* 1040 - 2021 6 62 12 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 12
DOI: 10. 13288 /j. 11 —2166/r.2021. 12. 007
1 1# 1 1 1 204
1. 156 450046; 2.
( IPF) ( RCT) IPF
+ PubMed. Web of Science IPF  RCT
2020 5 8 & IPF N
o 84 RCT 71 672 7 25
251 (37.35%) ; 12 92 (13.69%) ; 11 115
(17.11%) ; 8 58 (8.63%) ; 3 105 (15.63%) ;
/ 2 4 (0.60%) ; 10 47 (6.99%) .
IPF R N o IPF
IPF o
( idiopathic pulmonary fibrosis : RCT; o
IPF) 1.2
2 IPF /
IPF :
1 ( 2017 {
~ o >>) o
IPF 1.3
o ( CNKI) .
IPF ( RCT) N .
IPF « PubMed. Web of Science o
1 o
1.1 . .
IPF ( CT ; . Idiopathic
/ ) Pulmonary Fibroses Pulmonary Fibroses IPF RCT
, Randomized Controlled Trials Randomized Clinical,
: ( STSZYX- 2020 5 8
2019029) ;
(2018]DZX006) ; (182102311165) °
# 1.4
=Y - yxqshi@ 163. com 2 N



2021 6 62 12 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 12 * 1041 -

403
. Endnote X9 270 ( 10 ).
\ 25 . 13 .
o 11 84 RCT ( 57
1.5 27 )
1) : : 57
N N 0 2) : 20 4
1 1
13 » (13 » 1 .
Ies ” “ ’” “ 2. 2
” “ ) 71 672 .7
1.6 :
’ 25 251 (37.35%):
7 : \ ~ 12 92 (13.69%):
~ / \ \ 11 115 (17.11%) ;
~ o EXCGI 2016 8 58 ( 8 63%) :
N ° 3 105 (15.63%) ;
2 2 4 (0.60%);
2.1 10 47 (6.99%)
4306 o I,
1 84
1% 1%
52(20.72) 36(31. 30)
(251 ) 44(17.53) || (115 ) 21(18.26)
23 (9.16) 17( 14.78)
18 (7.17) 11 (9.57)
17 (6.77) 7 (6.09)
13 (5.18) 6 (5.22)
12 (4.78) 6 (5.22)
12 (4.78) 5 (4.35)
7 (2.79) 3 (2.61)
7 (2.79) 2 (1.74)
6 (2.39) 1 (0.87)
6 (2.39) 6 min 42(45. 65)
5(1.99) | (92 ) 20(21.74)
4 (1.59) 10( 10. 87)
4 (1.59) Borg 6 (6.52)
3 (1.20) 5 (5.43)
3 (1.20) 2 (2.17)
3 (1.20) 2 (2.17)
2 (0.80) 1 (1.09)
2 (0.80) 1 (1.09)
2 (0.80) 1 (1.09)
2 (0.80) 305 1 (1.09)
2 (0.80) 1 (1.09)
1 (0.40) / 3(75. 00)
1 (0.40) (4 ) 1(25. 00)




