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Correction to: Safety and efficacy of ®
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open-label, long-term, phase 3 extension
study

Akira lwanami'”, Kazuhiko Saito?, Masakazu Fujiwara®, Daiki Okutsu® and Hironobu Ichikawa®

Check for
updates

Correction to: BMC Psychiatry 20, 485 (2020)
https://doi.org/10.1186/s12888-020-02867-8

Following publication of the original article [1], the au-
thors identified an error in Table 4. The correct table is
given below.

The author group has been updated above and the ori-
ginal article [1] has been corrected.
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Table 4 Key Efficacy Measures During Long-term Treatment With GXR
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Week 50 Last observation in the
treatment period
Endpoint Patient populations  Week 0 Change from p-value Change from p-value
week 0 week 0
ADHD-RS-IV?, mean (95% Cl)
Total scores Former placebo patients  24.76 (2253, 2699) —8.31 (-10.72, =5.89) <.0001 —594 (753, -4.36) <0001
Former GXR patients 2231 (1965, 2497) 1(=11.19,-703) <0001 —7.87(-9.68 -6.06) <.0001
New patients 3280 (3093,3468) —1969 (2335 —-1603) <0001  —1654 (-1977,-1331)  <.0001
Inattention score Former placebo patients 1736 (1597, 1876) —5.51 (=7.15, =3.87)  <.0001 —3.90 (-5.03, =2.76)  <.0001
Former GXR patients 1537 (1368,1707) —582 (=7.22, -442) <0001  —4.87 (-6.04, -3.70)  <.0001
New patients 2168 (2012,2324) —1210(=1470,-951) <0001  —1002 (-1228,—7.76) ~ <.0001
Hyperactivity-impulsivity score Former placebo patients  7.40 (6.15, 8.65) —2.80 (-4.00, =1.59)  <.0001 -2.05 (=277, -132) <0001
Former GXR patients 694 (555,832)  —3.29 (440, -2.17) <0001  —3.00 (-3.96, —2.04)  <.0001
New patients 1112 (950,1274)  —7.59 (-9.81,-536) <0001  —6.51 (=825, —4.78) <0001
CAARS scores (DSM-V)?, mean (95% Cl)
Total ADHD symptoms Former placebo patients 2508 (2293, 2723) —6.27 (-8.65, —3.89) <0001  —4.60 (-6.17, =3.02)  <.0001
Former GXR patients 2274 (2007, 2542)  —838 (—10.90, —5.86) <0001  —7.30(-949, -5.10) <.0001
New patients 32 (2864,3399  —1731(-2089,-1373) <0001  —1508 (1849, -1166) <.0001
Inattentive symptoms Former placebo patients 1740 (16.14, 1865)  —396 (557, —2.35) <0001 —290 (-4.02,-1.79)  <.0001
Former GXR patients 15551390, 17.19)  —540 (-7.03, -3.77) <0001  —4.51 (=589, -3.13)  <.0001
New patients 2039 (1848,2230) —11.00 (1354, —846) <.0001 5(=1147,-6.83) <.0001
Hyperactive-impulsive symptoms Former placebo patients  7.68 (6.38,898)  —2.31 (3,55, -1.06)  .0005 -1.69 (-247,-092) <0001
Former GXR patients 7.19 (5.79, 8.60) —298 (430, —165) <0001  —2.79(-392,-166) <.0001
New patients 1093 (936,1249)  —6.31 (817, —-445) <0001  —593 (-7.56,-4.29) <.0001
CGH response rates® % of patients (95% Cl)
Improvement rate (disease scores 1 or 2)  Former placebo patients 3.4 (0.7, 9.6)° 51.0 (363, 65.6) NA 35.2 (253, 46.1) NA
Former GXR patients 4.8 (1.0, 13.5)° 64.4 (488, 78.1) NA 53.2 (40.1, 66.0) NA
New patients 0.0 (0.0, 86)° 79.3 (603, 92.0) NA 65.9 (494, 79.9) NA
PGI-I response rates®, % of patients (95% Cl)
Improvement rate (disease scores 1 or 2)  Former placebo patients 8.0 (3.3, 15.7) 286 (16.6, 43.3) NA 193 (11.7,29.1) NA
Former GXR patients 9.7 36, 19.9) 422 (27.7,57.8) NA 339 (223, 47.0) NA
