FTLUESE25mg, F#E Smg LUFEE 10 mg

2.7.6.20.2 #EEDOAR

Core Study |23 1 9B H DINFR 4 3 2.7.6.20-4 (27 Lz,
26 63 FIBARERICBHINEERENE, 2
Do 5 1 FlITE - TEELLANZEHRE Gmeg #) ThHY, YBgiraRELRE SN
Tefsodn, Y 62 ik Core Study THE XN 4 BB OIEBRER 25T L=,

AIEB T 214 HIHR 7Y —= P ER,

276 e mEBOE LG

F* 2.7.6.20-4 #wHEBREDOWR (EEEHR 202 58, Core Study)

e L L F s g SR
TIERE R 5 mg B 10 mg B 15 mg 5% e
EESRA 12 12 14 13 12 51
=i 54 0 0 1 0 0 1
1= 545 12 (100.0) 12 (100.0) 13 ¢100.0) 13¢100.0) 12 (100.0) 30(100.0)
5T 12 {100.0) 12 {100.0) 13 (100.0) 13 (100.0) 12 (100.0) 50 (100.0)
e 1E£5) 0 0 0 0 0 0

HmE, () REEREFEHTBEE (%)
(FeftiEEl 53.54.1 @ Table 7 # 8| H)

AL 12 25 1l (Core Study OSBRI ORI 7725 36], 25mgBE 6, 5mg &5 4,
10mg B 6 fAl, 15mg BE 5 ) BEFEINT, 2O OWBREOAREBERE2IE (Core Study B U
FHiOT =& b 7H 2019 F 1 A 11 BET CBIA2BRERERIT. <Smg (T4bb
25mg XiESmg) B35, 10mg 28156, 15Smg M5 ETho, T—FH v FATEET 10
AlpiEEAFIEL TBY, PILOELEE ISR ES Y 4 6, AFEFLRTDRET+444E 2
fl, RIS DR S A 1 flTh otz

2.7.6.20.3 fET*IREH

Core Study (ZRWTid, RBERBESINZ 626 (X7 A 124, 25mg BE12 4], Smg
B34, 10mg BE 134, 15mg B 12 () O SHABTEIERITEER, FAS KU PK/PD @I
ASEFAICERA I, ®KEEA 1 FAiTnFhofirdgElc S A SR o7z, 8k,
PK fBMret G2 L, LR vty MEEHO S B, EEhiREIT oMk &S Visit 5 T
FREENZ o7 LA (25meg B ZFRV 7z 40 2 8H S hurz,

MEFEHTIZ BV TIE, BRI BR SN T L R LS4y F2RESRE 25 HSpn T
Mt ST A = vz,

2.7.6.20.4 HERH

Core Study (2351} A FAS (Z &M AEEM EF—) OFEBREEROENEZRER 27620512
I Lt

5 REHICBT AEBREFETEIE L CEE L TuwED, ZoBlEE 15me B (83.3%) Tith
O GHE (46.2%~61.5%) LHATOR0EmNo/, 5 HEHICEIT S apnea-hypopnea index

(AHD) OFLEy 3.60~7.05 4 <2 b /BRI TH 0, BEEORERRFREIEE (5 1 <2 kB
PLE 15 A~ b BT 28 T3WBENEERICEZHAAN SN T, ARSI T,
HAEMIAAMIENWTELS, 77 8AEE, 25mg B, Smg BER O 15 mg BEICHE 2 A, 10mg BF
w23 FE D FT e, ek, S ORERE L ST Core Study L RE{ R LR,
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FTLUESE25mg, F#E Smg LUFEE 10 mg

#+ 2.76.20-5 #WEE

276 e mEBOE LG

(ReMBTHREH) (EEH£R 202 58, Core Study)

L s S

T ERR | 25mg B 5mg & 10mg#t | 15mg#t &3
(12 48) (12 1) (13 1) (13 f5) (12 f5) (50 1)
ks (R ¢
151 % 12 12 13 13 12 50
THE (I EEE) 753(6.15) | 76.5(6.32) | 76.9(7.98) | 71.8(7.05) | 719 (6.11) | 743 (7.16)
i 755 76.0 81.0 71.0 735 74.0
ENME ERE 65, 84 67, 89 64, 87 64,85 64, 81 64, 89
FETEE, (%)
6064 2% 0 0 1(7.7) 1(7.7) 2 (16.7) 4(8.0)
6574 2% 4(33.3) 4(33.3) 4(30.8) 9 (69.2) 4(333) | 21(42.0)
75~84 m% 8 (66.7) 7(58.3) 7(53.8) 2(15.4) 6 (50.0) 22 (44.0
85--00 2% 0 1(8.3) 1(7.7) 1(7.7) 0 3(6.0)
PR, (%)
Bt 5(41.7) 6 (50.0) 5(38.5) 7(53.8) 2(16.7) 20 (40.0)
i 7(58.3) 6 (50.0) 8 (61.5) 6(46.2) | 10(83.3) | 30(60.0)
ATE, 71E(%)
White 8 (66.7) 9(75.0) 8(61.5) 9(69.2) 9(75.0) 35 (70.0)
Black or African American 2(16.7) 1(83) 2(15.4) L{77) 1(83) 5(10.0)
Japanese 2(16.7) 2(16.7) 2(15.4) 3(23.1) 2 (16.7) 9 (18.0)
Other 0 0 1(7.7) 0 0 1(2.0)
HE (em)
1712 12 12 13 13 12 50
THE (I EEE) 166.86 162.46 162.98 165.10 154.38 161.34
(14.449) (10.138) | (1.322) (8.779) (13.749) | (11.507)
BE (kg
152 12 12 13 13 12 50
THE (K EEE) 81.89 69.44 65.58 72.41 70.33 69.42
(20.217) (15.521) (12.236) (19.812) (18.417) (l6.416)
Body mass index (kg/m?)
151 2% 12 12 13 13 12 50
EE EEEE) 2934 26.11 24.66 26.30 30.45 26.82
(6.243) (4.208) (3.757) (5.663) (11.578) (7.074)
Apnea-hypopnea index
1712 12 12 13 12 11 48
R A 0 0 0 l l 2
EHE EEEE) 6.28 7.03 (4.185) | 5.06 (4.134) [ 5.08 (4.045) | 6.72 (5.389) | 5.94 (4.395)
(3.963)
A fiE 535 7.05 3.60 5.10 5.40 530
ENME, ERE 0,13.7 02,136 0,12.7 0,13.4 0,14.9 0,149

BMI = body mass index.
a: [HE SR O

b: LFEWWEEHE -3V T apnea-hypopnea index 73 BiR BB A R4 7 L A 7R L,
(BRfT&# 53.54.1 @ Table 9 % 51 /)
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FTLUESE25mg, F#E Smg LUFEE 10 mg 276 lx OEREBEOE L

2.7.6.20.5 aEREEDRBINR

Core Study Tlf, BBELEEEIN-2BE CRES 7747 A0 89%~118% ThHh -
7o F30%DWRE TRE 7T AT AN 100%% 8B LTz, ZhiddskiRad &
BHELHELTLE-ZZ0BAICEIALOTHY, BREHIRE SR o7z, &7 5
HoORBHM O P REIL 280~285 A THD, 2 TOREBREN Core Study TTE X - iR
DEEE5ET Lz,

ATER O IR S0 (Z 2RI RER) 1[CRBWT, Core Study 2 &Fdr L 2R b b
Pe5bF (On treatment) % %t&: & L/l Cld, FAARESEMHFIORIE V7747 v ADpH
EiE<S mg BET 73.1% (#1PH 64%~99%), 10mg BE T 96.2% (#iPH 70%~101%) KT 15 mg &
T 1001% (73%K TR 101%) Thol-, #HEHicB W THlRBERGIIRESN Lo/, FREER
EBEFEN 0 REHIR O P EI IS mg #2T 119.0 B (#PH 28~256 H), 10mg #£T 288.0 A (#0
FH89~336 H) RO 15mgBET2650H (41~324 H) Thotz,

2.7.6.20.6 EMBEOER

MAEF LR L MBEMEOZHOEME Visit 5 TEBL, BEORAEREA (B
FRDg, Ao F RO X ) BEME O D OEMIE Visit 3 & T Visit 5 THERE L
fre RARDLRURAY L F L OMBPEEOENHESIEIZL VR L300 MEBRTTE THEE
LT, /2, F70# 3 2BLTE, HRLTOWAERER | 4727000, BN
BESERTXT, LR Lrd Ty MEBRIE TORBUI TR Rd o7,

7R, KEBRTELNMETL R LS BRI, mEBROoT—F LS L, BEH
FpEhie  HE PR ICRIR L,

2.7.6.20.7 BUEORE

AIERCIE, Lol dd s hORESEE L LT 25me, Smg, 10mg ROV 15 mg A BE L7z,
ZM5h, Smg THEHEE, ®EE A U XLEEOET 2 F T T T 487 A= X T BWTE
R BT, BB, BIENEEEBCEET AT ZF 777 437 A =220 T, FFiZ
A Lz ECHE L THIEAY 2 BBEIREEE % (habitual time) | (28D < fEMTi2NZ, S
(CECER & N TR BEARF T (logged time) | WZE-SAEHTL Fh Lo, FRIEROBEREET
W, 2@ 95 logged time [ZED{EIHELZEITFL, FEIZLFO/REZ R LE, LTIZH
FEAGE B OB ROE L =T,

i A B e 00 2T 7B

actigraphy sleep efficiency (aSE) : W EREMIZB T AT aSE OL—2A 5 (4 o OEE
(2T, MCP-Mod FiExHWTHERSBFEABE L2, SEtkiod T 2 BESES#Er
HRNCEE L o P BTN EN o, 2T VO EERSBOER aSE 1T 7634%~
78.45% T =7z, aSE DR—A T4 NEOENVEBOB/N_RPEHOT 7 2RBEL DOE (95%(E
XM iE, LrrAR eSSt 25me BE Sme B, 10mg BRT 15mg BTHFRLER 3.177%
(-0.741%, 7.096%), 2.802% (-1.119%, 6.723%), —0.960% (-4.777%, 2.857%), BKT* 0.713%
(-3.160%, 4.585%) Thol, LRl F 4 b 25mg RO Smg 8 TiF, 4 MO EREH
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FTLUESE25mg, F#E Smg LUFEE 10 mg 276 lx OEREBEOE L
M ic—& L TR ORI FEOEMNPBRED b,

sleep fragmentation index (SFI) : v3— R 7 4 RO &R 5RO IE] SFI 14 50.07~58.51 Tho
7o SFI D=2 714 b OBEEOR/NZREHO 77 R L OE (95%EFHEM) i1,
VRl FH b 25mg B, Smg B, 10mg BT 15mg BETENEN-5098 (-12.240,
2.045), —6.105 (=13.332, 1.122), 0680 (—6.262, 7.623), K(F3.140 (-10.178, 3.897) Tk~
o (EVZE, HEOBEROB {30k GEfELZEBRETHA Z L 2RT), Lol ity
I 25mg 8, Smg #ERT 15mg #E T, 4 MEOREHBTIC—8 LT X0k L7z BElRA35E
o,

mean duration of wake bouts : ~i— A7 A OB REFHOFIE L 2032~2194 Thoiz,
mean duration of wake bouts D<= 27 A VG OBV EO R/ RO T 72 RB L OFED,
LR bF e b 25mg B, Smg BF, 10mg BER TN 15 mg 8 TFLF40 1.932, 3.386, 1337 K&
4320 Tholo (FEWIZE wake bouts BRI L %2R, aSE R SFI & B0, WIholk
BEEIZBWTE B Ll HIR@B0 ool

=R BE S o R T4 TE

actigraphy wake efficiency (aWE) : 2 5 &M (251 58 aWE O—2 7 1 b OB
(T T, MCP-Mod FEa AWTHRRICERA RS L=, @itk x4 5 ke s~ sst
FRINCHBL R TETNIE NS, R—RAF A4 VEBOREEROTEY aWE 1T 67.19%~
72.53% T olz, aSE ORX—A T A VInLOE(EDR/NZREHOT 7 ERELOEZL,
FARLEH b 25mg B, Smg B, 10mg AT 15mg #TETNEN-3437%, 1.458%, -
4.994%, MTF259R3%Thotz, LR LbFH b 5meg BT 4 BROBRSEHETIC—8 L
THHROREHEOHEMBED -,

wake fragmentation index (WFI) : =27 1 VEFOZ RSO WFI L 85.72~94.76 Th
27, WFI DR_R—2AZ7 4 o OE{LBORN_FEEHO 7R EOERDL, LR LLES
Yh25meg B, Smeg#E, 10mg RV 1S mg#ETENEN 4845, 3872, 6776 KU 3017 TH
o Bz, HHRoORBOMA (LS b2<{ERLERETHEL ZLE2FRT), LRt
b SmgBETIE, 4 RABMOREHBPII-BL L ERLETENED LN,

mean duration of sleep bouts : ~X— R 7 A IO/ EFHO FIYIL 18.36~23.30 TH o7z,
mean duration of sleep bouts M X—RA 7 A VL OE(EOE/ —EFHOT 7R LEDE

(O5S%fEMEEMAE) & R LFthe b 25me B, Sme B, 10meg RO 15 mg BTHENEN
0.063 (—2.452, 2.579), —0.238 (—2.817, 2.342), —0.293 (2745, 2.160) K TF-1.557 (-4.113,
1.000) Th ol (FmvEE sleep bouts BEWI L amd), VoAb FHF Smg 8, 10mg
HEO 15meg BT, 4 ARORSHBPIZ—8E L THHR® 10 Bl s L/ EIRE Y O
DR BT,
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FrE A% 25mg, FEE Smg K OFEEE 10 mg 276 e DEBEOE L

$EH VR 2 B o0 R

interdaily stability (IS) : BEHR—RME ) X220 AMOLEEORIE TH Y, 0 (ZEESE)
Mo 1 (ZEERE) DR LD, X—AT7 A VBOERSHOEY IS X 041~049 Tho
oo IS =R TZ A ViInLOE{LBORNZREHO T EARELOERR, LR LXH b
25mgRE, Smg R, 10mg BHER U 1S mg B TENLN0.032, 0.033, -0.052 KTF0.005 ThHoiz,
LR b dd s b Smg BETCHE, 4 HBOKREYMTIC—8 L TRR - FEEY X 20 A RESO
ZEBED b,

intradaily variability (IV) : fREFFRIH (rest bouts) »{EEIFFRIH (activity bouts) DExiLHK
RO 2 ERMICTEMLZ LT, EHERSWVEEHA {EOBEBRKEWI L ERT, -
AT A IEOEREEOFEET IV L 090~1.10 Thofn, IV DR—2R7 4 D OBE{LED R/
TREHO ST ERELEOEL, LR 25 me B, Smeg B, 10mg RO 15me B
TFHIFT 0086, 0012, 0057 BT 0025 Thotz, VB FH+ o b smg BT, WAk
DELBAFRD LT,

least active 5-hour period (L5) : 24 K238 W TR G EEHE OV 5 BB AREtE0
BETHY, SEZFETHL LR T, A=A 7 A VIFOAREHOFR LS 3 11632~
1490.4 activity counts Th o7z, L5 D<= A F 4 U iInL OBV EO RN _FEHO T 7 2 REE L
DFE (9S%EEEM) ik, LRl dF bk 25mg B, Smg B, 10mg #EET 15mg B TEFN
1. -389.873 (-739.177, -40.569), —402994 (-751.670, —54319), —141.026 (-489.805,
207.752) R (F-367.845 (—717.870, —17.820) activity counts TH 0, £TO L AR LFh b g
H#C, 4 HRAOERSHAFIC—8 L TEMO LV EIL LEREBORIRSRES b, S 610,
LR FH b 25mg B, Smg BERU 15mg BTIET 7 BREEE B L CHFHENIICER