* 1042 2021 6 62 12 Journal of Traditional Chinese Medicine 2021 Vol.62 No. 12

1 84
1% 1%
57(54.29) 13( 27. 66)
(105 ) ( . . ) 45(42.86) || (47 ) CT 12(25. 53)
3 (2.86) 7(14. 89)
36(62.07) 6(12.77)
(58 ) 8(13.79) CT 4 (8.51)
8(13.79) 1 (2.13)
2 (3.45) 1 (2.13)
1 (1.72) 1 (2.13)
1 (1.72) 1 (2.13)
1 (1.72) 1 (2.13)
1 (1.72)
2.2.1 (9 45.00%) Watter” s
o AN > 4
23 IPF 20.00%) {
2 ( )Y (2 10. 00% )
o 21 N (1 5.00%) .
1~5 2.2.3
2. N
2.2.2 o 57 (54.29%)
17 (85.00%) 3 (15.00%) . 46 11
20 5 45 (42.86%) 35
2 21
1%
1
FVC =10% 1 (4.76)
HRCT: . 1 (4.76)
2
FVC% =10% 2 (9.52)
FVC >10% 2 (9.52)
\(® =10% 1 (4.76)
FVC% =10% DLCO =15% 1 (4.76)
FVC >10% DLCO >15% 1 (4.76)
3
FVC% =10% 6min =50m 3 (14.29)
FVC =10% DLCO =15% P (A=) O, =5mmHg 1 (4.76)
FVC% =10% DLCO =15% 1 (4.76)
FVC% =10% FVC =5% 1 (4.76)
4
FVC% =10% DLCO =15% IPF 1 (4.76)
FVC =10% DLCO =5% FVC =5% DLCO =15% 1 (4.76)
FVC% =10% DLCO =15% 1 (4.76)
FVC =10% 6min =50m IPF 1 (4.76)
5
FVC =10% DLCO =15% 1 (4.76)
FVC% =10% DLCO =15% Sa0, >4% P (A=) O, >8 mmHg 1 (4.76)
: FVC ; HRCT CT; FVC% ; Ve ; DLCO

P( A-) O, . IPF . Sa0,



2021 6 62 12 Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 12 + 1043 -
10 &
2.2.4 / CT Meta e
/ 4 (0.60%)
1 ( N AY o
. ) 3 0
CT 16 (34.04%)
1) 12 (75.00%) . Watter”s
2 Fujimoto Y Watter 1986 - -
! 2 Ichikado *
Wells °~" (Lynch " . Fleischner 2 Kazerooni " IPF
1 3 .2) . N + DLCO.
4 (25.00%) CT . C
N o ( CRP)
3 o
14 \
IPF °
Y > A) A) 3. 3
. / . 7 : \ /
. IPF b2
. 13
3.1
IPF
2
25 23 <10% - °
IPF ( SGRQ)
(FVC) ¥ | (DLCO) " ( SF-36) IPF
( Paoz) 24 . I3 ”
N P( A-a) O, IPF . >
s 5
(ucsb
. IPF " SOBQ) IPF
. IPF
IPF 26-27
( TDI) Borg 6 min
3.2
19 3.4 CT
IPF 2
IPF CT



- 1044

2021

6

62

12

Journal of Traditional Chinese Medicine 2021 Vol.62 No. 12

CT

A. D

3.5

29

IPF

RCT

CT

CT

CT

IPF

IPF

RCT

IPF

IPF

IPF

28

IPF

30

RCT N

i IPF

IPF
IPF

1 HARARI S DAVI M BIFFI A et al. Epidemiology of
idiopathic pulmonary fibrosis: a population-based study in
primary care J . Intern Emerg Med 2020 15(3) :437 —
445.

2 STRONGMAN H KAUSAR I MAHER TM. Incidence
prevalence and survival of patients with idiopathic pulmo—
nary fibrosis in the UK J . Adv Ther 2018 35(5): 724 —
736.

J. 2014 33
(4):252 —256.

4 WATTERS LC KING TE SCHWARZ MI et al. A clini-
cal radiographic and physiologic scoring system for the
longitudinal assessment of patients with idiopathic pulmonary
fibrosis J . Am Rev Respir Dis 1986 133( 1) : 97 —103.

5 ) ( )
( ) I 2002 41

2002:55.

7 FUJIMOTO K TANIGUCHI H JOHKOHT et al. Acute
exacerbation of idiopathic pulmonary fibrosis: high—
resolution CT scores predict mortality J . Eur Radiol
2012 22(1) : 83 —92.

8 ICHIKADO K JOHKOH T IKEZOE J et al. Acute in—
terstitial pneumonia: high-resolution CT findings correlated
with pathology J . AJR Am J Roentgenol 1997 168(2) :
333 —338.

9 WELLS AU KING AD RUBENS MB et al. Lone cryp—
togenic fibrosing alveolitis: a functional-morphologic corre—
lation based on extent of disease on thin-section computed
tomography J . Am J Respir Crit Care Med 1997 155
(4):1367 —1375.



