 (31.9) 21 (31.3)
B N (%) 13 (11.3) 27 (13.1) 16 (13.7) 16 (13.9) 7 (14.0) 11 (12.1) 9 (13.4)
C N (%) 27 (23.5) 43 (20.9) 31 (26.5) 18 (15.7) 10 (20.0) 25 (27.5) 21 (31.3)
D N (%) 42 (36.5) 77 (37.4) 35 (29.9) 51 (44.3) 19 (38.0) 26 (28.6) 16 (23.9)
el
Wk N (%) 88 (765) 152 (73.8) 89 (76.1) 86 (74.8) 40 (80.0) 66 (72.5) 49 (73.1)
7k N (%) 27 (23.5) 54 (26.2) 28 (23.9) 29 (25.2) 10 (20.0) 25 (27.5) 18 (26.9)
fEfi Median 41.0 41.0 41.0 41.0 425 41.0 38.0
(IQR) (37.0t044.0) (37.0t047.0) (34.8t046.2) (39.0t048.5) (37.2t0 46.0) (36.0t0 46.0) (33.2to 47.0)
(Missing) 6 2 1 0 0 2 1
32 NI Median 2.0 3.0 2.0 3.0 3.0 2.0 2.0
(IQR) (1.5t04.0) (20t04.0) (20t04.0) (20to45 (20to40) (2.0to40) (1.0t03.0)
WD HES g Median 3.0 3.0 3.0 4.0 3.0 3.0 3.0
(IQR) (20t07.0) (1.0t07.0) (1.0t06.0) (20t07.0) (2.0t06.0) (1.0t06.0) (1.0t06.0)
fEIE A D A B L AEE Median — — — 41.0 40.0 — —
(IQR) (38.5t0 43.5) (39.0 to 44.8)
FEE B LDEDA L AKIG Median — — — 51.0 49.0 — —
(IQR) (45.0 t0 59.0) (42.0 to 56.8)
FEIK C @ FPHOY K — b Median — — — 19.0 18.0 — —
(IQR) (16.0 to 22.0) (18.0 to 20.8)
K6 : Ky 7 FE o FLEE Median — — — 2.0 15 — —
(IQR) (0.0t05.0)  (0.0to 4.0)
AN L RHE
H N (%) — — — 5 (4.3) 5 (10.0) — —
L N (%) — — — 110 (95.7) 45 (90.0) — —

Abbreviation : IQR, interquartile range.
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A1 AR 2 A 2 with stress A 2 without stress
55 [ A 7 (N=438) (N=323) (N=165) (N=158)
coefficient 95% CI coefficient 95% CI coefficient 95% CI coefficient 95% CI

MADHY /7% L 4.3 0.2to 8.3* 4.9 —0.3to 10 9.1 1.2t0 17.0* —0.3 —5.7t0 5.1
BEH D /7L 2.6 —0.2to 5.4 2.3 —1.2t05.9 0.2 —4.4to 4.7 5.2 0.1to 10.0*
ik / B 3.4 1.2t05.6* 3.2 02to6.1* 3.9 —0.8t0 8.7 1.2 —2.8t05.1
ZRERLA reference reference reference reference
LR B 2.7 —0.8t0 6.1 2.0 —2.2t06.2 —0.6 —6.4t05.2 4.9 —19t0 12.0
LR C 2.2 —0.7t0 5.0 2.0 —15t05.5 —1.0 —6.6t0 4.6 4.7 0.2t09.2*
LERLD —0.2 —2.6t02.1 0.5 —2.7t03.6 —3.0 —81to2.1 2.6 —1.5t0 6.8
B/ 14 —0.7t0 3.5 1.9 —0.7to 4.4 3.0 —0.5t0 6.5 0.1 —3.7t04.0
il 0.0 —0.1t00.2 0.0 —0.2t00.2 —0.2 —0.4t0 0.0 0.1 —0.1t0 0.4
ez k% —0.1 —0.6t0 0.4 —0.1 —0.7t0 0.5 0.0 —0.8t00.9 0.0 —11to 1.1
i D HEEEEL —0.2 —0.4t00.1 —0.1 —0.41t00.2 —0.1 —0.5t00.3 —0.4 —0.9t00.1
2015 4EJE reference — — — — — —
2016 4EJE 5.7 3.7t07.7* reference reference reference
2017 9.5 7.1t012.0* 3.9 1.4t06.3* 3.5 0.1t0 6.8* 3.9 04to74%*
TEI A fEHOR L ABR — — — — —0.1 —0.5t00.3 — —
TS B : DEDA L RAG — — — — 0.1 —0.2t00.4 — —
I C : MBS R — — — — — 0.0 —0.4t00.4 — —
K6 : 5 2 REO PR — - — — —0.3 —0.9t0 0.4 — —

Abbreviation : CI, confidence interval ; *, P<0.05.
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