New patients 98 (2.7, 23.1)° 379 (20.7, 57.5) NA 31.7 (181, 48.1) NA
Patients not ill or borderline mentally iI® 9% of patients (95% Cl)
CGI-S scores 1 or 2 Former placebo patients 0.0 (0.0, 4.1) 143 (5.9, 27.2) NA 80 (3.3,15.7) NA
Former GXR patients 0.0 (0.0, 5.8 26.7 (146,419 NA 226 (129, 35.0) NA
New patients 0.0 (0.0, 86) 20.7 (8.0, 39.7) NA 17.1(7.2,32.0) NA
AAQoL?, mean (95% Cl)
Total score Former placebo patients 4643 (43.21,4964) 4.13 (0.50, 7.75) 0266 1 (0.31, 5.30) 0282
Former GXR patients 5427 (49.78,5877) 4.29 (0.35, 8.23) 0334 4.04 (0.88, 7.20) 0131
New patients 4328(3838,4817) 1275 (6.68, 18.81) 0002 922 (4.11, 14.34) .0008
Life productivity Former placebo patients 04 (43.75,5233) 264 (—3.32,861) 3775 2.89 (-0.94, 6.72) 1377
Former GXR patients 5788 (5269,6308) 8.74 (4.69, 12.79) <0001 808 (4.76, 11.41) <.0001
New patients 4429 (37.72,5086) 17.08 (9.11, 25.06) .0001 1438 (7.75, 21.00) <.0001
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Week 50 Last observation in the
treatment period
Endpoint Patient populations  Week 0 Change from p-value Change from p-value
week 0 week 0
Psychological health Former placebo patients ~ 47.02 (42.20,51.83)  5.27 (0.57, 9.97) 0286 260 (—=1.14, 6.34) 1710
Former GXR patients 5491 (4888,6093) 2.78 (—2.69, 8.25) 3117 1.57 (-2.82, 5.96) A771
New patients 4339 (3692,4986) 1135 (4.29, 1841) 0027 562 (-0.57,11.82) 0739
Life outlook Former placebo patients 4193 (3820, 4566) 2.59 (—1.97, 7.15) 2597 137 (=1.76, 451) 3868
Former GXR patients ~ 46.10 (4164, 5056) —1.90 (=644, 2.63) 4016 —0.35 (-4.08, 3.37) 8510
New patients 4017 (35.10,4524) 823 (1.25,15.21) 0225 6.06 (0.71, 11.41) 0275
Relationships Former placebo patients 4847 (4401, 5292) 8.16 (2.70, 13.63) 0042 488 (1.15,861) 0109
Former GXR patients 5702 (5097, 6306) 5.00 (-=1.10, 11.10) 1058 4.26 (-0.82, 9.34) 0984
New patients 4524 (3872,51.77) 21 (3.26, 19.16) 0074 6.63 (-0.12,13.37) 0542
BRIEF-A T-score®, mean (95% Cl)
Inhibit Former placebo patients 5724 (5481, 5966) —3.69 (-6.39, —0.99)  .0084 —2.39 (-4.15, -063)  .0084
Former GXR patients 5168 (4920, 54.16) —1.84 (-4.04, 0.35) 0977 —2.66 (-4.65, -0.66) .0098
New patients 5968 (5649, 6287) —8.07 (-11.76, —4.38) .0001 —825(-11.28,-522) <.0001
Shift Former placebo patients 6955 (6683, 7227) —5.84 (-9.00, —2.68)  .0005 —3.29 (-5.51,-1.08)  .0040
Former GXR patients 6273 (5904, 6641) —4.60 (-8.30, -0.90) 0159 —-3.70 (-6.57,-084) 0121
New patients 7007 (6633, 7381) —886 (—11.81,-591) <0001  —863(-11.18, —6.07) <.0001
Emotional control Former placebo patients ~ 57.80 (5551, 6008) —4.39 (=7.55, —=1.23)  .0075 —3.26 (=534, -1.18)  .0025
Former GXR patients 5332 (50.75,5589) —2.22 (-4.97, 0.53) 1104 —-1.52 (-3.72,067) 1703
New patients 5998 (56.74,6322) —541 (=760, -3.23) <0001  —4.53 (-6.68,—-2.37) .0001
Self-monitor Former placebo patients 81 (58.70,6491) —6.39 (-898, —3.79)  <.0001 —448 (—6.45, -2.52) <0001
Former GXR patients 5606 (5273, 5940) —4.93 (-8.10, —=1.76) ~ .0031 —4.23 (-6.87,-1.58) 0022
New patients 6124 (56.70,65.79) —786 (=11.77,-396) ~ .0003 —6.23 (1005, -240)  .0021
Behavioral regulation index Former placebo patients ~ 63.09 (6046, 65.73) —6.02 (=9.06, —2.98)  .0002 -406 (—6.05, —=2.07)  .0001
Former GXR patients 5639 (5343, 5935 —3.71 (=652, -0.90) .0109 —326 (-5.52,-1.01)  .0053