2021 6 62 12

Journal of Traditional Chinese Medicine 2021 Vol. 62 No. 12

10

11

12

13

14

15

17

18

19

20

WELLS AU HANSELL DM RUBENS MB et al. The
predictive value of appearances on thin-section computed
tomography in fibrosing alveolitis J .
Dis 1993 148(4 Pt 1) : 1076 —1082.
LYNCH DA GODWIN JD SAFRIN S et al. High-

resolution computed tomography in idiopathic pulmonary

Am Rev Respir

fibrosis: diagnosis and prognosis J . Am J Respir Crit
Care Med 2005 172(4) :488 —493.
AUSTIN JH MULLER NL FRIEDMAN PJ

Glossary of terms for CT of the lungs: recommendations of

et al.

the Nomenclature Committee of the Fleischner Society
J . Radiology 1996 200(2):327 —331.
KAZEROONI EA  MARTINEZ FJ FLINT A

Thin-section CT obtained at 10-mm increments versus lim—

et al.

ited threedevel thinsection CT for idiopathic pulmonary
fibrosis: correlation with pathologic scoring J . AJR Am
J Roentgenol 1997 169(4) : 977 —983.
WILLIAMSON PR ALTMAN DG BLAZEBY JM et al.
Driving up the quality and relevance of research through
the use of agreed core outcomes J . ] Health Serv Res
Policy 2012 17(1):1—2.
QIUM CHENY YE Q. Risk factors for acute exacer—
bation of idiopathic pulmonary fibrosis: a systematic re—
view and meta-analysis J . Clin Respir J 2018 12(3):
1084 —1092.
RAGHU G COLLARD HR EGAN JJ et al. An official
ATS/ERS/JRS/ALAT statement: idiopathic pulmonary fi—
brosis: evidence-based guidelines for diagnosis and man—
agement J . Am ] Respir Crit Care Med 2011 183
(6):788 —824.
WELLS AU DENTON CP. Interstitial lung disease in
connective tissue disease-mechanisms and management
J . Nat Rev Rheumatol 2014 10( 12) : 728 —739.
SAKETKOO LA MITTOO S HUSCHER D et al. Con—
nective tissue disease related interstitial lung diseases and
idiopathic pulmonary fibrosis: provisional core sets of do—
mains and instruments for use in clinical trials J .

Thorax 2014 69(5) : 436 —444.

. 2019 39(3) :242 —245.
WELLS AU BEHR J COSTABEL U et al. Hot of the

breath: mortality as a primary end—-point in IPF treatment

21

22

23

24

25

26

27

28

29

30

31

. 1045 -
trials: the best is the enemy of the good J . Thorax
2012 67( 11) : 938 —940.

FLEETWOOD K MCCOOL R GLANVILLE J et al.

Systematic review and network meta-analysis of idiopathic
pulmonary fibrosis treatments J . J Manag Care Spec
Pharm 2017 23: S5 —S16. doi: 10. 18553 /jmcp. 2017.
23.3 —b.s5.

YU X LI X WANG L et al. Pulmonary rehabilitation
for exercise tolerance and quality of life in IPF patients: a
systematic review and meta-analysis J . Biomed Res Int
2019 2019:8498603. doi: 10.1155/2019/8498603.
CLARKE M WILLIAMSON PR. Core outcome sets and
systematic reviews J . Syst Rev 2016 5(1): 11. doi:
10. 1186/513643-016-0188-6.

SWIGRIS JJ BROWN KK BEGR J et al. The SF36
and SGRQ: validity and first look at minimum important
differences in IPF J . Respir Med 2010 104(2) :296 —
304.

J. 2007 26(1):59 —61.

GRIES K ESSER D WIKLUND I. Content validity of
CASA-Q cough domains and UCSD-SOBQ for use in pa—
tients with idiopathic pulmonary fibrosis J . Glob ]
Health Sci 2013 5(6) : 131 — 141.