(FNFh, P=0.0294, 00243 BUN0.0398) 72 L5 O BEED RE,

most active 10-hour period (M10) : 24 FREIZI W TR bIEEIEO SV 10 B O EEE O F1y
ETHY, KEXTERTHL L 2T, =27 (1 COSRGHOFE M0 (X 85604~
12158.1 activity counts T -7, MI0 D-S—A T A Wb DOEBEOR/ N "BV O 772 R
EOED, VAR LEFF R 25mg B, Smeg B, 10mg R 15 mg BETENFN-1276.180,
227464, —620.581 B (F-577.820 activity counts T&H Y, LB L+ b SmgBET, HHEOIEZE
R EE SRR HLT,

amplitude of the rest-activity rhythm (AMP) : M10 R ONLSs oZEE L CEHE S, (KB —i&EhY
ALDOWREZ R, ~—AT7 A4 VHEOERETEOTE AMP i1 7396.9~10994 8 activity counts C
o, AMP MO —AF 4 N EOT{FEOR/N_FEHO 772 RELOEDZ, LR LH
Hr b 25mg B, SmgBE, 10mg BER TN 15 mg 8 TEH N E41-839.088, 651.922, 447245 KT
130.603 activity counts T#H ¥, LRl Fth b S5mg BHETHRE 1R8N XA DIRIEOLE (5
m BFEDHLNE,
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FTLUESE25mg, F#E Smg LUFEE 10 mg 276 lx OEREBEOE L

relative amplitude of the rest-activity thythm (RA) : M10 BTNLS @ FE A M10 BT L5 OF TR L
S LTCEHESR, RE—IEE ) X200 RRIEZ =Ry, S—A 74 VIREOEREHED
T RA 12 0.73~082 Thol, RA D=2 74 6 DEEBOR/N_FEEHO 77 R it
EDE (O5%EERM) i, LR Xt b 25mg B Smg B, 10mg RN 15mg BETH
AR 2.0% (-3.4%, 7.4%), 6.0% (0.5%, 11.5%), 0.3% (-5.1%, 5.6%) KT 5.7% (0.4%,
11.0%) THY, €TV AL MESHCHRE—IEE ) XL 0MaRiRigoE (08
m BREOENE, a6, VR rX b Smg EREC 15mg T 7 RSB LT
WEHFHIC BB RA OWMNASEE D bivs (B, P=0.0322 X TR0.0364),

- o0 thn o0 F hE FEAE B

R TST : =27 A RO REFHOFEE TST X 399.13~41549 5 TH o7z, ®ME
TST D=2 A P EDEBOE/N_REHO 77 2R L OE (9%EEER) 3,
AL HFH b 25mg #F, Smg #f, 10mg BT 15mg BETENEN-0586 (-32.916, 31.744),
10.726 (-21.409, 42.860), -1.253 (-32.857, 30.352) KT} 16460 (-15.654, 48.574) 43 THY,
VR bFt b Smg 8RN 1S mg 85T, 4 HAOESHBATIC—8 L CERRMORREEIERM O
B 23ER S b,

HA TST: =R 7 A EFOEHEEREOFEHEH TST iE 258.49~292.02 53 Thol=, HE
TST D= AT7 A L OE(LBRO R/ ZFEHO T 7 R REELOEL, LR Xk
25mg B, Sme #E, 10mg RO 15 mg HETENEI 43585, —10.341, 48.065 K(F25.591 &3¢
HY, LR Fheb Smg BT, 4 AEOEREHE P IC—E U TH PO EIRFE O RS
e HILTE,

CGIC-ISWRD : RiERIZBT AR T — ¥ RUOERER CTER LMo BHEROBEDO R 2T
BT A Z LB TERVMAL L RHliE 2 L Y, ISWRD OIERICHEE L 2 2RISR 5
Tof, CGIC-ISWRD DEHEARATO T 7 RICHTH A v AL, VR rFERH+o b
25mg #, Smg #, 10mg LR 15mg #TENL4 050, 1.00, 1.00 LTF 038 THY, HE
WIS O BEED N,

aSE B aWE (2 £-3 < IKBkPE O RERR — TERMT Fr{b. © aSE (250  BEIRMEOR BT, 77
EAREE, LR LFH L 25meBE, SmeBE, 10mg R 15 mg BETEILEN 66.7%, 23.8%,
23.1%, 52.0% KT 50.0%DWBREFICE DN, 7T EARLESTL R L3ty FERER
Tid&En -7, —J, aWE CES{ RBEDHEORBMHIL, 77 8RB, LR rdtb
25meg B, Smg#E, 10meg BERT 15 mg #ETENFN 37.5%, 47.6%, 42.3%, 58.3%& T8 54.2%
DEFRFICFRDON, TT7ERFELEAT LRt FERERTITR 2,

ADAS-cog : AD BF & xtg b UEBERB TR LA AW o Twv 2 RS M A 7 —
Thd, 0~85 ADA2T Tl L, 0 AEEER L, 85 AdEEOERENRERTHLZ LETF
To A=RTA UL OEBEROR/NTREET, 7 2R, LR b Y b 25mg B,
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FrE A% 25mg, FEE Smg K OFEEE 10 mg 276 e DEBEOE L

Smg B, 10mg BERTF 15mg BE 7033, 481, 001, -1.92 BT 118 THY, WihozR5E
THIEAMSEOR L LREERO NN, =R T4 6 0E(LEOR /| R
DT ERFELEOEDL, oA FH N 25mg B Sme B, 10mg RO 15mg BECENE
U448, 034, —1.59 KU 151 ThY, 25mg #TIL7 7R L U TSI HEE R
FOFIEREO BCE SRR BV (P=0.0227), Ak, MMOBRERCOWTE, 7T EARR L ORE
FHICEBRETRD N R -7,

MMSE : 27 V== 7% LTES AV T2 RASERETH S, §5t2a7
30 ATHYD, AT RARWIEEEABRESORENE, RaTHENEEEEORER
NI EBTRBEEND, AT A UL OECEBORNZEEEE, T EREE LAV
b b 25me B, Smg B, 10me BERE O 15me BETC 1.88, 1.96, 1.01, 1.15 U027 THY
WP OE SR TOREAKBEOR O LLEIIRD ool AT A Vb OE{LE
DN _REHOT 7 EREEEOEDL, LR LrE b 25mg B, Smg B, 10mg BEET
15mg BETEEH 008, 086, -073 RU-214 THY, WTIhoE5EH B\ TY, 7%
L OFEIFEMICAERREITRD Loz,

WERE O B OEEIC B < EQ-5D-5L VAS A7 ¢ LA A 7T B 2 B SR R UM 5 2
CRWAZ O T2 —EMNARFEMRETHY, BEOEAROEROWEH FRECET ST
—FDIEICAWZ, VAS 237, 0= BT 58 bRBWERKE], 100= (BT 55K
HEREWERIKE] L LAETIFu S Ar— L Thb, A—ATA e OELBEORE) T RTY
W2, 7SR, LoARLFH b 25mg B, Smg B, 10mg BEERTR 15mg BETEFLF 7.38,
-9.33, 641, 613 RTF 593 THY, 25mg HUAOE SR TIL, BT ILE FOBEREL S
CFEMLTWE, BB, =274 oo OBLEOR)SZEEHL, LR LEH b
25mg HCERZ7ERLIEL CHEFMZCEEZEAS LTEY, BRKEBOBELIREEN
T

S ORI MIC -5 < EQ-SD-SL VAS AaF : ~N—R 5 A LB BRI —FEE
L, 77 R, LR EEF R 25mg B Smg B, 10mg RO 15mg BTENEN
542, =370, 2.62, 266 R(F-070 THY, 10mg BHUNOREHECH#ELTIZERE OMRELE
WRRE LI LR L TN, = A7 Vb OB BORNDZEEHO ST EREEE D
Zix, LyRrFH R 25mg#E, Smg#E, 10mg BERTR 15 mg ETENFIL1.72, 2.80, 807
R 472 THY, R ldty b 10mg BECIREEREONRENRERINE,

NPL-10 &5fA 27  FASEICBWTERD b N ARG R TEN A HHE B OVEREE O B 70> kil
TAHFETHL, FHAENZERBRMMBRESBRN 2R LTINS, A7 4 b d
TEORIN_FEEE, 7R, LR XH b 25mg B, Smeg B, 10mg BERO
15mg HTHFNFN-650, =377, 201, 616 R 064 THY, 15mg BUNORERTIIE
PEFRIEES S E L CWE (L, 77 R L~ TEREIED SRRV 2 LR
=Y g
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FrE A% 25mg, FEE Smg K OFEEE 10 mg 276 e DEBEOE L

SDI A7 : NPI 5 LEEREEER (2 >WCFHET A 290 7 DOEMEBERE G5, M
B ENIIVBREEZEODEENENZLETRLTWA, X—A7 4 L OE{LEOR/N_F
Yk, 77 EREE oAt 25mg B, Smeg B, 10mg RO 1Smg BETENEN
—0.46, —0.16, —0.30, —0.06 K105 THY, EEECRESSEEZELTWS (L, 77k
PR L WAATEBREEZED bRV Z g ahi,

NHEL BT LHE

BT BTA LRty MESOMPE2FEMT 578, PSQI (fri#H ORENROE &
s8F =), ZBIshort form (STi#& OAM) KU EQ-5D-5L (& OMEEREE) &M 7-fFh
EMLZYS, EREORER (F7RIABECV YRV M) THLREIZR
S Rl

2.7.6.20.8 ZEMHORER

AIEER D Core Study (TR 1T HAEEFROMEL # 2.7620-6 (T L7z,

TS ERIC BT 2 AEESORERL, 77 AR 333% @12 #), LR LF
b 2.5mg B 25.0% (3/12 A1), Smg B 23.1% (3/13 fl), 10mg B 30.8% (413 ), 15mg
B 500% (6/12 ) Th-o7, BHEHORBEREDL, oA Lrx -t b Smg # 7.7% (113 #),
10mg BF 23.1% (3/13 f5), 15mg Bf 333% 412 ) THY, T RERT 25mg B TILE
ERORBEIRD b, BEESBENOEEERIT 15mg T 1 flici@Hohi, 4
SR L Day 17 WHEERSREOMEBE BH Lz, BRES ORRERZEMIC LY TH
L SHESNE,

IR OERLAEESORBIIRD b kholn,

& 2.76.20-6 FEZZROHE (RE2UHBTAREH) (EREH£R 202 58k, Core Study)

LR b MR AR

TR 25mg#E | Smg#E | 10mg #E | 15mg #F

(12 1) (12 i) (13 i) (13 ) (12 i)
HEER 4(333) | 3(250) | 3(231) | 4(308) | 6(50.0)
BIfEH » 0 0 1(7.7) 3(23.1) | 4(333)
HEE NREOHEEER 0 0 0 0 1(83)
HELAEER 0 0 0 0 0
EREEEFLICE-HEFER 0 0 0 0 0
BT HEREGAE, () RIS SR (BT RER) T o RHHEE (%)

BB ER BT L EREED MR E TR LAEEER A0SR L LTEH LR,
2 EHRELORREEY BELHY ] XIREBEOEESPRUNTH-HFEES,
(FRfHE$E 5.35.4.1 @ Table 34 & 2| H)

AIEB ORGS0 (Zet@EiradgEl) 2xt% b L, Core Study Z&irl 2l L thy
F R SEF (Ontreatment) (BT AFEFROMEEZFE 27620-7T IR L7,
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FrE A% 25mg, FEE Smg K OFEEE 10 mg

276 e mEBOE LG

e ASRERCB A RFEESOREEL, LRy MREFAEET 56.0%

(14/25 {7,

R Hiis, bako B BB L 1 flof,

1 {823 Day 106 |Z

WL OEG L IREREE L OFRERIEMC X0 TEEAR L k*lJfE*éf}’LT:o
FECEIIFED onadolc b, BEELATFRORIAL 2D 6, 1 {ﬂ&i Day 47

(ME V>Rt b 5mg ZRA)
kKEAZPIELE, SEFROBEEEITSE,
EHE SR, Day 56 |
Day 188 (2R IHEEMmIE2HE L, APE L7z,

WEERIC LY TBEZ L) LHIES AL, Day 190 |

FEEZTATOELEMTEROIED
RUOBEESE

Do, BEERT ERFRSEE, BEPEEZTHY,

FREMRIZEMIC LY TR#EA L) LHES L, EES RS,

7z, kR S
R b,
BEFIZBOTLREED 10mg 6 Smg |
ST HEESR (SRS W R OHERIEE)

124G CHBICE T AEESR
W LR L O R REMRTERMIC L0 TREH D ) HE SR,
1 A2 R 5 2
ERE LU, IO OFEOEEEIIVTLEE,
BB - OFBERITEMIC LY TBEE Y ) LRSI,

B S,

ZDED,

MR 2 RBE L, AlRT5 5L LI,
1B L O R LRERIZER
THIESFHER SR, Mo 1 fliZr R rEY b 10mg 2RAT O
HHEGOEEL PSR, FHRES OREBER
TRIESTERE S L, BRERSFIRICE ST
o1 HcryRrEte b smg FIRAFRIC EEET
Wb TRRBREE D

EIERHORBEIDL, 200% (525 4) Thot, BIEENSEOEESESIT 2 il
HER D EREEITE2RE L,

TRERRED

X TR L)

(3 A C{EIE, Wloo 1 THEE) OB
WAL D HE

F 2.7620-7 AEEROBE (ReMMTEER) (BEEHR 202 75, On Treatment)
P P ¥ K

<Smght | 10mg®E | 15mg & EEAES

(5 1) (15 &} (5 {1 (25 )

AEER 4(80.0) | 7467 | 3(600) | 14(56.0)

mBI{fEMH @ 4 (80.0) 1(6.7) 0 5 (20.0)

HIEENHEORERER 1(20.0) 0 1(20.0) 2(8.0)

HELAEER 1 (20.0) 1(6.7) 0 2(8.0)
e 0 0 0 0

FOMOEE L AEFR 1(20.0) 1(6.7) 0 2(8.0)

N A EPN 3 L Bl ey 1(20.0) 1(6.7 0 2(8.0)

RREEGHEG I E-HEER 4 (80.0) 1(6.7) 0 5(20.0)

RRERS PR E L AEER 2 (40.0) 0 0 2(8.0)

FRER S BERBECE- L AEESR 4 (80.0) 0 0 4 (16.0

ERER S P E - A EER 0 1(6.7) 0 1 (4.0)

BEIT IR,

() AIEEAT e &# (ReaT I RER) |

T DHEAE (%)

FEBEOMEHR S (Z2WEITTREH) 2RI, Qmsmh%a@V/Tv%%VFEQ%%E#B%

BIE0 14 BFRETICHEBE LEAFIREREH L,
a: [RRELOERRBEES BBEHV | TR EEG

AIBB D Core Study (2

OB R TH - BEEES,
(FfTEE 53542 ¢ Table 2 %2 FH)

BIAFEFEOREEAE (BEE) 28 276208 1L,

WO LR LR MR TEBOEBRE CREA LA ERRIT, EH (15mg 32
T HREH



FrE A% 25mg, FEE Smg K OFEEE 10 mg 276 e DEBEOE L

A [16.7%], 10mg 8161 [7.7%]), MEIE QSmg#E 24 [16.7%], 10mg#1 [7.7%]1),
#ide (15mg B 2 1 [16.7%]), B85 (15mg B 2 #] [16.7%]) RUEE (1o0mg B 2 #
[15.4%]) Thot, £, WTPRPO LR d 4 MESB TEROEBRE CRE L=
fERE, fEIE (1Smg#E2 [16.7%], 10mg 816 [7.7%]) Thoiz,
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FTLUESE25mg, F#E Smg LUFEE 10 mg 276 lx OEREBEOE L

