Table 2. Compliance of Eligible Studies with Consolidated Standards of Reporting Trials (CONSORT) Extension for Harms Modified Checklist Items

Trials published prior to

Trials published after

All trials included in sample

CON.SORT Harms CONSORT Harms Extension (1990-2014)
Extension 51990-2004) (2005_-2014) (N=68)
CONSORT Harms Checklist Items . (N=25) (N=43)
Adherence to Adherence Adherence to
Checklist 95% CI to Checklist 95% CI Checklist 95% CI
Item, N (%) Item, N (%) Item, N (%)
I 1. Title and Abstract I
AE mentioned in title or abstract 12 (48.0) [28.4-67.6] 6 (14.0) [3.59-24.3] 18 (26.5) [16.0-37.0]
I2. Introduction I
AEs mentioned in the introduction 13 (52.0) [32.4-71.6] 15(34.9) [20.6-49.1] 28 (41.2) [29.5-52.9]
I3. Definition of adverse events I
gégﬁt‘i‘sz;‘;“gsrehenswe list of AEs reported or 5(200)  [432357] | 5(11.6) [2.05-21.2] 10 (14.7) [6.29-23.1]
b. Distinguishes between expected and unexpected AEs 2 (8.0) [-2.63-18.6] | 5(11.6) [2.05-21.2] 7 (10.3) [3.07-17.5]
c. Me_ntions use of a validated instrument to measure AE 2(8.0) [-2.63-18.6] 7(163) [5.25-27.3] 9(132) [5.18-21.3]
severity
I4. Collection of harms data I
a. Includes harm-associated mode of data collection 8 (32.0) [13.7-50.3] | 13 (30.2) [16.5-44.0] 21(30.9) [19.9-41.9]
b. Includes harm-associated timing of data collection 7 (28.0) [10.4-45.6] | 14 (32.6) [18.6-46.6] 21(30.9) [19.9-41.9]
¢ Includes atiibution methods or intensity of 2(80)  [-263-186] | 9(209) [8.77-33.1] 11(16.2) [7.42-24.9]
fﬁé‘ﬂﬂf rt}i‘r?:;'a““iated monitoring and stopping 1(4.0) [-3.68-11.7]1 | 3(6.97) [-0.64-14.6] 4(5.88) [0.29-11.5]
IS. Analysis of harms I
Includes plans for presenting and analyzing information
on i (g cng bading o vt ents. g s | ste | pesaal | s 2osise
measures, and any statistical analyses)
I6. Participant withdrawals I
a. Includes, for each arm, the participant withdrawals that
are owing to harm and their experiences with the 1 (4.0) [-3.68-11.7] 14 (32.6) [18.6-46.6] 20 (294) [18.6-40.2]
allocated treatment
b. Includes information on timing of withdrawals 5(20.0) [4.32-35.7] 16 (37.2) [22.8-51.6] 21(30.9) [19.9-41.9]
I7. Provides denominator for analysis of harms I
a. Provides denominators for AEs 14 (26.0) [36.5-75.5] | 25 (58.1) [43.4-72.9] 39 (57.4) [45.6-69.1]
?écf;r;‘l"é"gs’ ?ﬁiﬁgglnfo“;z‘; tg"r analysis set in methods 2800 [2.63-186] | 8(18.6) [6.97-30.2] 10 (14.7) (6.29-23.1]
I8. Data on adverse events I
a. Includes the absolute risk per arm and per adverse
zzzﬁtst’yf:n‘t’irnflfjsms appropriate metrics for recurrent 13(52.0)  [324-71.6] | 18(41.9) [27.1-56.6] 31 (45.6) [33.8-57.4]
variables, and scale variables, whenever pertinent
b. Includes information on grade or seriousness of AEs 5(20.0) [4.32-35.7] 12 (27.9) [14.5-41.3] 17 (25.0) [14.7-35.3]
I9. Subgroup analyses I
E}ﬁr’sﬁﬁgs any subgroup analyses or exploratory analyses 3 15 o [074.247] | 5(11.6) [2.05-21.2] 8 (11.8) [4.11-19.4]
I 10. Balanced discussion I
eDvizrclltlsssion balanced with regard to efficacy and adverse 9.(36.0) [17.84-54.8] | 20 (46.5) [31.6-61.4] 29 (42.7) [30.9-54.4]
gg:;lr;}l percent adherence to all CONSORT Harms 440 (24.4) ) 4.65(25.8) ) 456 (253) )

*Calculated out of a possible 18 points, with one point assigned for a trial adequately meeting criteria for each item

Abbreviations: CI = Confidence Interval; AE = Adverse Event