SWIGRI JJ] HANM VIJ R et al. The UCSD shortness
of breath questionnaire has longitudinal construct validity
in idiopathic pulmonary fibrosis J . Respir Med 2012
106( 10) : 1447 — 1455.

J. 2017 14(5):31 —34.

2020 38(7) : 105 — 109.

2020 20(7) : 817 —828.

J . 2016 31(7):
2526 —2529.
( 1058 )



* 1058 2021 6 62 12 Journal of Traditional Chinese Medicine 2021 Vol.62 No. 12

est proportion (46. 1% 239/965) . There were 389 cases of MACCE. Logistic regression analysis showed that transi—
ent ischemic attack and re-admission due to angina pectoris were positively correlated to internal accumulation of
damp-heat and blood stasis obstructing collaterals ( OR =5.39 P =0.04) ; re-admission due to myocardial infarc—
tion coronary revascularization and recurrence of stroke were positively correlated to age (OR =1.56 P =0.04)
wind-phlegm obstructing collaterals ( OR =2.07 P =0.02) and ascendant hyperactivity of liver yang ( OR =5. 07
P =0.02); all-cause mortality was positively correlated to age (OR =1.09 P <0.01) heart and kidney yang defi-
ciency (OR=8.71 P =0.03) deficiency of both yin and yang ( OR =38.81 P <0.01). Conclusion Qi defi—
ciency and blood stasis as well as deficiency of both ¢i and yin with blood stasis are the main syndromes of T2DM-
SAP and blood stasis is the major disease nature—related syndrome element. Internal accumulation of damp-heat with
blood stasis obstructing the collaterals wind phlegm obstructing the collaterals ascendant hyperactivity of liver yang
heart and kidney yang deficiency and deficiency of both yin and yang may be the high risk factors of occurrence of
MACCE.

Keywords type 2 diabetes mellitus; stable angina pectoris; major adverse cardiovascular and cerebrovascular

events; traditional Chinese medicine syndromes; real world study
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Analysis of the Outcome Indicators in Randomized Controlled Trials of Idiopathic Pulmonary Fibrosis
DI Jiagi' LI Xuanlin' CAO Jiamin' YANG Shuguang' YU Xueqing'’
1. Co-construction Collaborative Innovation Center for Chinese Medicine Prevention and Treatment of Respiratory Diseases by Henan
Province and Education Ministry of P. R. China Henan University of Chinese Medicine Zhengzhou 450046; 2. The First Affiliated
Hospital of Henan University of Chinese Medicine
ABSTRACT Objective To analyze the outcome indicators used in current randomized controlled trials ( RCTs) of
idiopathic pulmonary fibrosis ( IPF) and to provide references for the rational use of outcome indicators in IPF clini—
cal researches. Methods Databases including CNKI Wanfang VIP Sinomed PubMed and Web of Science were
searched from the inception date to May 8th 2020 for RCTs of IPF. Literature was screened and data was extracted.
The frequency of outcome indicators in RCTs of IPF were descriptively analyzed. Results Totally 84 RCTs were in—
cluded involving 71 outcome indicators with the frequency of 672 times. The outcome indicators were grouped into
seven types which include 25 physicochemical outcomes with frequency of 251 times ( 37.35%) 12 symptom and
syndrome outcomes with frequency of 92 times ( 13.69%) 11 long-term prognostic outcomes with frequency of 115
times (17.11%) 8 quality of life outcomes with frequency of 58 times (8.63%) 3 safety outcomes with frequency
of 105 times ( 15.63%) 2 traditional Chinese medicine symptom/syndrome outcomes with frequency of four times
(0.60%) and 10 other outcomes with frequency of 47 times (6.99%) . Conclusion The outcome indicators are
varied in current RCTs of IPF; some outcomes have no unified evaluation criteria; and there are problems of irregular
use of the outcomes. Therefore topdevel researches on IPF should be designed and core outcome set is constructed
so as to promote the quality of IPF RCTs.
Keywords idiopathic pulmonary fibrosis; randomized controlled trials; outcome indicators; core outcome set
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