# 2.7620-8 HEZZ (R2MHFEHATFEMH) (HELR 202 518, Core Study)

VARV MREEE
MedDRA SOC TR 25mgBE | Smeg#E | 10mg#E | Smg#E
PT (12 {10 (12 3} (13 f) (13 fA) (12 A}
AEER 4(333) | 32500 | 3(231) | 4(308) | 6(50.0)
LI E 0 0 1(7.7) 0 2(16.7)
EERERET Oy 0 0 1(7.7) 0 0
TRk 0 0 0 0 1(8.3)
EhiE 0 0 0 0 1(8.3)
B IGkEE 0 1(8.3) 0 1(7.7) 2(16.7)
fE A 0 0 0 1(7.7) 2(16.7)
T 0 0 0 0 1(8.3)
H gz 0 0 0 0 1(8.3)
HEFAZE 0 1(8.3) 0 0 0
FEYWE 35 L Ve AR UE 3(25.0) 1(8.3) 2(15.4) 0 0
SUE Sk 0 0 1(7.7) 0 0
W B 0 1(8.3) 0 0 0
EER S 1(8.3) 0 1(7.7) 0 0
AR R G 1(8.3) 0 0 0 0
R Iy 1(8.3) 0 0 0 0
ERRS LU S EEE 0 0 0 0 2(16.7)
Bl i 2 0 0 0 0 2(16.7)
LEXER ] 0 0 0 0 1(8.3)
TR REE 0 1(8.3) 1(7.7) 1(7.7) 3(25.0)
e AR 0 0 0 LT 2(16.7)
EEE) 0 0 0 0 2(16.7)
FEEn 20 0 1(8.3) 0 0 0
FEF 0 0 1(7.7) 0 0
fEEE 0 0 1(7.7 2(15.4) 0
TR 0 0 0 2(15.4) 0
PR B 0 0 1 (7.7 0 0
BB L URERES 1(8.3) 0 0 0 0
A E 1(8.3) 0 0 0 0
1 EFEE 0 0 0 0 1(8.3)
e I E 0 0 0 0 1(8.3)

MedDRA = Medical Dictionary for Regulatory Activities, PT = preferred term, SOC = system organ class.
MedDRA Version 21.0

HEEFRAE, () AIEETRafE (ZetiiradsEd) T 5 HIRE (%)
R B E A ERIESED 4 B E TR L EESR A 8E - LTEH L,
(FRfHE$E 5.35.4.1 @ Table 35 2| H)
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FrE A% 25mg, FEE Smg K OFEEE 10 mg 276 e DEBEOE L

AIEER O MR 500 (ZRtEfRiTdgERE) 25 fliciy T, Core Study &% LR Ly
i R EEF (On treatment) WCEEOWRECEE L - GEFERIT, MR, &6 (&% 3 #
[12.0%]), TH, LWREAR RO LESERG (& 2 A [8.0%]) THo, ERoBmEicsiEll
RIERIER G 6l [120%]) THhoiz,

AIABRO Core Study M UMEGHIIZIWT, BIEBREME, 4 ZA434( 2, LEE, C-SSRS
DFEPG, BRACEERBRFIIFEO AR 2T,

Core Study DS HOREA R PR HE OS5 3 HEIZBET 22 H 08 LR Oz W T,
15mg BECEWTOL, - R T 2 Ll U TR S CIREIRIE 3 BIICS0 28 5
activity counts D— B L7z B o, BHoREISB ™R INE, 7L, B58HoEIE
U045 3 B OEKERRITE 3 B2 5 10 5528 X 5 sleep bouts (HEHE) Oz T
i1, WTROREETLES—A7 4 &L TIRE#RIZBT 2 — & L BISUIRb 13538
SV R IETY o
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FrbETHE 2. 5mg,

2.7.6.21 {§&

ik 2.7.6-1
T8 2.7.6-2
ik 2.7.6-3
ik 2.7.6-4
{5k 2.7.6-5
T8 2.7.6-6
8 2.7.6-7
{5k 2.7.6-8
ik 2.7.6-9
fHék 2.7.6-10
T8 2.7.6-11
fHék 2.7.6-12
fHék2.7.6-13
8k 2.76-14
8 2.7.6-15

F%E 5mg FOMFEE 10 mg 276 e OEBEOE LD

SOC/PT/AN DA EESRHEFE (ME 003 5

SOC/PT BIOEIFERZEHE (HE 003 35k)

SOC/PT/HN D HEEEHAEBE (JE 106 #Ek)

SOC/PT BIORBIERREE (FE 106 3Ex)

SOC/PT/HN D HEEEHAEBE (SHE 201 5

SOC/PT BIDEIEAZEHE (ZE 201 3Ek)

FUNTEELRFEFSOERE Z L ok (AE 201 35

SOC/PT/ANO A EEFGREE (EHELF 303 38 ; 551 H#)

SOC/PT/HO A EEERREE (EPEHE 303 38 ; LR L0 FMEEME)
SOC/PT BlO @I EM R (EEREFE 303 #Ek ; k551 #)
SOCPT/HORIERREE (EELR 303 A5 ; L ol sy MEEH)
FERIZEELAEESROWHRE Z Lok (BEFEHE 303 3#5k)
SOC/PT/RHOEEESFHIE (4HEH 304 35k)
SOC/PT AIOEIERREE (HE 304 HiE#)
RENZEBLHERROEBRE Z L ofuk (AHE 304 35
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FTIEITE25mg, FESmg RURE 10mg

2.1.6
Pagelof2
f+ém 2.7.6-1
SOC/PT ROAEFRIAHR
AE 003 B
Z2ERGT R AR
Japanese White
Overall-
Japanese
Placebo 2.5mg 10 mg 25 mg E2006 Placebo 10 mg
N=6 N=6 N=6 N=6 N=18 N=2 N=6
System Organ Class
Preferred Term n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Subjects with any TEAE 20333 1(16.7) 0 2(333 3(16.7) 1 (50.0) 3(50.0)
SEEE 1(16.7) 0 0 0 0 0
i 1(16.7) 0 0 0 0 0
—% - EHEEEICHETMUDORE 0 1187 0 0 1{5.6) 1{50.0)
BRENEES 0 0 0 0 0 1 (50.0)
B 0 1(16.7) 0 0 1(5.6) 0
R E & & OV E R HE 1{16.7) 0 0 1{16.7) 1(5.6) 0
ek 0 0 0 1(16.7) 1(5.6) 0
ZhilE 1(16.7) 0 0 0 0 0
WEFEE 1(16.7) 1(16.7) 0 2(33.3) 3(16.7) 0 1(16.7)
fEHE 1(16.7) 1(16.7) 0 2(333 3(16.7) 0 1(l6.7)

N: Number of subjects dosed with each treatment {(or any treatment as applicable); n: Number of subjects with adverse event; %: Calculated using the number of subjects treated with each treatment (or
any treatment as applicable) as the denominator (n/IN*100).

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page2of 2
f+ém 2.7.6-1
SOC/PT HOEESHIBHE
FE 003 Hk
Z2ERGT R AR
Japanese White
Overall-
Japanese
Placebo 2.5mg 10 mg 25 mg E2006 Placebo 10 mg
N=6 N=6 N=6 N=6 N=18 N=2 N=6
System Organ Class
Preferred Term n (%) n (%) n (%) n (%) n (%) n (%) n (%)
TEHIEE 0 0 0 1(16.7) 1(5.6) 0 2(333)
HE 0 0 0 1(16.7) 1(5.6) 0 2(333)

N: Number of subjects dosed with each treatment {(or any treatment as applicable); n: Number of subjects with adverse event; %: Calculated using the number of subjects treated with each treatment (or

any treatment as applicable) as the denominator (n/IN*100).
MedDRA Version 16.1
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Pagelofl
f+ém 2.7.6-2
SOCPT BloElfEHRER
AE 003 B
FaERivy R
Japanese White
Overall-
Japanese
Placebo 2.5mg 10 mg 25 mg E2006 Placebo 10 mg
N=6 N=6 N=6 N=6 N=18 N=2 N=6
System Organ Class

Preferred Term n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Subjects with any treatment-related TEAE 2(33.3) 1{16.7) 0 23313 3(16.7) 0 3 (50.0)

BiEEE 1(16.7 0 0 0 0 0

S 1(16.7) 0 0 0 0 0

—f - EHEELSLORSEGORE 0 1187 0 0 1(5.6) 0

bregexd 0 1(16.7) 0 0 1(5.6) 0
IR REE 1(16.7) 1(16.7) 0 2(333 3(16.7) 0 1(l6.7)
1BER 1(16.7) 1(16.7) 0 2(33.3) 3(16.7) 0 1(16.7)
EEE 0 0 1(16.7) 1(5.6) 0 2(333)
HEHELE 0 0 0 1(16.7) 1(5.6) 0 2(33.3)

NN: Number of subjects dosed with each treatment {or any treatment as applicable); n: Number of subjects with adverse event; %o: Calculated using the number of subjects treated with each treatment (or
any treatment as applicable) as the denominator (n/IN*100).

Treatment-related TEAEs include TEAEs that were considered by the Investigator to be possibly related to study drug or TEAEs with a missing causality.

MedDRA Version 16.1
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FTIEITE25mg, FESmg RURE 10mg

SOC/PT RloFEFHIERE

2.7.6

Pagelof 5

AE 105 Bk
FaERivy R
Lemborexant
Zopiclone
Placebo 7.5 mg 2.5mg Smg 10 mg Total
MedDRA System Organ Class (N=48) (N=48) (N=32) (N=32) (N=32) (IN=48)
Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)
Subjects with any TEAE 19(39.6) 18 (37 5) 12 (37.5) 8{25.0) 17(53.1) 28 (58.3)
EEREE 10(20.8) 1327 1) 8(25.0) 6(18.8) 12 (37.5) 22 (45.8)
{BIE 3{(63) 8 (l6.7) 3094 3(94) 10(31.3) 15(31.3)
e 8 (16.7) 1(2.1) 4(12.5) 3(94) 2(6.3) 9{18.8)
FEEH T 1(2.1) 3(6.3) 2(6.3) 0 0 2¢4.2)
EENEE 0 1.1 1 3. 0 0 1¢2.1)
TR R 0 0 1 3. 0 0 1¢2.1)
HiEE=E 0 0 0 0 1(3.1) 1(2.1)
i AR 0 0 0 0 1(3.1) 1(2.1)
TR R 1(2.1) 7 (l4.6) 0 0 0 0
SiEEE 2{4.2) 5(10.4) 3(94) 2(6.3) 6(18.8) 10 (20.8)
Oz fe 1(2.1) 2(4.2) 3094 1(3.1) 3(94) 6(12.5)
T 1(2.1) 0 0 1(3.1) 1(3.1) 2{4.2)
B, 0 0 0 0 2(6.3) 2{4.2)

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that

category is counted only once.
MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class {(or with the same preferred term) is counted only once for that system organ class (or preferred term).
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page2of 5
& 2.7.6-3
SOC/PT HOEESHIBHE
AE 105 Bk
FaERivy R
Lemborexant
Zopiclone
Placebo 7.5 mg 2.5mg Smg 10 mg Total

MedDRA System Organ Class (IN=48) (N=48) (N=32) (N=32) (N=32) (IN=48)

Preferred Term n (%) n (%o) n (%o) n (%) n (%) n (%)
BIEEE (Cont)

iz 0 1.1 0

&R 0 1(2.13 0

BhEE 0 1(2.1) 0
—f%c 2HEES LURSEHADRRE 1(2.1) 3094 3094 6 (12.5)

B 1(2.1) 2(6.3) 2(6.3) 4(8.3)

F AL 0 1(3.1) 1(3.1) 2{4.2)
FLULE B L OV HIE 4(83) 2(4.2) 3(94) 1(3.1) 2(6.3) 6{12.5)

FA A e 4 0 0 2(6.3) 1(3.1) 2(6.3) 5{104)

PR R =10 0 0 1 3. 0 0 1¢2.1)

e 1(2.1) 0 0 0 0 0

B R 0 1(2.1) 0 0 0 0

EUEEE 7% 2{42) 1.1 0 0 0 0

RI{B R 1021) 0 0 0 0 0

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that

category is counted only once.
MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page3of 5
& 2.7.6-3
SOC/PT BlOEEFHHEHE
AE 105 Bk
FaERivy R
Lemborexant
Zopiclone

Placebo 7.5 mg 2.5mg Smg 10 mg Total
MedDRA System Organ Class (N=48) (N=48) (N=32) (N=32) (N=32) (IN=48)
Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)
tHRE L UEEHBEE 2(42) 1(2.1) 0 0 2(63) 2¢4.2)
L EE 1(2.1) 0 0 0 2(6.3) 2{4.2)

Y F e 1(2.1) 1(2.1) 0 0 0 0
[E= 1(2.1) 3(6.3) 2(6.3) 0 1(3.1) 2{4.2)
HELE 0 1(2.1) 1(3.1) 0 1(3.1) 2{4.2)
) e T 0 0 1(3.1) 0 0 1(2.1)
ELEEZORS 0 0 1(3.1) 0 0 1¢2.1)

=7 1(2.1) 0 0 0 0 0

SR 0 2(4.2) 0 0 0 0
R L UETHBES 0 121 2063 0 0 2¢4.2)
KHE BRI 0 1(2.13 1(3.1; 0 0 1{2.1)
3o 0 0 1(3.1) 0 0 1(2.1)

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that
category is counted only once.

MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Paged4of 5
& 2.7.6-3
SOC/PT HOEESHIBHE
AE 105 Bk
FaERivy R
Lemborexant
Zopiclone

Placebo 7.5 mg 2.5mg Smg 10 mg Total
MedDRA System Organ Class (N=48) (N=48) (N=32) (N=32) (N=32) (IN=48)
Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)
B X ordkisEeE 121 0 0 0 1(3.1) 1¢2.1)
Eig 0 0 0 0 1(3.1) 1¢2.1)

j= N3 1(2.1) 0 0 0 0 0
BhLUREBESE 0 0 0 0 1(3.D 1.1)
Al 0 0 0 0 1(3.1) 12D
EERELULERES 0 0 0 0 1 (3.1 1.1)
H % F #HE 0 0 0 0 1(3.1) 1(2.1)
rPEER. M E L URIRESE 0 1(2.13 1(3.1; 0 0 1{2.1)
O FEnE B8 0 0 1(3.1) 0 0 12.1)

7 Uef 0 1(2.1) 0 0 0 0
M*EFEE 0 0 133.1) 0 0 12D
BEHR 0 0 1(3.1) 0 0 1(2.1)

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that
category is counted only once.

MedDRA Version 19.1
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
PageSof 5
& 2.7.6-3
SOC/PT HOEESHIBHE
AE 105 Bk
FaERivy R
Lemborexant
Zopiclone

Placebo 7.5 mg 2.5mg Smg 10 mg Total

MedDRA System Organ Class (IN=48) (N=48) (N=32) (N=32) (N=32) (IN=48)

Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)
EEREE 12.1) 102.1) 0 0 0 0
ABBE 1(2.1) 1.1 0 0 0 0
BE. FBLLVLBEHE 2(4.2) L 0 0 0 0
HHEHEE 1{2.1) 0 0 0 0 0
EEA 1(2.1) 0 0 0 0 0
AR 1(2.1) 0 0 0 0 0
sz F o 0 1.1 0 0 0 0

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that

category is counted only once.
MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class {(or with the same preferred term) is counted only once for that system organ class (or preferred term).
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FTIEITE25mg, FESmg RURE 10mg

SOC/PT BICEBIfEHIEHRR

2.7.6

Pagelof 3

AE 105 Bk
FaERivy R
Lemborexant
Zopiclone
Placebo 7.5 mg 2.5mg Smg 10 mg Total
MedDRA System Organ Class (N=48) (N=48) (N=32) (N=32) (N=32) (IN=48)
Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)
Subjects with any treatment-related TEAE 12(25.0) 14 (29 2) 10 (31.3) 7(21.9) 13 (40.6) 24 (50.0)
EEREE 10(20.8) 1327 1) 8(25.0) 6(18.8) 11 (34.4) 21 (43.8)
{BIE 3{(63) 8 (l6.7) 3094 3(94) 10(31.3) 15(31.3)
e 8 (16.7) 1(2.1) 4(12.5) 3(94) 2(6.3) 9{18.8)
FEEH T 1(2.1) 3(6.3) 2(6.3) 0 0 2¢4.2)
EENEE 0 1.1 1 3. 0 0 1¢2.1)
TR R 0 0 1 3. 0 0 1¢2.1)
HiEE=E 0 0 0 0 1(3.1) 1(2.1)
R E B 1(2.1) 7 (14.6) 0 0 0 0
EHEfEE 2{4.2) 5(10.4) 3(94) 2(6.3) 5{15.6) 9{18.8)
O EE 18 1(2.1) 2(4.2) 3(94) 1(3.1) 3(94) 6{12.5)
o, 0 0 0 0 2(6.3) 2{4.2)
T 1(2.1) 0 0 1(3.1) 0 1¢2.1)
iR 0 1(2.1) 0 0 0 0

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that

category is counted only once.
MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class {(or with the same preferred term) is counted only once for that system organ class (or preferred term).

