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Abstract: Objective To explore the reporting quality and potential problems of randomized controlled
trials(RCT) published in Chinese in the field of non-small cell lung cancer(NSCLC) by CONSORT
Statement. Methods CBM, CNKI, VIP, Wanfang database were systematically searched to identify RCTs
of NSCLC. The deadline of the searching was June 2013. Date extraction table was designed according to
CONSORT-2010 Statement, and the data were input into Excel 2007. Statistical analysis was performed
using SPSS19.0. Results A total of 10421 references were identified, and 2752 RCTs were included
according to the inclusion and exclusion criteria. The assessment results showed that the reporting quality
of included studies had some problems. 40.54% items had a full report rate at <30%. Stratified analysis
showed that more than 50% items of CONSORT were associated with the year of publication (<2010 vs. =
2010), the number of affiliations (1 vs. =2), journals indexed (CSCD vs. non CSCD), the median number
of paper page (<2 vs. =2), and fund (fund vs. non-funded) (P<0.05), moreover, the effect of paper page was
the most obvious(P<0.00001). Conclusion The NSCLC RCT published in Chinese academic journals are
inadequately reported, especially in the description of methods and presentation of results. The number of
units, CONSORT (2010) published, the paper pages and financial support affect the quality of the reports. The
CONSORT statement should be complied in future studies to enhance the quality of NSCLC RCT.
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Records identified through database searching (#=10421)
Additional records identified through other sources (n=0)

Records excluded by title and abstracts
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Records screened (n=3673) |

Full-text articles excluded (#=921)
No NSCLC (n=180)

»| NoRCT (n=358)

Incomplete or missing data (#=290)

Other reasons (n=93)

Studies included eventually
(n=2752)

RCT: randomized controlled trial
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Figurel Flow chart of literature screening
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Rl MAN27T52ERCTHICONSORTIFMN R R AR BEERH & RELLER
Tablel Comparison of CONSORT evaluation results and different factors of report quality in 2752 randomized controlled
trial(RCTs)

Stratified analysis of full report

Full
Year of Number of Magazine : Funding
rt .. . .
Tepo publication units published Fages (medem) support
Descripti
eserption = oo P 1 22 P S X P <222 P Yes No P
2752
n(%)) "= 1= n= n= n= n= n= n= n= n=
1578 1174 2296 456 473 2279 675 2077 258 2494
Title and abstract
la Identification as a 163 96 67 0.68 134 29 067 38 125 0.03 57 106 0.002 10 153 0.15
randomized trial in the title (5.92)
Ib Structured summary 1562 841 721 <0.0001 1275 287 0.004 252 1310 0.09 277 1285 <000001 166 1396 0.01
(56.76)
Introduction
Background and objectives
2a Scientific background 2153 1165 988 <0.00001 1799 354 0.73 391 1762 0.01 439 1714 <000001 218 1935 0.01
and explanation (7823)
of rationale
2b Specific objectives or 1696 917 779 <00001 1410286 0.6 319 1377 0.004 358 1338 <0.00001 175 1521 0.03
hypotheses (61.63)
Methods
Trial design

3a Description of trial design 531 338 193 0.001 441 90 0.79 91 440 097 67 464 <000001 50 481 0.97
(such as parallel, factorial) (19.30)

3b Important changes 27 15 12 085 24 3 045 7 20 023 1 26 004 0 27 022
to methods (0.98)

Participants

4a Eligibility criteria 2155 1240 915 0.69 1784371 0.08 376 1779 0.49 5321623 0.71 197 1958 0.42
for participants (7831)

4b Settings and locations 1189 534 655 <000001 980 209 0.21 231 958 0.007 238 951 <0.00001 129 1060 0.02
where the data (4320)
were collected

Interventions

5 The interventions for 2420 13941026 0.45 1992 428 <0.0001 425 1995 0.16 600 1820 0.38 2272193 0.98
each group with (8794)

sufficient details
to allow replication

Outcome

6a Primary and secondary 1054 549 505 <00001 861 193 0.05 191 863 031 267 787 0.44 107 947 0.27
outcome measures (3830)

6b Any changes to trial 9 5 4 091 8 1 066 3 6 021 0 9 021 0 9 0.04
outcomes after the (0.33)

trial commenced
Sample size

7a How sample size 106 93 13 <000001 93 13 0.23 15 91 0.4 6 100 <0000l 3 103 0.03
was determined (3.85)

7b When applicable, 40 18 22 012 29 11 007 8 32 064 1 39 001 2 38 035
explanation of any (1.45)

interim analyses and
stopping guidelines
Randomization
Sequence generation
8a Method used to generate 467 263 204 0.62 361 106 00001 124 343 <000001 70 397 <000001 53 414 0.11

the random (16.97)
allocation sequence

8b Type of randomization 506 301 205 0.28 396 110 00006 109 397 0.004 102 404 0.01 66 440 0002

and details (18.39)