New patients 6473 (6124,6823) —872(=1153,-592) <0001  —798(-1072,-523)  <.0001
Initiate Former placebo patients 6851 (6565, 7138)  —549 (-8.51, —=2.46) 0006 —3.87 (-5.94, -1.80)  .0004
Former GXR patients 5971 (5658, 6284) —3.31 (-6.64, 0.02) 0514 —2.03 (-4.87, 0.80) 1563
New patients 69.10 (6497, 7322) 1038 (1398 -678)  <.0001  —895(-12.11,-579)  <.0001
Working memory Former placebo patients 7391 (7107, 76.75)  —4.80 (-845, —1.15) 0111 —3.31 (-5.68, —-0.93) .0069
Former GXR patients 6618 (6257, 69.78) —4.78 (=824, -1.32)  .0079 —-3.92 (-6.70, -1.13)  .0066
New patients 7410 (7029, 7791) —1093 (1498, —688) <0001  —10.15(-1373,-657) <.0001
Plan/organize Former placebo patients 7051 (67.74, 7328) —3.86 (-6.94, —-0.78)  .0152 -232(-4.37,-027) .0270
Former GXR patients 6302 (5952, 6651) —3.69 (-=7.09, =0.29) 0340 —-3.00 (=590, -0.10)  .0426
New patients 7051 (66,57, 7445)  —890 (1263, -5.16) <0001  —875(=11.90, —5.60) <.0001
Task monitor Former placebo patients 7263 (69.56, 7569) —6.76 (—9.95, =3.56)  <.0001 —4.07 (-6.35,-1.79)  .0006
Former GXR patients 6385 (6022, 6749) —702 (-11.06,—299 0011 -4.89 (-8.34, -143)  .0063
New patients 071 (6607,7534)  —893 (-13.17, -4.70) 0002 —835 (-12.12, -458) <.0001
Organization of materials Former placebo patients 6597 (63.95,6798) —5.00 (-7.82, —2.18)  .0008 —3.24 (=521,-1.26) 0016
Former GXR patients 5861 (55.77,6145) —3.31 (=5.55, -1.08)  .0046 —287 (-4.62,-1.11) 0018
New patients 6573 (6243,6903) 841 (=11.90,—493) <0001  -788(-11.03,-472)  <.0001
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Week 50 Last observation in the
treatment period
Endpoint Patient populations Week 0 Change from p-value Change from p-value
week 0 week 0
Metacognition index Former placebo patients 7336 (7051, 76.21)  —5.80 (=9.04, —2.55)  .0008 —3.75 (-5.86, —1.65)  .0007
Former GXR patients 64.16 (6065, 6768) —5.02 (-8.21,-1.83)  .0028 —382 (644, -120)  .0050
New patients 7324 (6929,7720) —11.14(-1495,-733) <0001  —1035(-1369,-701)  <.0001
GEC index Former placebo patients 7052 (67.76, 7329) —641 (=9.59, —3.22)  .0002 -422 (—630, -2.15)  .0001
Former GXR patients 6173 (5832,65.13) —4.84 (-7.96, -1.73) 0031 -390 (-645, -1.36)  .0032
New patients 7110 (67.26,7493) —1086 (-1429,-743) <0001  —1005 (-1321,-689) <.0001

AAQoL Adult ADHD Quiality of Life Questionnaire, ADHD-RS-IV Attention-Deficit/Hyperactivity Disorder Rating Scale IV with Adult Prompts, BRIEF-A Behavior Rating
Inventory of Executive Function-Adult Version, CAARS Conners’ Adult ADHD Rating Scales, CGI-/ Clinical Global Impression-Improvement, CGI-S Clinical Global

Impression-Severity of lliness, C/ confidence interval, DSM-IV Diagnostic and Statistical Manual of Mental Disorders (Fourth Edition), GEC Global Executive

Composite, GXR guanfacine extended-release, NA not applicable, PGI-I Patient Global Impression-Improvement
#Change from start of long-term treatment calculated using week 50 or last observation in the treatment period and assessed using two-sided t tests
PData are response rates at each time point. Differences in response rates from the start of long-term treatment or week 1 and week 50 or last observation in the

treatment period were assessed using two-sided t tests
“Data are response rates at week 1 of long-term treatment
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