Treatment-related TEAEs include TEAEs that were considered by the Investigator to be possibly related to study drug or TEAEs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

SOC/PT BICEBIfEHIEHRR

2.7.6

Page2of 3

AE 105 Bk
FaERivy R
Lemborexant
Zopiclone
Placebo 7.5 mg 2.5mg Smg 10 mg Total
MedDRA System Organ Class (N=48) (N=48) (N=32) (N=32) (N=32) (IN=48)
Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)
EEEE (Cont.)
&R 0 1(2.1) 0
i 0 1(2.1) 0
—f%c 2HEES LURSEHADRRE 0 2(63) 2(63) 4(8.3)
3 0 2(6.3) 2(6.3) 4(8.3)
ELE & L UV AR R 0 1(3.D 1.1)
A 7T A 0 1(3.1) 0 1(2.1)
FEHEE 1(2.1) 3(6.3) 1(3.1) 0 0 1(2.1)
HELE 0 1(2.1) 1(3.1) 0 0 1(2.1)
prRE - Ferbad 0 0 1(3.1) 0 0 1(2.1)
=M 1(2.1) 0 0 0 0 0
bl 0 2(4.2) 0 0 0 0

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that

category is counted only once.
MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly related to study drug or TEAEs with a missing causality.

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page3of 3
i 2.7.6-4
SOCPT BloElfEHRER
AE 106 Hip
FaERivy R
Lemborexant
Zopiclone

Placebo 7.5 mg 2.5mg Smg 10 mg Total
MedDRA System Organ Class (IN=48) (N=48) (N=32) (N=32) (N=32) (IN=48)
Preferred Term n (%o) n {%o) n {%o) n {%o) n {%o) n (%)

REREE 0 1 (2.1 0 0 0 0

ABBE 0 1.1 0 0 0 0

A TEAE is delined as an AE that emerges during treatment, having been absent at pretreatment (Baseline) or 1) reemerges during treatment, having been present at pretreatment (Baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. For each row category, a subject with two or more adverse events in that

category is counted only once.
MedDRA Version 19.1

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly related to study drug or TEAEs with a missing causality.

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 1 of 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg
MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)
Preferred Term n (%) n (%) n (%) n (%)
Subjects with any TEAE 21 (37.5) 11 (34.4) 11 (40.7) 16¢421)
HIEREE 8 (143 5{15.6) 5(18.35) 8§21 1)
AR 0 1(3.1) 1(3.7) 2(53)
B 3(54) 3(9.4) 3(11.1) 3(79)
B R B R 0 0 0 1(26)
EEEHE L 3(5.4) 0 13.7) 2(53)
ey | 0 1(3.1) 0 0
= 0 0 0 0
haF L& — 0 0 0 0
EEAEE 0 0 0 0
TRE B 0 0 0 1(2.6)
REFEE 0 0 0 0
$EEF 0 0 0 0
SRR U T A LEE 0 0 0 0
THEES 1(1.8) 0 0 0
Frigis 1(1.8) 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 2 of 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total
MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)
Preferred Term n (%) n (%) n (%) n (%)
Subjects with any TEAE 19 (594) 31¢554) 30(60.0) 118 (50.2)
HIEREE 10(31.3) 200357 17(34.0) 65(27.7)
AR 4(12.5) 10(17.9) 11(22.0) 29¢123)
B 3(9.4) 6(10.7) 5(10.0) 23{(9.8)
B B B R B 3(94) 4(7.1) 2{4.0) 10¢4.3)
FEEL T L 0 2(3.6) 1(2.0) 6 (2.6)
ey | 0 0 12.0) 2(<1)
= 0 0 12.0) 1(<1)
HAETLEH - 0 1(18) 0 1(<1)
EEhEE 0 0 1{2.0) 1(<1)
RE B 0 0 0 1{<1)
REEEE 0 0 1(2.0) 1(=<1)
$EEF 0 0 1 Q2.0 1(<1)
EEHRER ) 7 L fEE 0 0 1¢2.0) 1(<1)
THEEE 0 0 0 0
FEE 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 3 of 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
HIEREE 8 (143 5{15.6) 5(18.35) 8§21 1)

F R 1(1.8) 0 0 0
JEHEE 5(8.9) 4(12.5) 2{7.4) 4 (10 5)

L AERER 2(3.6) 0 2(7.4) 1(2.6)

HH 0 0 0 1(2.6)

HEnhE 0 2{6.3) 0 12.6)

MERR AR 0 0 0 1(26)

T 1(1.8) 0 0 2(53%

EELEN: 0 1{3.1) 0 0

) 0 0 0 0

wWELY 0 0 0 0

PRy 0 0 0 0

LR 0 0 0 0

EE 2(3.6) 1(3.1) 0 0

HEEFIORE 0 0 0 0

hot 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 4 of 16
& 2.7.6-5
SOC/PT HOEESHIBHE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
MR RIEE 10(31.3) 200357 17(34.0) 65(27.7)

EER 0 0 0 0
fEHEEE 72219 11(19.6) 5(10.0) 33(14.0)

L AMEIEERER 1(3.1) 3154 2 (4.0) 9{3.8)

HE 3(9.4) 4(7.1) 0 8(34)

HEnE 3(94) 0 0 6(26)

MBS 1(3.1) 2{3.6) 1 Q2.0 52

e 1(3.1) 0 1 Q2.0 4(1.7)

[=E RN 0 0 1(2.0) 2(=1)

) 0 1(18) 0 1(<1)

wELY 0 1(18) 0 1(<1)

Rt 1(3.1) 0 0 1{<1)

ZI3:E 45 0 1(1.8) 0 1(<1)

B 0 0 0 1(<1)

HHEEFEEDLX 0 0 1(2.0) 1{<1)

ho& 0 1(18) 0 1{<1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page Sof 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
BEE= 6 (10.7) 1(3.1) 1(3.7) 12.6)

mislre 2(3.6) 1(3.1) 0 0

T 0 0 0 1(2.6)

o, 3(54) 0 1(3.7) 0

(R 0 0 0 0

BREHREERES 0 0 0 0

i B R 1(1.8) 0 0 0

A A 0 0 0 0

{E$p 0 0 0 0

i 0 0 0 0

fEag =] 1(1.8) 0 0 0

& 1(1.8) 0 0 0
BEEARELUHSHMES 4(7.1) 0 1(3.7) 4 (10 5)

e an 0 0 1(3.7) 0

ErLEEE] 0 0 0 379

e g 0 0 1(3.7) 12.6)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 6 of 16
& 2.7.6-5
SOC/PT ROEEFHRIAEHRSE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
BEE= 1(3.1) 8(14.3) 6(12.00 18¢7.7)

mies)opc) 1(3.1) 2(3.6) 2(4.0) 6(2.6)

T 1(3.1) 1(1.8) 12.0) 4(1.7)

o, 0 1(18) 1 Q2.0 3{13

(R 1(3.1) 1(18) 0 2(<1)

B A A 0 2(36) 0 2(<1)

il B R 0 1(18) 0 1{=1)

MRS 0 1(18) 0 1(<1)

{E# 0 0 1 Q2.0 1(<1)

EHE 0 0 1 Q2.0 1(<1)

fEag =] 0 0 0 0

& 0 0 0 0
EBrEERE LR SHEMES 2(6.3) 5(89) 3(6.0) 15(64)

1 1(3.1) 3(54) 0 5(2.1)

EE 1(3.1) 1(18) 0 52

S 0 1(1.8) 0 3(L3)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 7 of 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
HEERE & OB S MEE 4(7.1) 0 137 4(10°5)

BT 0 0 0 0

BHEEHE 1(1.8) 0 0 1(2.6)

B tE 0 0 0 0

B B g 1(1.8) 0 0 0

BB RS R R 1(1.8) 0 0 0

BEMEE 1(1.8) 0 0 0
—f - 2EEE L LRSI DINRE 1(1.8) 13.1) 0 2(53)

i | R 0 0 0 0

EFE 0 0 0 0

FEHL 0 0 0 0

RS RE 2 0 1(3.1) 0 0

EAIE 0 0 0 0

A 0 0 0 0

B 0 0 0 12.6)

Sf 0 0 0 0

B E R 0 0 0 1(2.6)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 8 of 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total
MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)
Preferred Term n (%) n (%) n (%) n (%)
EBrEERE LR SHEMES 2(6.3) 5(89) 3(6.0) 15¢6.4)
BT 0 0 2(4.0) 2(=1)
BHEE HiE 0 0 0 1{<1)
BiE ta R 0 0 1(2.0) 1(<1)
B B 0 0 0 0
BB SR R 0 0 0 0
EBEEE 0 0 0 0
—f - ZEEE S L OB S O 13.1) 1(18) 7(14.0) 12¢5.1)
i |7 0 0 3(6.0) 3(13)
o 1(3.1) 1(18) 0 2{<1)
FEHL 0 0 2{4.0) 2{<1)
8 I BR7 RL S 7% 0 0 0 1{=1)
EAE 0 0 12.0) 1{<1)
EIEE 0 0 1¢2.0) 1(=<1)
B 0 0 0 1{<1)
St i 0 0 1(2.0) 1(<1)
B 0 0 0 1{=1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.
For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 9 of 16
& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006

Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%o) n (%) n (%) n (%o)

—f - 2EEE L LRSI DINRE 1(1.8) 13.1) 0 2(53)
8 F &7 1(1.8) 0 0 0

REE B L O R 1{1.8) 2(6.3) 1(3.7) 1(26)
R 0 0 1(3.7) 0
A b P RS RS 0 1(3.1) 0 0
PRl P 0 0 0 0

S0 5E % 0 0 0 12.6)
IF s 0 0 0 0
R 0 1(3.1) 0 0
AR S 1(1.8) 0 0 0
BERE T 0 0 2(7.4) 0
T TI PSR T e TP 0 0 0 0
TARSE LTI OFD L2 T T FHI 0 0 0 0
B SR 0 0 1(3.7) 0
mE F& 0 0 0 0
e b F ) FEM 0 0 1(3.7) 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 10 of 16

& 2.7.6-5
SOC/PT ROEEFHRIAEHRSE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
—f - ZEEE S L OB S O 13.1) 1(18) 7(14.0) 12¢5.1)

18 I ER47 P EA I 0 0 0 0
ERE R LU ERE 2(6.3) 1(18) 1(2.0) 8(34)

R e R 1(3.1) 1(1.8) 0 3(13)

Al A SRR 1(3.1) 0 0 2(=1)

PN iy 0 0 12.0) 1{<1)

BUHEEZE 0 0 0 1(<1)

RIS P 0 0 1{2.0) 1(<1)

HhEE 0 0 0 1{<1)

2B S 0 0 0 0
i 1(3.1) 0 4 (8.0) 7(3.0)

TSI TISRT AT T FHEM 13.1) 0 1(2.0) 2(<1)

TANIELETI PSR T e T P 13.1) 0 1(2.0) 2(<1)

#F A ER IR D 0 0 1(2.0) 2(=1)

mE e 0 0 12.0) 1{<1)

e R F e FED 0 0 0 1{=1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 11 of 16

& 2.7.6-5
SOC/PT ROEEFHRIAEHRSE
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
BRI 0 0 2(74) 0

3 T B £ i 0 0 0 0
EE=E 1(1.8) 0 0 12.6)

EiE 0 0 0 1(2.6)

el 0 0 0 0

HEORER> 0 0 0 0

HF, B B 0 0 0 0

HEME 1(1.8) 0 0 0
HH#E L oREEE 2(3.6) 0 13.7) 0

AL 2T - E 0 0 13.7 0

BH Y LA ME 1(1.8) 0 0 0

&R E Y FIE 0 0 0 0

BER T 0 0 0 0

B AREE 1(1.8) 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 12 of 16

& 2.7.6-5
SOC/PT ROEEFHRIAEHRSE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
B R 1(3.1) 0 4 (8.0) 7(3.0)

I [ Bk £ i 0 0 1{2.0) 1(<1)
EREE 0 2(3.6) 2{4.0) 52.1)

EfE 0 0 1{2.0) 2(<1)

el 0 1(1.8) 12.0) 2(<1)

o ZEER> 0 1{1.8) 0 1(<1)

HR B 0 0 1¢2.0) 1(<1)

HE &L 0 0 0 0
RE s LUEEES 0 2(38) 12.0) 4017

L AT - E 0 0 0 1(<1)

ER RPN it 0 1(18) 0 1(<1)

&MU FIE 0 0 1(2.0) 1(<1)

BER L 0 1(18) 0 1(<1)

BT IEGE 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



TIETE25mg. [EE Smg RURFEE 10 mg 2 7.6

Page 13 of 16

& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg
MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)
Preferred Term n (%o) n (%) n (%) n (%o)
EEE LUK THEES 2(3.6) 0 0 1(26)
KRB R R G 0 0 0 1(26)
FAREE 0 0 0 0
IR E 0 0 0 0
EEERET 0 0 0 0
hig:Ei] 1(1.8) 0 0 0
ik 1(1.8) 0 0 0
B L UREBES 0 0 0 1(26)
Him 0 0 0 0
HE 8 0 0 0 12.6)
ElEs i b 0 0 0 0
BE, FELIULESGHE 0 13.1) 0 0
g 0 1(3.1) 0 0
RS 0 0 0 0
ez P 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 14 of 16

& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%o) n (%o) n (%o) n (%o)
EEBIUKTHEMEES 2(6.3) 0 1(2.0) 4(1.7)

R AR G 0 0 0 1{=1)

A EE 1(3.1) 0 0 1(<1)

BRI EE 0 0 1(2.0) 1(<1)

EEERET 13.1) 0 0 1(<1)

T2 0 0 0 0

35 0 0 0 0
B& L OREBEE 0 0 2(4.0) 3(13)

Him 0 0 12.0) 1(<1)

. 0 0 0 1(<1)

ELETE R 0 0 12.0) 1{<1)
BE, FELLIUNEGHE 13.1) 0 1(2.0) 3(13)

g 0 0 0 1(<1)

538 (8 1(3.1) 0 0 1(<1)

RE BB 0 0 12.0) 1(<1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



TIETE25mg. [EE Smg RURFEE 10 mg 2 7.6

Page 150f 16

& 2.7.6-5
SOC/PT ROEEFHRIAEHRSE
AE 201 Bk
i oy oA g il
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
npikEE. B L OHIRES 2(3.6) 0 0 1(26)

11 0 0 0 0

HERIEEE 0 0 0 0

1 B ufE BE e 0 0 0 12.6)

fifi s - I 0 0 0 0

i=3=¢ 1(1.8) 0 0 0

R 1(1.8) 0 0 0
ELIUREBES 0 0

RELE 0 0 0

HHR 0 0 0
ColErE=E 1(1.8) 0 0

HERERE I 1(1.8) 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 16 of 16

& 2.7.6-5
SOC/PT BlOEEFHHEHE
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%o) n (%o) n (%o) n (%o)
npIk R, M E L OHIREES 13.1) 1(18) 0 3(13)

117 0 1(1.8) 0 1{<1)

s EEE 1(3.1) 0 0 1{=1)