Allocation concealment mechanism

9 Mechanism used to 91 59 32 014 74 17 058 18 73 0.51 6 85 0.0002 10 81 0.59
implement the random (3.31)

allocation sequence
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g1
Full Stratified analysis of full report
u
Year of Number of Magazine . Funding
rt . . .
Tepo publication units published Pages (median) support
D ipti
eseription = oo P 1 22 P S X P <222 P Yes No P
2752
n(%)) "= n= n= = n= n= n= n= n=
1578 1174 2296 456 473 2279 675 2077 258 2494
Implementation

10 Who generated the random 17 10 7 0.9 14 3 0.9 2 15 0.56 2 15 0.24 1 16 0.62
allocation sequence, who (0.62)
enrolled participants, and
who assigned participants
to interventions

Blinding

lla If done, whowasblinded 20 9 11 027 11 9 0002 7 13 004 1 19 008 4 16 0.11
after assignment to (0.73)
interventions

11b If relevant, description 159 93 66 0.76 117 42 00007 26 133 0.77 32 127 0.19 19 140 0.25
of the similarity of (5.78)
interventions

Statistical methods

12a Statistical methods used 2248 1208 1040 <0.00001 1864 384 0.13 403 1845 0.03 501 1747 <000001 209 2039 0.77
to compare groups for (81.69)
primary and secondary
outcomes

12bMethods for additional 26 16 10 066 22 4 087 5 21 078 1 25 004 2 24 077
analyses, such as (0.94)

subgroup analyses
Results
Participant flow
13a The numbers of 2312 13041008 0.02 1927385 0.79 405 1907 0.29 510 1802 <0.00001 2152097 0.75
participants who were (84.01)
randomly assigned,
received intended
treatment,and were
analysed for the
primary outcome
13b Losses and exclusions 196 135 61 0.0008 148 48 0002 47 149 0.009 26 170 00002 22 174 0.36
after randomization, (7.12)
together with reasons
Recruitment

14a Dates defining the periods 265 153 112 0.89 220 45 085 53 212 02 34 231 <000001 28 237 0.48
of recruitment and follow- (9.63)

up
14b Why the trial ended or 31 20 11 042 25 6 068 9 22 008 1 30 002 3 28 095
was stopped (1.13)

Baseline data

15 Atable showing baseline 475 308 167 00003 392 83 0.56 90 385 026 57 418 <0.00001 61 414 0.005
demographic and clinical (17.26)
characteristics

Numbers analysed

16 Number of participants 2191 1250 941 0.55 1830361 0.79 371 1820 0.48 480 1711<0.00001212 1979 0.29
included in each analysis (79.6])
and whether the analysis
was by original assigned
groups

Outcomes and estimation

17a Primary and secondary 1155 648 507 0.26 951 204 0.19 215 940 0.09 399 756 <0.00001 98 1057 0.17
outcome, results, and the 4} o7)

estimated effect size and
its precision
17b For binary outcomes, 647 403 244 0.004 551 96 0.18 105 542 046 195 452 0.0002 46 601 0.02
presentation of both (23.51)
absolute and relative effect
sizes was recommended
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g%l
Full Stratified analysis of full report
u
Year of Number of Magazine : Funding
Tt .. . .
Tepo publication units published g (e support
D ipti
escription = o0 200 P 1 2 P g]s) ClggD P <2 22 P Yes No P
2752
n(%)) "= n= n= n= n= n= n= = n=
1578 1174 2296 456 473 2279 675 2077 258 2494
Ancillary analyses
18 Results of any other 20 8§ 12 012 19 1 019 5 15 036 0 20 0.07 2 18 092
analyses (0.73)
Harms
19 All important harms 1539 892 647 0.46 1291248 0.47 289 1250 0.01 386 1153 045 143 1396 0.87
or unintended effects (55.92)
Discussion
Limitations
20 Trial limitations, 1135 655 480 0.74 965 170 0.06 210 925 0.13 180 955 <0.00001 100 1035 0.39
addressing (4124
sources of potential bias,
imprecision
Generalisa bility
21 Generalisability of 2039 1119 920 <0.0001 1723 316 0.01 322 1717 0.001 502 1537 0.85 189 1850 0.75
the trial findings (74.09)
Interpretation
22 Interpretation consistent 2613 1493 1120 0.35 2174439 0.16 452 2161 0.51 637 1976 0.43 250 2363 0.14
with results (94.95)
Other information
Registration
23 Registration number and 6 2 4 025 3 3 005 1 5 097 1 5 066 1 5 0.55
name of trial registry (0.22)
Protocol
24 Where the full trial 0 0 0 no 0 0 no O O no 0 0 no 0 0 no
protocol could be ccessed  (0)
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