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LY248686 Regulatery Response
Table 4.35. Treatment-Emergent Adverse Events Collected by AMDP-5

By Decreasing Frequency
All Patients who Entered Study Perlod IV
F1J-MC-HMBU Study Period IV

DULOX VENLAFAX Totml p-Valua®
N=1l4 N=l1l26 N=240 Cvarall
n(%) n(%) n(%)

OPATIENTS WITH >= 1 TESS 89(78.1) 85(67.5) 174(72.5) .082
Dinziness 21(18.4) 29(23.0) §0(20.8) -428
Blurred vision 16(14.0) 19(15.1) 35(14.6) .856
Incresased drsams/nightmares 10( 8.8) 24(19.0) 34(14.2) .026
Difficulty falling asleep 12(10.5) 14(11.1) 26(10.8) 1.00
Nausea 11( 9.6) 14(11.,1) 25(10.4) .813
Diarrhea 17(14.9) 7{ 5.6) 24(10.0) .018
Palpitations 5( 4.4) 17{123.5) 22( 2.2) 20223
Vomiting 9( 7.9) 10( 7.9) 19( 7.9) 1.00
Backache 9( 7.9) 9{ 7.1) 28( 7.5) 1.00
Somatic anxisty 10( 8.8) 8( 6.3) 18( 7.5 .625
Excesaive appetite 7( 6.1) 10¢ 7.9) 17( 7.1) .624
Hot flashes 8( 7.0) 9{ 7.1) 17( 7.1) 1.00
Shortened slesp B( 7.0) ${ 7.1) 17( 7.1) 1.00
Paresthesia 8(7.0) 8( 6.3) 16( 6.7) 1.00
Increaped perepiration 6( 5.3) 8{ 6.3) 14( 5.8) .788
Headache 6( 5.3) 7{ 5.6) 13( 5.4) 1.00
Interrupted oleep 5( 4.4) 8( 6.3) 13( 5.4) 577
Tremor 6( 5.3) 7( 5.6} 13( 5.4) 1.00
Cardiac pain 5( 4.4) 7( 5.6) 12( 5.0) 7732
Decressesd libido 6( 5.3) 6( 4.8) 12( 5.0) 1.00
Gagtrio disoomfort 6( 5.3) 6( 4.8) 12( 5.0) 1.00
Hypertonia 8( 7.0) 4( 3.2) 12( 5.0) 238
Chills a( 3.5) 7( 5.6) 11( 4.6) .545
Drowsinens 4( 3.5) 7( 5.6) 11( 4.6) +545

O*p-Value ie¢ from Fieher's Exact Eteskt.
Program: RNP,FlJSHMBU.SASPGM (FQAEBS1C) QCA700
Datma: RMP.SAS.F1JM.L.MCHMBUSW.PINAL
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0 Breathing diffioulties 3( 2.¢)
Barly waking 3( 2.6)
Bxoessive thirat 6( 5.3)
Conotipation 4( 3.5)
Heaviness in the legs 3( 2.6)
Inoreaned blood pressure 5( 49.4)
Deareasad appetite 4( 3.5)
Dry mouth 4( 3.3)
Hypersalivation 3( 2.6)
Convermsioa sywmptoms 4( 3.5)
Seborrhea 3( 2.6)
Allergic reactions 3( 2.6)
Hypotonia 2( 1.8)
Increased hypextension 2( 1.8)
Mioturition difficulties 2( 1.8)
Ataxia 0( 0.0)
Dependent edena 3( 2.6)
Nenstrual difficulties 1( 0.9)
Akathisia 1( 0.9)
Bypokinesia 1( 0.9)
Acute dyeskinesisx 0( 0.0)

O¢p-Value io from Pioher'c Bxaot teat.
Program: RMP.F1JISHMBU.SASPGM (FQRESS1C) QCA700

Data: RNP.SAS.P1JM.L.MCEMBUSW.FINAL
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