I 22 WA B 0 0 0 1(<1)

iRyl 1(3.1) 0 0 1{<1)

=S 0 0 0 0

BiF 0 0 0 0
BHLURERESE 0 1(18) 1(2.0) 2(<1)

REHE 0 0 12.0) 1(<1)

HHR 0 1(18) 0 1{<1)
LEEE 0

HERERE I 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 1 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
i oy oA g il
E2006
Placebo 1 mg 2.5mg 5 mg
MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)
Preferred Term n (%) n (%) n (%) n (%)
Subjects with any treatment-related TEAE 11 (19.6) 8(25.0) 9(333) 12{31.6)
HIEREE 6 (10.7) 4(12.5) 4(14.8) S5(132)
AR 0 1(3.1) 1(3.7) 2(53)
B 2(3.6) 2(6.3) 2(7.4) 1(2.6)
B[R 8 R 0 0 0 1¢26)
EEE L 2(3.6) 0 13.7) 1(26)
o 0 0 0 0
HAETLHL— 0 0 0 0
EEAEE 0 0 0 0
TRE B 0 0 0 1(2.6)
REE(ERE 0 0 0 0
$HEF 0 0 0 0
EEiREY U X LPEE 0 0 0 0
sy 0 1(3.1) 0 0
THEES 1(1.8) 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAEs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 2 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total
MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)
Preferred Term n (%) n (%) n (%) n (%)
Subjects with any treatment-related TEAE 15 {46.9) 24(42.9) 24 (48.0) 92(391)
HHERIEE 8 (25.00 16(28.6) 15¢30.0) 52¢221)
{EHIE 3(9.4) 9(16.1) 11(22.0) 27¢115)
BE g 2(6.3) 3(54) 3(6.0) 13(5.5)
HEHEES FRE 3(94) 4(7.1) 2{4.0) 10¢4.3)
FEAED T 0 2(3.6) 1 Q2.0 52
= 0 0 1(2.0) 1¢(<1)
HETL % - 0 1(1.8) 0 1(<1)
FEEHEE 0 0 1¢2.0) 1(<1)
REEE 0 0 0 1{<1}
Bk PR 0 0 1(2.0) 1(<1)
HEEF 0 0 1(2.0) 1(=<1)
EEHRER ) 7 L fEE 0 0 1¢2.0) 1(<1)
S 0 0 0 1(<1)
THEEE 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAEs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 3 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
MIEREE 6 (10.7) 4(12.5) 4(14.8) S5(132)

FERLE 1(1.8) 0 0 0
fEHEE 5(8.9) 4(12.5) 2{7.4) 379

L AERER 2(3.6) 0 2(7.4) 1(2.6)

HE 0 0 0 1(2.6)

HEnhE 0 2{6.3) 0 12.6)

MERR AR 0 0 0 1(26)

e 1(1.8) 0 0 12.6)

EELEN: 0 1{3.1) 0 0

=LY 0 0 0 0

wWELY 0 0 0 0

BT 4 0 0 0 0

BE B 2(3.6) 1(3.1) 0 0

HEEFIORE 0 0 0 0

Il & 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 4 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
HIEREE 8 (25.00 16(28.6) 15¢30.0) 52¢221)

EER 0 0 0 0
EpEE 6 (18.8) 11(19.6) 5(10.0) 31¢132)

L LBERE R 1{3.1) 3(5.4) 2(4.0) 9(3.8)

HH 3(9.4) 4(7.1) 0 8(34)

HEnE 2{6.3) 0 0 52

MBS 1(3.1) 2{3.6) 1 Q2.0 52

FE 0 0 1 Q2.0 2{<1)

[=E RN 0 0 1(2.0) 2¢(<1)

) 0 1(18) 0 1(<1)

wmELY 0 1(18) 0 1{<1)

BEGS 0 1(1.8) 0 1(<1)

B EE 0 0 0 1(<1)

HEEFEDLEZ 0 0 1(2.0) 1{=1)

'k 0 1(18) 0 1{<1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page Sof 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg Smg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
BREfEE 5(8.%9 1(3.1) 1(3.7) 12.6)

mpeh]-apes) 2(3.6) 1(3.1) 0 0

TH 0 0 0 1(2.6)

BREEREERS 0 0 0 0

o, 2(3.6) 0 1(3.7) 0

4= 0 0 0 0

L] 0 0 0 0

HE BB R 1(1.8) 0 0 0

3R 1(1.8) 0 0 0
BERARE LU SEMES 2(3.6) 0 1(3.7) 2(53)

HERE 0 0 0 2(5.3)

s 0 0 13.7 0

BT 0 0 0 0

EalzEE 1(1.8) 0 0 0

BEtREE 1(1.8) 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.
For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 6 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
BiSiE=E 1(3.1) 4(7.1) 5(10.0) 13(5.5)

AR 1(3.1) 2(3.6) 2 {4.0) 6{2.6)

T 1(3.1) 1(1.8) 12.0) 4(1.7)

BEEFREER 0 2{3.6) 0 2(<1)

Ho 0 0 1 Q2.0 2{<1)

k=] 1(3.1) 0 0 1(<1)

{4 0 0 12.0) 1(<1)

HEE R T IR 0 0 0 0

ESgE] 0 0 0 0
BEtERE LU ERES 0 2(3.6) 2 (4.0 7(3.0)

HEE 0 1(1.8) 0 3(1.3)

B fiEg 0 1(1.8) 0 2(<1)

FOET 0 0 2(4.0) 2¢(<1)

HE B e 0 0 0 0

Bt E 0 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.
For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.

I—H 1 X



FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 7 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%o) n (%) n (%) n (%o)
—f - 2EEE L LRSI DINRE 0 0 0 2(53)

i | R 0 0 0 0

EAIE 0 0 0 0

WEEE 0 0 0 0

B 0 0 0 12.6)

B 0 0 0 1{2.6)
EfE=E 1(1.8) 0 0 12.6)

B 0 0 0 12.6)

el 0 0 0 0

HEORER> 0 0 0 0

EmEHEZ 1(1.8) 0 0 0
BRI 2 0 0 1(3.7)

T TI PSR T e TP 0 0 0

TANRSXUETI PSR T7 25— 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 8 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%o) n (%o) n (%o) n (%o)
—f 2 BEELS LR SENOINRE 0 0 4(8.0) 6(26)

i |7 0 0 2{4.0) 2(<1)

EAE 0 0 12.0) 1(<1)

G 0 0 1¢2.0) 1(<1)

B 0 0 0 1(<1)

BE 0 0 0 1{<1}
EIEE 0 2(3.6) 2(4.0) 5.1

B 0 0 1 Q2.0 2(<1)

el 0 1(1.8) 12.0) 2(<1)

o ZEER> 0 1{1.8) 0 1(<1)

BMERS 0 0 0 0
FERET 1(3.1) 0 3{6.0) 52

TSI TISRT AT T FHEM 13.1) 0 1(2.0) 2(=13

TANSXUETI PSR T 25— EED 1(3.1) 0 1(2.0) 2(=1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6
Page 9 of 12
& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
FaERivy R
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
EEFIRE 0 0 1(3.7) 0

B SR 0 0 1(3.7) 0

3 T B £ i 0 0 0 0
B L UREBEE 0 0 1(2.6)

B 5 o 0 0 1(2.6)

EEEESE 0 0 0
s LURBREE 0 0

&Y R IE 0 0

BATE 0 0
EEE LR THEBES 0 0 1(2.6)

KRB R R G 0 0 1{2.6)

= 5 EE 0 0 0

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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TIETE25mg. [EE Smg RURFEE 10 mg 2 7.6

Page 10 of 12

fém 2.7.6-6
SOCPT BICEIfEHIBRR
AE 201 B
ey RRE
E2006
10 mg 15mg 25mg E2006 Total

MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)

Preferred Term n (%) n (%) n (%) n (%)
BE Rt 1{3.1) 0 3(6.0) 5.1

pala Sk & 4 0 0 1{2.0) 2(<1)

B T B R 0 0 1(2.0) 1(<1)
BB LUREES 0 0 1(2.0) 2¢(<1)

B 5, Sl 0 0 0 1¢(<1)

ElEs b E o 0 0 120 1(<1)
B b LR EEE 0 1(1.8) 1{2.0) 2¢(<1)

BERUZU R FIE 0 0 120 1(<1)

B TTHE 0 1{1.8) 0 1(<1)
EES I UE THERRESE 1@3.1) 0 0 2(<1)

FAE R G 0 0 0 1(=<1)

=9 EE 1(3.1) 0 0 1(<1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo
dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.
MedDRA Version 16.1
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 11 of 12

& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
i oy oA g il
E2006
Placebo 1 mg 2.5mg 5 mg

MedDRA System Organ Class (N=56) (N=32) (N=27) (N=38)

Preferred Term n (%) n (%) n (%) n (%)
ELIUREBES 0 0 0 0

HR 0 0 0 0
npikEE. B L OHIRES 0 0 1{2.6)

M e nE i 0 0 1(26)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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FTIEITE25mg, FESmg RURE 10mg

2.7.6

Page 12 of 12

& 2.7.6-6
SOC/PT BIOEI{EHIEHRR
AE 201 Bk
i oy oA g il
E2006
10 mg 15mg 25mg E2006 Total
MedDRA System Organ Class (N=32) (N=56) (N=50) (N=235)
Preferred Term n (%) n (%) n (%) n (%)
BHLURERESE 0 1(18) 0 1(<1)
$HR 0 1(1.8) 0 1¢(<1)
npIk R, M E L OHIREES 0 1(<1)
M e E i 0 1{=1)

A TEAE is defined as an AE that emerges during treatment, having been absent at pretreatment (baseline) or 1) reemerges during treatment, having been present at pretreatment (baseline) but stopped
before treatment, or 2) worsens in severity during treatment relative to the pretreatment state, when the AE is continuous. Adverse events that occur up to the last dose day plus 7 days (including placebo

dosing) are included as treatment-emergent events.

For each row category, a subject with two or more adverse events in that category is counted only once.

MedDRA Version 16.1

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be possibly or probably related to study drug or TEAESs with a missing causality.
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FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6
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FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

10021003

Age, Tace, sex, actual treatment
group:

28 years, WHITE, Female, Placebo

Medical history:
(MedDRA Preferred Term)

Current medical conditions:
(MedDRA Preferred Term)

Concomitant medications:

Date of first dose/last dose of study

05 DEC 2013 /21 DEC 2013

drug:
Other events: H PR, SRR
(MedDRA Preferred Term)

Serious adverse events
(Investigator term/MedDR A
preferred term):

hyperkalemia / & 77 U} 7 A [MUSE

Start date of adverse event (Study
Day)/outcome date of adverse

07 DEC 2013 (Study Day 3)/ 13 DEC 2013 (Study Day 9)

event (Study Day):

TEAE Yes

Serious criteria: Important medical event
Severity: MODERATE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other
action taken:

DOSE NOT CHANGED / NONE

Concomitant medications (used
until/on the start date of adverse
event):

Relationship of event:

NOT RELATED

I—H( HA R




FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

10081004

Age, Tace, sex, actual treatment
group:

63 years, WHITE, Female, Lemborexant 25 mg

Medical istory TBGIE, PP . Bt
(MedDRA Preferred Term)

Current medical conditions: -

(MedDRA Preferred Term)

Concomitant medications:

Date of first dose/last dose of study
drug:

04 FEB 2014 /05 FEB 2014

Other events:
(MedDRA Preferred Term)

Serious adverse events
(Investigator term/MedDR A
preferred term):

Generalized tonic-clonic seizure / R F& /e %

Start date of adverse event (Study
Day)/outcome date of adverse

05 FEB 2014 (Study Day 2) / 06 FEB 2014 (Study Day 3)

event (Study Day):

TEAE Yes

Serious criteria: Important medical event
Severity: SEVERE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other
action taken:

DRUG WITHDRAWN / Withdrawn from study

Concomitant medications (used
until/on the start date of adverse
event):

Relationship of event:

POSSIBLY RELATED

I—H( HA R




FTIEITE25mg, FESmg RURE 10mg

fHig 2.7.6-8
SOC/PT RloFEFHIERE
EEEEE 303 2k #5811

2.7.6

Page 1 of 25

FaERivy R
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
Subjects with any TEAE 200 (62.7) 192 (61.1) 187 (59.6) 379 (60.4)
MEs £ R FIEE 2(0.8) 1¢0.3) 2(0.8) 3(0.5)
H I Bk A E 0 0 10.3) 1(0.2)
[l R 0 0 10.3) 1(0.2)
1 o VEE 0 1(0.3) 0 1(0.2)
=il 2{0.6) 0 0 0
S fEEE 2{0.6) 11(3.5) 5(1.6) 16 (2.5)
ghiE 1(0.3) 2{0.6) 3{(1.0) 5{0.8)
SRR 0 4(1.3) 0 4 (0.6)
S ERIE 0 0 2{0.6) 2{0.3)
FRLE 0 2(0.6) 0 2(0.3)
TEAR 0 2{0.6) 0 2{0.3)
{EIEFFAE T2 E 1¢0.3) 1(0.3) 0 1¢0.2)
AERAFAETEE 1{0.3) 0 0 0
LB 1(0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FTIEITE25mg, FESmg RURE 10mg

fHig 2.7.6-8
SOC/PT RloFEFHIERE
EEEEE 303 2k #5811

2.7.6

Page 2 of 25

ey RRE
Lemborexant

Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
A EIEE (Cont.) 2 {0.6) 11(3.5) 5(1.6) 16(2.5)

LEER 1(0.3) 0 0 0

ZRRMAETEE 1(0.3) 0 0 0
EbLogiEpes 6(1.9) 3{1.0) 8(2.5) 11(1.8)
EEL D F 30.9) 2{0.6) 3(1.0) 5(0.8)
B 0 0 3(1.0) 3(0.5)
BEEHEgREE 0 0 1(0.3) 1(0.2)
FHORE 0 0 1(0.3) 1(0.2)
B EEEE D E 0 10.3) 0 1(0.2)

AT 2 {0.6) 0 0 0

BEFER 1¢0.3) 0 0 0
Pl inpE=E 2{0.6) 1(0.3) 0 1(0.2)
H AR IE 1(0.3) 1(0.3) 0 1(0.2)

HARE 1(0.3) 0 0 0

AL TE 1(0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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TIETE25mg. [EE Smg RURFEE 10 mg 2 7.6

Page 3 of 25
fHigk 2.7.6-8
SOC/PT ROEEFHARR
EErIEE 303 Hik ELSE1H

ey RRE
Lemborexant

Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HRIEE 2(0.6) 4(1.3) 3{1.0) 7{1.1)
HFE 0 10.3) 10.3) 2(0.3)
FEhifE 0 0 10.3) 1(0.2)
BE+ = EE 0 0 1(0.3) 1(0.2)
) 1(0.3) 1(0.3) 0 1(0.2)
EEE OB 0 10.3) 0 1{0.2)
HERFREEE 0 1(0.3) 0 1(0.2)
EOT7LIL¥-— 0 1(0.3) 0 1¢0.2)

fil§ -1 3 B 1(0.3) 0 0 0
BEREE 19(6.0) 26(8.3) 23(7.3) 49 (7.8)
E2.0 3{0.9) 8(2.5) 4(1.3) 12(1.9)
TR 5(1.6) 2(0.6) 5(1.6) 7(1.1)
& 0 10.3) 4(1.3) 5(0.8)
LREEE 2{0.6) 20.6) 3(1.0) 5(0.8)
HPE e 1(0.3) 2 {0.6) 3{1.0) 5{0.8)
M 0 1¢0.3) 3(1.0) 40.6)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-8
SOC/PT ROEEFHARR
EErIEE 303 Hik ELSE1H

ey RRE
Lemborexant

Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
B IBIEZE (Cont.) 19 (6.0) 26(8.3) 23(73) 49 (7.8)
[5g ] 3(0.9) 0 2{0.6) 2{0.3)
EREETEER 3(0.9) 10.3) 1(0.3) 2(0.3)
=y 1(0.3) 1(0.3) 1(0.3) 2(0.3)
FE &1 e R 0 0 1(0.3) 1(0.2)
GG 0 0 1(0.3) 1¢0.2)
B % 0 0 1(0.3) 1(0.2)
FEEFE R 10.3) 10.3) 0 1(0.2)
L == 0 1(0.3) 0 1(0.2)
i 0 1(0.3) 0 1(0.2)
bR 0 10.3) 0 1{0.2)
B AMEE R 0 1{0.3) 0 1(0.2)
BEEE 0 1(0.3) 0 1(0.2)
KGR — 0 10.3) 0 1{0.2)
H R I 0 1(0.3) 0 1¢0.2)
o BB 0 10.3) 0 1(0.2)
e £ 0 1(0.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Page S of 25
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Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
— % EBEBELLIURSEMLORE 9{2.8) 26 (8.3) 17(54) 43 (6.8)
frides) 1{0.3) 12(38) 11(3.5) 23(37)
FAEHFRE 2{0.6) 5¢1.6) 0 5(0.8)
BB 0 3(1.0) 0 3{0.5)
g 1¢0.3) 1¢0.3) 1(0.3) 2¢0.3)
A 1(0.3) 0 1(0.3) 1(0.2)
HEAIE 0 0 10.3) 1(0.2)
EN 3 0 0 1(0.3) 1(0.2)
L] 0 0 1¢0.3) 1¢0.2)
B ER A IS 0 0 1¢0.3) 1¢0.2)
7o F R 0 0 10.3) 1{0.2)
B g 10.3) 10.3) 0 1(0.2)
He &R R R 0 1¢0.3) 0 1¢0.2)
BE 0 1¢0.3) 0 1¢0.2)
ZHEFEREBET 0 1(0.3) 0 1¢0.2)
BRI 0 1(0.3) 0 1¢0.2)
F R 0 1{0.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
—i - ZRREEB LIRS DORRE (Cont) 9(2.8) 26(8.3) 17(54) 43 (6.8)
luifede S k=i oa=ataaliill 0 1¢0.3) 0 1(0.2)

£ 10.3) 0 0 0

£ I L FIRES 1(0.3) 0 0 0

FIEER 1¢0.3) 0 0 0
FFiHiE R E 1(0.3) 4(1.3) 2{0.6) 6¢1.0)
AR5 T 1(0.3) 2{0.6) 0 2{0.3)
FEAE 0 2{0.6) 0 2{0.3)
G R 0 0 10.3) 1(0.2)
=& 0 0 10.3) 1(0.2)
&M 0 0 1(0.3) 1(0.2)
HEH 0 10.3) 0 1{0.2)
PH Bl HHifT TR I 1R 0 1(0.3) 0 1(0.2)
RIERIEE 2(0.6) 1(0.3) 1¢0.3) 2{0.3)
15 BUE 0 0 10.3) 1(0.2)
HHTL X — 0 10.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
REFIEE (Cont.) 2{0.6) 1(0.3) 1(0.3) 2{0.3)
OB EIE 1(0.3) 0 0 0
=HINTL L X — 10.3) 0 0 0
BEES L OFEHE 97 (30.4) 86 (27.4) 82 (26.1) 168 (26.8)
FIAEE 40 (12.5) 30(9.6) 29(9.2) 59(9.4)
PO B P o 15(4.7) 15(4.8) 16(5.1) 31(4.9)
FRiERER 10(3.1) 13(4.1) 11(3.5) 24(3.8)
R s R 7{(2.) 4(1.3) 9(2.9) 13(2.1)
BB 4(1.3) 5(1.6) 7(2.2) 12(1.9)
AL S SRE R G 51.6) 20.6) 5(1.6) 7(1.1)
Bl B 8(2.5) 4(1.3) 3{1.0) 7(1.1)
SEER 4(1.3) 6(1.9) 1(0.3) 7(1.1)
R 1(0.3) 2{0.6) 2{0.6) 4{0.6)
NE §E 4% 3(0.9) 3(1.0) 1(0.3) 4{0.6)
e 0 1(0.3) 2{0.6) 3{0.5)
e 0 2 {0.6) 1¢0.3) 3¢0.5)
EAiLE R 1(0.3) 0 2{0.6) 2{0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
REZLE 5 K OB A BE (Cont.) 97 (30.4) 86 (27.4) 82 (26.1) 168 (26.8)
Bt 4% 31¢0.9) 1¢0.3) 1¢0.3) 2¢0.3)
RS 20.6) 10.3) 1(0.3) 2(0.3)
L 2 E 1{0.3) 1{0.3) 1(0.3) 2{0.3)
TAERR 0 1¢0.3) 1¢0.3) 2¢0.3)
8% 0 1(0.3) 1(0.3) 2{0.3)
HRE L~ 2 0 2{0.6) 0 2(0.3)
I B R 0 0 10.3) 1(0.2)
liidinsns 0 0 1(0.3) 1(0.2)
g 0 0 1¢0.3) 1¢0.2)
MEHEE 0 0 10.3) 1{0.2)
ETiEx 0 0 1(0.3) 1(0.2)
ETHEEE 0 0 1(0.3) 1(0.2)
SEEEE S D HE 0 0 1(0.3) 1(0.2)
o 1(0.3) 10.3) 0 1¢0.2)
G T 0 10.3) 0 1(0.2)
S E 0 1(0.3) 0 1(0.2)
B R 0 1(0.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
REZLE 5 K OB A BE (Cont.) 97 (30.4) 86 (27.4) 82 (26.1) 168 (26.8)
A~ TRy F e 0 1¢0.3) 0 1(0.2)
HE% 0 1(0.3) 0 1(0.2)
il 7R B R 0 1{0.3) 0 1(0.2)
AR 0 1(0.3) 0 1(0.2)
i 7 B % 0 10.3) 0 1{0.2)
HIRE 0 10.3) 0 1(0.2)
B REge 2(0.6) 0 0 0
Rkt 2 {0.6) 0 0 0
TIT LA L AFEE S 10.3) 0 0 0
HEMH R E 1(0.3) 0 0 0
MEERE =% 1(0.3) 0 0 0
e R S5 1(0.3) 0 0 0
EERE 1¢0.3) 0 0 0
B R 10.3) 0 0 0
blieakeg =it nd 1(0.3) 0 0 0
EHIE 1(0.3) 0 0 0
FE. i Rk e 1(0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)

Preferred Term n (%) n (%) n (%) n (%)
FLALE 35 L OVF A HE (Cont) 97 (30.4) 86 (27.4) 82 (26.1) 168 (26.8)

Fify R e 1(0.3) 0 0 0

LB 10.3) 0 0 0

L R IR BE 3 1(0.3) 0 0 0

L PSS st 1(03) 0 0 0

Fr B R 1(0.3) 0 0 0
BE., FEHLVNESHE 27(85) 20(64) 18(5.7) 38(6.1)

5 72 10(3.1) 5(1.6) 5(1.6) 10 (1.6)

P& 4(1.3) 20.6) 31(1.0) 5(0.8)

LR T gl 1{0.3) 0 31(1.0) 31(0.5)

NEBZLZER 0 1¢0.3) 2{0.6) 3¢0.5)

HHIIEE 3{0.9) 1(0.3) 1(0.3) 2¢0.3)

g G 0 10.3) 10.3) 2(0.3)

B R EHE 0 1(0.3) 1(0.3) 2¢0.3)

TREEAT 0 1(0.3) 1(0.3) 2{0.3)

A= 1(0.3) 2(0.6) 0 2(0.3)

B R EUE 0 2(0.6) 0 2(0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Lemborexant

Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
BE. FEHLVNEEMHE (Cont.) 27(8.5) 20(6.4) 18(5.7) 38(6.1)
TBREL 1¢0.3) 0 1¢0.3) 1¢0.2)
EsERtgin 1(0.3) 0 1(0.3) 1(0.2)
=i 0 0 1¢0.3) 1¢0.2)
gL LRl o B 0 0 1¢0.3) 1¢0.2)
R Hfifx 5 0 0 10.3) 1{0.2)
EEEH 0 0 10.3) 1(0.2)
G 0 0 10.3) 1(0.2)
_EREEAT 0 0 1(0.3) 1(0.2)
& 0 0 1(0.3) 1(0.2)
FEEh 4(1.3) 1(0.3) 0 1(0.2)
Jrk=2. 1¢0.3) 1¢0.3) 0 1¢0.2)
BB 1¢0.3) 1¢0.3) 0 1¢0.2)
FEMEER 1¢0.3) 1¢0.3) 0 1¢0.2)
HIFHIRE 0 10.3) 0 1(0.2)
* HiRtEE 0 1(0.3) 0 1¢0.2)
EEERE 0 1(0.3) 0 1(0.2)
S5 mmhE 0 1(0.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0

I—H 1 X



TIETE25mg. [EE Smg RURFEE 10 mg 2 7.6

Page 12 of 25
fHigk 2.7.6-8
SOC/PT ROEEFHARR
EErIEE 303 Hik ELSE1H

FaERivy R
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
BE. FEBLTNESHE (Cont.) 27(8.5) 20(64) 18(5.7) 38(6.1)
HEIS 1{03) 0 0 0
BEiEE 1{0.3) 0 0 0
FEEgs 1(0.3) 0 0 0
e 1(0.3) 0 0 0
B R 1{03) 0 0 0
Bifi 13 1{0.3) 0 0 0
hEBir 1{0.3) 0 0 0
k== i 1(0.3) 0 0 0
== e 1(0.3) 0 0 0
FEETRE 15(4.7) 13(4.1) 14 (4.5) 27(43)
{EEEM 4(1.3) 3{(1.0) 6(1.9) 9{1.4)
FTEovTFTIoPT AT T - BT 1{0.3) 31.0) 2{0.6) 5(0.8)
M =741 R 2{0.6) 31.0) 0 3(0.5)
e EE LR 0 0 20.6) 2(0.3)
ML 25— Em 3(0.9) 1(0.3) 1(0.3) 2{0.3)
TANGH BT I S AT 25— FIEN 20.6) 1(0.3) 1(0.3) 2(0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
BRIEWE (Cont.) 15 (4.7 13 (4.1) 14 (4.5) 27 (43)
MmEEE 1{0.3) 0 1{0.3) 1{0.2)
MR o A48 0 0 10.3) 1(0.2)
FSLRATIF—~F LR 0 0 1(0.3) 1(0.2)
R o I B 0 1(0.3) 0 1(0.2)
(o2 0 1(0.3) 0 1(0.2)
0 1(0.3) 0 1(0.2)
R EHBE 0 10.3) 0 1(0.2)
S 2{0.6) 0 0 0
M SLEE A R REER A 1(0.3) 0 0 0
el S s 1R 1(0.3) 0 0 0
HIREHMERERE 1(0.3) 0 0 0
s LUREESE 10 (3.1} 10(3.2) 8(2.5) 18(2.9)
BEITTIE 1(0.3) 3¢1.0) 3(1.0) 6 (1.0)
BARIRE 1¢0.3) 2 {0.6) 1¢0.3) 3¢0.5)
B4 DRE 0 2(0.6) 1(0.3) 3{0.5)
2 BE R R 0 0 2(0.6) 2{0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
R# B LU REBIEE (Cont.) 10(3.1) 10(3.2) 8(2.5) 18(2.9)
&I BRERE 0 0 2(0.6) 2{0.3)
R 0 0 1(0.3) 1(0.2)
EEEL TR 0 0 1(0.3) 1(0.2)
=) 2{0.6) 1(0.3) 0 1(0.2)
= R EE M IE 1{0.3) 10.3) 0 1{0.2)
= FE ME 0 10.3) 0 1(0.2)
{7 1) ™ A IFE 2(0.6) 0 0 0
BEEE 1¢0.3) 0 0 0
Bl AT O IIE 1(0.3) 0 0 0
#;IE 1¢0.3) 0 0 0
BEERD LS HRES 35(11.0) 45(14.3) 20(64) 65 (10.4)
HEE 8¢2.5) 12(3.8) 9(2.9) 21(3.3)
A HiE 9{2.8) 14(4.5) 3(1.0) 17 (2.7)
FR T 3{0.9) 5(1.6) 2{0.6) 7{1.1)
BB 0 1(0.3) 4(1.3) 5{0.8)
FREE e 1(0.3) 4(1.3) 1¢0.3) 5{0.8)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HERSS LOHESHEEE (Cont.) 35(11.0) 45 (14.3) 20(64) 65 (10.4)

IEERE 1¢0.3) 4(1.3) 1¢0.3) 5(0.8)
B AET 0 10.3) 10.3) 2(0.3)
CoaakE 4(1.3) 2{0.6) 0 2¢0.3)
R i ot 0 2 {0.6) 0 2¢0.3)
e 0 2(0.6) 0 2(0.3)
R MEE 0 20.6) 0 2(0.3)
L] s e 4(1.3) 0 1(0.3) 1(0.2)
AR AR 0 0 1(0.3) 1(0.2)
EFRHEHETE 0 0 1(0.3) 1(0.2)
2t 0 0 1¢0.3) 1¢0.2)
VB 1(0.3) 1(0.3) 0 1(0.2)
HiER 1¢0.3) 1¢0.3) 0 1¢0.2)
Eo i 8 0 1(0.3) 0 1(0.2)
#HE 0 10.3) 0 1(0.2)
T LR = 0 10.3) 0 1(0.2)
R 4(1.3) 0 0 0
SEEER 1¢0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
BEERD LOEEGHEIEE (Cont) 35(11.0 45 (14.3) 20(6.4) 65 (10.4)
BETE 1¢0.3) 0 0 0
SEhE 10.3) 0 0 0
RERFETRIE R 1(0.3) 0 0 0
Y EEERE 1¢0.3) 0 0 0
e oEnd 1¢0.3) 0 0 0
B, ERSLUEMRTHONEY (ERBLOF)-TEEi 2{0.6) 2{0.6) 3{1.0) 5{0.8)
ENEAE 1(0.3) 0 1(0.3) 1(0.2)
FToraal ko 0 0 1(0.3) 1¢0.2)
FLEPIIBRE R 0 0 10.3) 1(0.2)
EBEiE 0 0 1(0.3) 1(0.2)
ZEMEE 1{0.3) 10.3) 0 1{0.2)
iEqiN i 0 10.3) 0 1(0.2)
THAERE 10.3) 0 0 0
HHEREE 40 {12.5) 64 {20.4) 77 (24.5) 141 (22.3)
TERE 5¢1.6) 27 (8.6) 41 (13.1) 68 (10.8)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HIEFIEE (Cont.) 40 (12.5) 64 (20.4) 77 (24.5) 141 (22.5)
Gk 21 (6.6) 28(8.9) 21(6.7) 49 (7.8)
F@EnEv 6{1.9) 5{1.6) 4(1.3) 9{(1.4)
B A TR 0 0 5(1.6) 5¢0.8)
$EEE 1¢0.3) 0 3(1.0) 3¢0.5)
B &R R 0 0 3(1.0) 3(0.5)
FEEiE 0 2(0.6) 1¢0.3) 31¢0.5)
L1 0 2(0.6) 1¢0.3) 31¢0.5)
EENEE 0 0 2{0.6) 2{0.3)
TR EE 0 0 2{0.6) 2{0.3)
A% 3k 20.6) 1{0.3) 1{0.3) 20.3)
uE iR 0 2(0.6) 0 2(0.3)
CHERENIE 1¢0.3) 0 1¢0.3) 1¢0.2)
A B EIER 1(0.3) 0 1(0.3) 1(0.2)
SKEIE 0 0 10.3) 1(0.2)
EFEH 0 0 1(0.3) 1(0.2)
EEREE 0 0 1¢0.3) 1(0.2)
HETLxi— 0 0 1¢0.3) 1¢0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HIEFIEE (Cont.) 40 (12.5) 64 (20.4) 77 (24.5) 141 22.5)
Fed [l 36 1 0 0 10.3) 1{0.2)
HEEE 0 0 10.3) 1(0.2)
B EIEIRIEE 0 0 10.3) 1¢0.2)
HEAEIR EiE 0 0 1¢0.3) 1¢0.2)
TEAERE 0 0 1¢0.3) 1¢0.2)
HEER 0 0 10.3) 1(0.2)
k=3 0 0 10.3) 1(0.2)
IE IE R 1(0.3) 1(0.3) 0 1(02)
HEREE = 2 -1t F— 0 1¢0.3) 0 1¢0.2)
Bl BREsEc 5 HiE 0 1¢0.3) 0 1(0.2)
BRI SRR 0 1(0.3) 0 1(0.2)
=N g 0 1(0.3) 0 1(0.2)

EHIRIELE 1¢0.3) 0 0 0

HEEE 1(0.3) 0 0 0

- b MHERE 1(0.3) 0 0 0

BEROBERT 1(0.3) 0 0 0

THERR R ERIERERE 1¢0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HIEFIEE (Cont.) 40 (12.5) 64 (20.4) 77 (24.5) 141 22.5)

T B e EE B R A 1¢0.3) 0 0 0
& DR 0 1¢0.3) 0 1¢0.2)
=¥ g ik S 0 1¢0.3) 0 1(0.2)
FEfEEE 14 (4.4 22(7.0) 21(6.7) 43 (6.8)
B 1(0.3) 4(1.3) 7(2.2) 11(1.8)
B 6(1.9) 7{2.2) 4(1.3) 11(1.8)
T 3{0.9) 4(1.3) 10.3) 5{0.8)
shELARE 0 0 3{1.0) 3{0.5)
AREBEOR 0 1(0.3) 2(0.6) 3{0.5)
32 0 0 2{0.6) 2(0.3)
AR TETE 0 0 1{0.3) 1{0.2)
EEIEE 0 0 1(0.3) 1(0.2)
B IREEEIE (R 0 0 1¢0.3) 1¢0.2)
RERIR 0 0 1(0.3) 1(0.2)
Moy 7 3EE 0 0 1(0.3) 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
ETEIEE (Cont.) 14(44) 22(7.0) 21 (6.7) 43 (6.8)
FERE 2{0.6) 1(0.3) 0 1(0.2)
ERHFERE 1(0.3) 1(0.3) 0 1(0.2)
MW 2R0EESBEILEE 0 1{0.3) 0 1(0.2)
EratESaL) 0 1(0.3) 0 1(0.2)
2750 0 10.3) 0 1{0.2)
HEREE 0 10.3) 0 1(0.2)
BB 0 10.3) 0 1(0.2)
U F iR 0 1(0.3) 0 1(0.2)

BInEE 1(0.3) 0 0 0
S ELUREREE 4(1.3) 5(1.6) 5(1.6) 10 (1.6)
il 1(0.3) 1(0.3) 2{0.6) 3{0.5)
EiGaE 1(0.3) 1(0.3) 1(0.3) 2(0.3)
AMEESE 0 0 10.3) 1(0.2)
CE3 0 0 1(0.3) 1(0.2)
He R I 2 0 1(0.3) 0 1(0.2)
K EIE 0 1(0.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
EELUCREBEE (Cont.) 4(1.3) 5(1.6) 5(1.6) 10(1.6)
REYE 0 10.3) 0 1{0.2)
EFEFE 0 1¢0.3) 0 1¢0.2)

TR 1(0.3) 0 0 0

FEER 1¢0.3) 0 0 0
FHERLLVIRBREE 31{0.9) 5(1.6) 2(0.6) 7{.1)
B AZF2IE 0 1¢0.3) 1¢0.3) 2¢0.3)
Biz@z 0 1¢0.3) 1¢0.3) 2¢0.3)
B AT SR R A 0 1(0.3) 0 1¢0.2)
g KEE 0 10.3) 0 1(0.2)
HEZHEE 1% 0 1(0.3) 0 1(0.2)

ILEEE 2(0.6) 0 0 0

FEFEHIM 1(0.3) 0 0 0
NP EE. MEE L ORRES 12(3.8) 13 (4.1) 14 (4.5) 27 (43)
O A B e 1(0.3) 5¢1.6) 3(1.0) 8(1.3)
17 0 4(1.3) 2{0.6) 6 (1.0)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
UEIE AR, RS L OHEEIEE (Cont.) 12 (3.8) 13 (4.1) 14 (4.5) 27 (43)
&M 0 1(0.3) 2(0.6) 3{0.5)
8w 2(0.6) 0 2{0.6) 2(0.3)
O U 7 0 0 2(0.6) 2(0.3)
e 4(1.3) 0 1¢0.3) 1(0.2)
EERAEEIER 1(0.3) 0 1¢0.3) 1¢0.2)
M, 0 0 10.3) 1(0.2)
SRR EH 0 0 10.3) 1(0.2)
T Lol - &% 0 0 1(0.3) 1(0.2)
i 0 0 1(0.3) 1(0.2)
Wz EAL 0 0 1(0.3) 1¢0.2)
UE et 7 A 0 1(0.3) 0 1(0.2)
B B R 0 1(0.3) 0 1(0.2)
R {5z R 0 1(0.3) 0 1(0.2)
EI&FES <10 0 10.3) 0 1(0.2)
CLowds 0 10.3) 0 10.2)
g 0 1¢0.3) 0 1¢0.2)

T Lol — PRt 1¢0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
UEIE AR, RS L OHEEIEE (Cont.) 12 (3.8) 13 (4.1) 14 (4.5) 27 (43)

[ETES 1(0.3) 0 0 0

FREREMRETR 1(0.3) 0 0 0

] 1(0.3) 0 0 0

= 1¢0.3) 0 0 0

FREDOSE 1¢0.3) 0 0 0
EEB L CETHEEEE 14 (4.4) 10(3.2) 18(5.7) 28 (4.5)
ZFIE 1¢0.3) 3(1.0) 2(0.6) 5(0.8)
Tk 1¢0.3) 1¢0.3) 2(0.6) 31¢0.5)
B 0 1(0.3) 2{0.6) 3(0.5)
i 0 1¢0.3) 2 {0.6) 3¢0.5)
TIE 0 1¢0.3) 1¢0.3) 2{0.3)
3 3(0.9) 0 1(0.3) 1(0.2)
=T 2(0.6) 0 1(0.3) 1(0.2)
it £IE 1(0.3) 0 1(0.3) 1(0.2)
EEEE 1(0.3) 0 1(0.3) 1(0.2)
FEERERE 1{0.3) 0 1{0.3) 1{0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
EEH LU ETHSEE (Cont) 14 (4.4 10(3.2) 18(5.7) 28 (4.5)
e A LIE 0 0 10.3) 1{0.2)
EEEE 0 0 10.3) 1(0.2)
T LR - 0 0 1(0.3) 1(0.2)
I RS 0 0 1(0.3) 1(0.2)
FERE 0 0 10.3) 1{0.2)
B 10.3) 10.3) 0 1(0.2)
AN E 2t 0 10.3) 0 1(0.2)
T 0 1¢0.3) 0 1¢0.2)
S EE 0 1¢0.3) 0 1¢0.2)
=55 EE 0 10.3) 0 1{0.2)
EEEE 2{0.6) 0 0 0
FLEE 1¢0.3) 0 0 0
M EI RS 1¢0.3) 0 0 0
HEES X UARALE 0 0 1¢0.3) 1¢0.2)
R 0 0 1¢0.3) 1¢0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
M= 6(1.9) 4(1.3) 5(1.6) 9{1.4)
S IE 4(1.3) 3.0 3{(1.0) 6(1.0)
FEERER I I A2 9E 0 0 10.3) 1(0.2)
RIRL 0 0 1(0.3) 1(0.2)
{&IIE 0 1(0.3) 0 1(0.2)
TEESIME 1¢0.3) 0 0 0
FIEHIES 1{0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
Subjects with any TEAE 299 (66.9) 289 (66.1) 588 (66.5)
MFEE LT i FfEE 7 (1.6) 4(0.9) 11¢1.2)
FRZHE 3(0.7) 0 3(0.3)
1]~ 458 D 1(0.2) 10.2) 2(0.2)
- il 2(04) 0 2(0.2)
{EEFEME D 0 1(0.2) 1(0.1)
H I ER i TE 0 1(0.2) 1(0.1)
L NHiSE 0 1(0.2) 1(0.1)
1 2 2EE 1(0.2) 0 1(0.1)
EFEEM 1(0.2) 0 1(0.1)
RS 14 (3.1} 8(1.8) 22{2.5)
Eil=4 2(04) 3(0.7) 5(0.6)
L S 3(0.7) 1(0.2) 4(0.5)
HEAR 4(0.9) 0 4 (0.5)
ANERIE 1(0.2) 2{0.5) 3(0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
OEIEE (Cont.) 14 (3.1} 8(1.8) 22{2.5)
B IE 2(04) 0 2(0.2)
TER 2(04) 0 2(0.2)
A2 OHTESE 0 1(0.2) 1(0.1}
ol v 0 1(0.2) 1(0.1)
LR 1(0.2) 0 1.1
18 #FE R =E 1(0.2) 0 1(0.1)
BE XUrRigRE §(1.8) 11(2.5) 19¢2.13
EERHHE L 4(0.9) 4(0.9) 8(0.9)
BB 0 4(0.9) 4 (0.5)
B EEEEE DT 1(0.2) 1(0.2) 2(0.2)
BEEHEREE 0 1(0.2) 1(0.1)
HE D HRIE 0 10.2) 1(0.1)
B 1(0.2) 0 1(0.1)
EAHET 1(0.2) 0 1(0.1)
SEIE L 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

5 bR E 2(04) 0 2(0.2)
PR EEET 1(0.2) 0 1.1

B R A 1(0.2) 0 1(0.1)

EfEE 6(1.3) 6(1.4) 12(1.4)
H PR 2(04) 240.5) 4 (0.5)

L HE 0 1(0.2) 1(0.1)

B+ 5 EEIE 0 1¢0.2) 1(0.1)

Bl Heg 17 HE 0 1(0.2) 1(0.1)

EHEN 0 10.2) 1(0.1)

EEEOE 1(0.2) 0 1(0.1)

TR PR I AR TR 1(0.2) 0 1.1

BEOTL L&~ 1(02) 0 1(0.1)

TH v - R E R 1(0.2) 0 1(0.1)

FRAFE 1(0.2) 0 1(0.1)

IR AR IR 2 1(0.2) 0 1.1

5 0 [ AR IR E 1(0.2) 0 1.1

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
HEFEZE (Cont.) 6(1.3) 6 (1.4) 12{(1.4)
FEH 1(0.2) 0 1.1
AAET 1(0.2) 0 1(0.1)
BIEEE 53(11.9) 43(9.8) 96 (10.9)
Bl 12(2.7) 9¢2.1) 21 (2.4)
AT 5(1.1) 8(1.8) 13(1.5)
_LEEERRE 5(1.1) 5(1.1) 10{1.1)
g It 4(09) 4{0.9) §(0.9)
iR 3(0.7) 4(0.9) 7 (0.8)
B 3(0.7) 4(0.9) 7 (0.8)
mien)-c 4(09) 3(0.7) 7(0.8)
BREERERES 4(09) 3{0.7) 7(0.8)
HEiETFERE 2(04) 4(0.9) 6(0.7)
B 5(1.1) 1(0.2) 6(0.7)
B 1(0.2) 2{0.5) 3(0.3)
e 7 1(0.2) 1(0.2) 2(0.2)
R E 1(0.2) 1(0.2) 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant
Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
BHISIEE (Cont.) 53(11.9) 43(9.8) 96 (10.9)

HF 4% 1(0.2) 1(0.2) 2(0.2)
BETE 2(04) 0 2(0.2)
REFRY -7 2(04) 0 2(0.2)
N 0 1(0.2) 1(0.1)
BB 0 1{0.2) 1.1
e 0 10.2) 1(0.1)
=ETaatilil 0 10.2) 1(0.1)
FEER~ L =7 1(0.2) 0 1(0.1)
Tl 3 LS 1(0.2) 0 1.1
M E R 1(0.2) 0 1(0.1)
E A% 1(0.2) 0 1(0.1}
BBEE 1(0.2) 0 1(0.1)
EiE O RIE 1(0.2) 0 1(0.1)
2~ =T 1(0.2) 0 1(0.1)
OFEMEETE R 1(0.2) 0 1(0.1)
LA 1(0.2) 0 1(0.1)
FEEfE 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant
Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
BHISIEE (Cont.) 53(11.9) 43(9.8) 96 (10.9)
Ft 8 2 1(0.2) 0 1.1
— - 2EEELSLIURSEGORE 36 (8.1) 30(6.9) 66 (7.5)
3 14 3.1 17(3.9) 31(3.5)
FEAH RS 8(1.8) 240.5) 10(1.1)
b= 1(0.2) 2(0.5) 3(0.3)
BER 2(04) 1¢0.2) 3(0.3)
HER 3(0.7) 0 3(0.3)
EIE 0 240.5) 2(0.2)
A 0 240.5) 2(0.2)
He R e R 1(0.2) 1¢0.2) 2(0.2)
i 1(02) 1(0.2) 2(0.2)
g 1(0.2) 10.2) 2(0.2)
I PR 2(04) 0 2(0.2)
TR 0 1¢0.2) 1(0.1)
R 0 1(0.2) 1(0.1)
A T T PEES 0 1{0.2) 1.1

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant
Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)

Preferred Term n (%) n (%) n (%)
—f c ZEREES LU S DILAE (Cont.) 36 (8.1) 30(6.9) 66(7.5)

FRIE G 0 1¢0.2) 1(0.1)

7o F o EEENEE 0 10.2) 1(0.1)

EE 1(0.2) 0 1(0.1)

EEHT R 1(0.2) 0 1(0.1)

FTHEFREET 1(0.2) 0 1(0.1)

ZE 1(0.2) 0 1(0.1)

155 FEHFEE 1(0.2) 0 1(0.1)

luk=ges oAz ladiil 1(0.2) 0 1(0.1)
fFREERIEE 5(1.1) 2(0.5) 7(0.8)

RE A I 3(0.7) 0 3(0.3)

FEEIE 2(04) 0 2(0.2)

RT3 o i 0 10.2) 1(0.1)

liaR={ir! 0 10.2) 1(0.1)

&M 0 1(0.2) 1(0.1)

FHEE % 1(0.2) 0 1(0.1)

PRERH T2 E R 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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i 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

RERIEE 3(0.7) 5(1.1) 8 (0.9
iR ST Ll X~ 0 2{0.5) 2(0.2)

Z=EHETL LN - 2(04) 0 2(0.2)

T Lol X - R 0 1(0.2) 1(0.1)

EBWTLLE— 0 1¢0.2) 1(0.1)

AEEHIE 0 1{0.2) 1.1

HMTL LA — 1(0.2) 0 1(0.1)

FEOWE B & OV F A HE 149 (33.3) 143 (321 292 (33.0)
AR 51(11.4) 48 (11.0) 99 (11.2)

A FILT 22 (4.9) 26 (5.9) 48 (5.4)

ERERR 21 4.7y 18 (4.1) 1944

RIS g 10 (2.2) 18(4.1) 28(32)

BExR 8(1.8) 10(2.3) 18(2.0)

EIENiesAs 10 (2.2) 71.6) 17(1.9)

SEZE §(1.8) 8(1.8) 16{1.8)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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i 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
FLOWE 35 L OV F AL HE (Cont.) 149 (33.3) 143 (321 292 (33.0)
I A R 6(1.3) 8(1.8) 14(1.6)
[Espse 7(1.6) 2{0.5) 9 (1.0
WE B 45 4(0.9) 3¢0.7) 7 (0.8)
isdinkns 0 6 (1.4) 6 (0.7
8% 4(0.9) 2(0.5) 6 (0.7
FEIE 2% 2(04) 3¢0.7) 5 (0.6)
e g 3(0.7) 2{0.5) 5(0.6)
SRR 2(04) 2{0.5) 4(0.5)
FHE 5 3(0.7) 1¢0.2) 4(0.5)
fif 4% 3(0.7) 1(0.2) 4(0.5)
=t 3 100.2) 20.5) 3 (0.3)
WEEH #¢ 2(04) 1¢0.2) 3(0.3)
b R R R 2(04) 1(0.2) 3(0.3)
~Jasg s -EEE 3(0.7) 0 3(0.3)
I B f 0 240.5) 2(0.2)
PE{EE R 0 2(0.5) 2(0.2)
B 0 2{0.5) 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
FLOWE 35 L OV F AL HE (Cont.) 149 (33.3) 143 (321 292 (33.0)
YEEERE S D HE 0 2{0.5) 2(0.2)
EN=E 1(0.2) 10.2) 2(0.2)
B i 1(0.2) 1{0.2) 2(0.2)
Ol 2 E R 1(0.2) 1{0.2) 2(0.2)
MEEIE 1(0.2) 1{0.2) 2(0.2)
HRE 1(0.2) 10.2) 2(0.2)
wikEE 2(04) 0 2(0.2)
HRE -~ 3R 2(04) 0 2(0.2)
MR RS 0 1(0.2) 1(0.1)
WL ARG 0 1{0.2) 1.1
e TE AL BT 0 1(0.2) 1(0.1)
ETiE# 0 1(0.2) 1(0.1)
BT RERE 0 1(0.2) 1(0.1)
FHE TR IE 1(0.2) 0 1(0.1)
AL T R 1(0.2) 0 1.1
WEHREEZE 1(0.2) 0 1(0.1)
PERRPYDELF 7 VLR 1(02) 0 1.1

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
FLOWE 35 L OV F AL HE (Cont.) 149 (33.3) 143 (321 292 (33.0)
FEZE T 1(0.2) 0 1.1
= 1(0.2) 0 1(0.1)
SESEE 1(0.2) 0 1(0.1)
o 1(0.2) 0 1(0.1)
Bifd gl 7 1(0.2) 0 1(0.1)
TR R 1(0.2) 0 1(0.1)
HE 2t 1(0.2) 0 1(0.1)
aAEEE 1(0.2) 0 1(0.1)
R 2% 1(0.2) 0 1(0.1)
BH% 1(0.2) 0 1.1
i Bl Rh g 1(0.2) 0 1(0.1}
HEHE 1(0.2) 0 1(0.1)
TERT A 1(0.2) 0 1(0.1)
i 7 i % 1(0.2) 0 1(0.1)
TR ERE R SR 1(0.2) 0 1(0.1)
BB R 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
BE, FELLIUVNEEHE 40 (8.9 34(7.8) 74{84)
ER {3 1227 10(23) 22(2.5)
P8 7(1.6) 4(0.9) 11(1.2)
L 1(0.2) 7{1.6) 3(0.9)
MEI-LZER 4(09) 4{0.9) 8(0.9
EEEEERS 4(09) 0 4(0.5)
B #mi G 2(04) 10.2) 3(0.3)
T 1515 2(04) 10.2) 3(0.3)
FE 3(0.7) 0 3(0.3)
Sk gl 3(0.7) 0 3(0.3)
=i 0 2{0.5) 2(0.2)
AIEFGL 0 2(0.5) 2(0.2)
TR T 0 2{0.5) 2(0.2)
ghimni s 1(0.2) 1(0.2) 2(0.2)
IR I 1(0.2) 10.2) 2(0.2)
B EH & 1(0.2) 1(0.2) 2(0.2)
HER 1(0.2) 1(0.2) 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant
Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
BE. FEBLVNESMHIE (Cont.) 40 (8.9) 34(7.8) 74 (8.4)
HHIIEE 1(0.2) 1{0.2) 2(0.2)
TEEH 1(0.2) 10.2) 2(0.2)
FHIREE 1(0.2) 1(0.2) 2(0.2)
EEEaE 1(0.2) 1(0.2) 2(0.2)
R 188 2(04) 0 2(0.2)
E 1 0 1(0.2) 1(0.1)
EMic L EE o EE 0 1(0.2) 1(0.1)
R B i 5 0 1(0.2) 1(0.1)
BE BT 0 1(0.2) 1(0.1)
g 0 1{0.2) 1.1
_EREEAT 0 1(0.2) 1(0.1)
p-0fc 0 1(0.2) 1(0.1)
BEABER S 1(0.2) 0 1(0.1)
B IE [HT 5 1(0.2) 0 1(0.1)
EEEg 1(0.2) 0 1(0.1)
SHE VM EE 1(0.2) 0 1(0.1}
FE BT 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
FRFEHE 32072 27(6.2) 59(67)
HEEm 1227 8(1.8) 20023
Fo2ooFiso o275 —-FHED 4(0.9) 4{0.9) 8 (0.9)
TRANSX LTI R AT D~ BHED 3(0.7) 2{0.5) 5(0.6)
M= =) Fy ey FED 4(09) 1(0.2) 5(0.6)
M 3L A5 T — L3 1(02) 3¢0.7) 4(0.5)
FifteetaEE L7 1(0.2) 2(0.5) 3 (0.3)
{52 i 0 240.5) 2(0.2)
mEEF 1(0.2) 1¢0.2) 2(0.2)
M REEEE 1(0.2) 1(0.2) 2(0.2)
[ LSRRl I TR 5 i} 0 1¢0.2) 1(0.1)
JuilsskzRE=bi ] 0 1(0.2) 1(0.1}
M=) 2 0 1(0.2) 1(0.1)
LEFEE 0 1¢0.2) 1(0.1)
LB EE 0 10.2) 1(0.1)
BF R H R 0 10.2) 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

FaERivy R
Lemborexant

Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
ERRE (Cont.) 320.2) 27(6.2) 59(6.7)
b LaATFTIF-¥LER 0 10.2) 1(0.1)
MmAEFEEEE Uil 8 1(0.2) 0 1(0.1)
FR M B4 1(0.2) 0 1{0.13
RF R 1(02) 0 1 (0.1}
LEET REE 1(0.2) 0 1(0.1)
LEFEQTRER 1(0.2) 0 1(0.1)
R EHBM 1(0.2) 0 1(0.1)
M7 = JF i 1(02) 0 1 (0.1}
R b REg 1(0.2) 0 1(0.1)
=finkzE=5] 1(02) 0 1(0.1)
R#b LURERSE 20 (4.5) 12(2.7) 32(3.6)
B TR 3(0.7) 3¢0.7) 6(0.7)
=R EEINIE 5(1.1) 1(0.2) 6(0.7)
BERE 3(0.7) 1(0.2) 4(0.5)
B4 i oBRERE 1(0.2) 2{0.5) 3(0.3)
PairDIRE 2(04) 1(0.2) 3(0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

LB B L UREBIREE (Cont) 20 (4.5) 12(2.7) 32(3.6)
2 B RE R IR 0 2(0.5) 2(0.2)

EEEEE 1(0.2) 10.2) 2(0.2)

Hi i 1(0.2) 1(0.2) 2(0.2)

= R MIE 2(04) 0 2(0.2)

BRE 0 1{0.2) 1.1

AU AE 0 10.2) 1(0.1)

HEiHDOFE 0 10.2) 1(0.1)

BEE 1(0.2) 0 1(0.1)

it BEFEE 1(0.2) 0 1(0.1)

e AL 1(0.2) 0 1.1

U E FIOE 1(0.2) 0 1(0.1)

EERE L OEEHBEE 64 (14.3) 46 (10.5) 110 (12.4)
HE 20 (4.5) 13(3.0) 33(3.7)

=l 20 (4.5) 10(2.3) 0034

R B EE 10(2.2) 8(1.8) 182.0

I B 3(0.7) 4(0.9) 7(0.8)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
BRSSO SHEEE (Cont.) 64 (14.3) 46 (10.5) 110 (12.4)
BB tE 2(04) 4(0.9) 6(0.71
% AR 3(0.7) 3¢0.7) 6(0.7)
SEER TG 5(1.1) 1¢0.2) 6 (0.7)
EE 3(0.7) 2{0.5) 5(0.6)
BRE HE 4(0.9) 1{0.2) 5(0.6)
RHHET 3(0.7) 1(0.2) 4 (0.5)
HiEE 2(04) 1(0.2) 3(0.3)
HRHE R 1(0.2) 1(0.2) 2(0.2)
BAHET 1(0.2) 1(0.2) 2(0.2)
VB E T 2(04) 0 2(0.2)
B EIEE 2(04) 0 2(0.2)
R ETIE iR 0 1(0.2) 1(0.1)
BEREE 0 1(0.2) 1(0.1)
B 0 10.2) 1(0.1)
HEIY v F 0 10.2) 1(0.1)
EREEE 0 1(0.2) 1(0.1)
g% 0 1(0.2) 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

BRSSO SHEEE (Cont.) 64 (14.3) 46 (10.5) 110 (12.4)
HEIfEE 1(0.2) 0 1.1
Br e 1(0.2) 0 1(0.1)
A1 77 ] B ot 1(0.2) 0 1(0.1}
FE 1(0.2) 0 1(0.1)
R LR 1(0.2) 0 1.1
B, BB LUERTHOFEY (ERBLTFR)—-TEFin 3(0.7) 6 (1.4) 9(1.0y
FL & 0 2{0.5) 2(0.2)
TR R 0 1(0.2) 1(0.1)
LB PIBRE M R 0 10.2) 1(0.1)
EiEEmiE 0 1(0.2) 1(0.1)
EEEAE 0 1(0.2) 1(0.1)
FETFERE 0 10.2) 1(0.1)
ZEMEE 1(0.2) 0 1(0.1)
L& 1(0.2) 0 1(0.1)
HREAHE 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
HERREE 105 (23.5) 113 (25.9) 218 (24.7)
1ERR 38 (8.5) 60 (13.7) 98 (11.1)
BHIE 43 (9.6) 32(73) 75 (8.5)
FEMHHE 14 (3.1) 8(1.8) 22(2.5)
BE IR B FRE §(1.8) 8(1.8) 16{1.8)
FERLE 1(02) 4(0.9) 5(0.6)
st 2(04) 3¢0.7) 5 (0.6)
AHEE 2(04) 2{0.5) 4 (0.5)
EFEEAREE 0 3{0.7) 3(0.3)
FHER TR 0 3(0.7) 3(0.3)
AR 3 1(0.2) 2(0.5) 3(0.%)
B SRR 2(04) 1(0.2) 3(0.3)
HE AR 3(0.7) 0 3(0.3)
R EE 0 2{0.5) 2(0.2)
ERETEIRIEE 0 240.5) 2(0.2)
TEEEE 1(0.2) 1(0.2) 2(0.2)
HREY = 2 —m S F — 2(04) 0 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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i 2.7.6-9
SOC/PT HOEESHIBHE
EREHE 303 HiE: Rt RS
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
HIEFIEE (Cont.) 105 (23.5) 113 (25.9) 218 (24.7)
AR 1EEERE 2(04) 0 2 (0.2)
KEEIE 0 10.2) 1(0.1)
EEEH 0 1(0.2) 1(0.1)
IEEHR R 0 1(0.2) 1(0.1)
HETL Hi— 0 1¢0.2) 1(0.1)
Bed I 5 36 1 0 10.2) 1(0.1)
HERE 0 10.2) 1(0.1)
FHEREhE 0 1(0.2) 1(0.1)
BIRE 0 1(0.2) 1(0.1)
EEEE 0 1{0.2) 1.1
HREREE 0 1(0.2) 1(0.1)
TFE T 0 1(0.2) 1(0.1)
i 0 1(0.2) 1(0.1)
111 P4 B 0 10.2) 1(0.1)
FEWTIE B 1(0.2) 0 1(0.1)
ThEE AT HE 1(0.2) 0 1(0.1)
BIENEA 5 T 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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fHigk 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

HEFRIEE (Cont.) 105 (23.5) 113 {25.9) 218 (24.7)
= MR 1(0.2) 0 1.1

He B B E B AR T2 1(0.2) 0 1(0.1)

I H R E 1(0.2) 0 1.1
E & BRI iE 1(0.2) 0 1(0.1)

FEHIEE 29 (6.5) 30(6.9) 59 (6.7)
ERELE 9(2.0) 7(1.6) 16{1.8)

EE 5(1.1) 8(1.8) 13(1.5)

AHRBREIR 1(0.2) 5(1.1) 6 (0.7)

TE 5(1.1) 1(0.2) 6 (0.7

Rl 1(0.2) 4{0.9) 5 (0.6)

sEEL AR 0 4(0.9) 4(0.5)

MWH> 250 £S5 BEICESE 3(07) 0 3(0.3)

ERIE 2(04) 0 2(0.2)

EETEE 0 10.2) 1(0.1)

R ESE 0 10.2) 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0

I—H At



FIETE25mg, [ 5mg RUREE 10 mg 276

Page 22 of 27
fig 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

fEHEE (Cont.) 29 (6.5) 30(6.9) 59 (6.7)
IRFEEEENIE R A 0 1¢0.2) 1(0.1)

BERROR 0 10.2) 1(0.1)

SNy 2 HAR 0 10.2) 1(0.1)

R IRESE T 0 1(0.2) 1(0.1)

EIRES 0 1¢0.2) 1(0.1)

EHIE 0 10.2) 1(0.1)

ErREESaki] 1(0.2) 0 1(0.1)

W25 1(0.2) 0 1(0.1)

BEIEE 1(0.2) 0 1(0.1)

ERUTEEE 1(0.2) 0 1.1

B E i 1(0.2) 0 1(0.1)

TR iR 1(0.2) 0 1(0.1)

ThLUORBESE 8(1.8) 8(1.8) 16{1.8)
M 2(04) 3{0.7) 5(0.6)

EHEHIE 1(0.2) 2{0.5) 3(0.3)

EAR 1(0.2) 1(0.2) 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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fig 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEEE 303 HEk LR Y MEEH
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

5 LCRIEEE (Cont) §(1.8) 8(1.8) 16{1.8)
He PR [ 8 2(04) 0 2(0.2)

REYE 2(04) 0 2(0.2)

2MEEE 0 1(0.2) 1(0.1)

HER 0 1(0.2) 1(0.1)

KEIE 1(0.2) 0 1.1

R 1(0.2) 0 1(0.1)

EEFELCILEREE §(1.8) 3{0.7) 1112
AR EE 2(04) 2{0.5) 4 (0.5)

JEEE S 1(0.2) 1(0.2) 2(0.2)

B E LR AR AE 1(0.2) 0 1.1

it 1(0.2) 0 1.1

g kg 1(0.2) 0 1(0.1)

HESEE R 1(0.2) 0 1(0.1)

HEEEE Y EE 1(0.2) 0 1(0.1)

nEER. FEE L OHEREREE 22 (4.9) 18(4.1) 40(4.5)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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i 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
DO B, BER S L OMERRIEE (Cont.) 22 (4.9) 18 (4.1) 40(4.5)
U7 gk 9(2.0) 2(0.5) 1112
M FEmAEE 6(1.3) 3¢0.7) 9 (1.0
| 100.2) 3¢0.7) 4(0.5)
LT ] 1(0.2) 2{0.5) 3(0.3)
8% 0 2(0.5) 2(0.2)
Mz 5. 1(0.2) 1(0.2) 2(0.2)
EHASEERESR 0 10.2) 1(0.1)
B 0 1(0.2) 1(0.1)
S 0 1(0.2) 1(0.1)
TEEH O 44 IE 0 1¢0.2) 1(0.1)
EFEEE 0 1(0.2) 1(0.1)
T Ll X &% 0 1(0.2) 1(0.1)
=i 0 1(0.2) 1(0.1)
i IR e IR OT: S R 0 1(0.2) 1(0.1)
BZEAL 0 1(0.2) 1(0.1)
UE U 100.2) 0 1(0.1)
B Bk 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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fig 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEEE 303 HEk LR Y MEEH
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

DO B, BER S L OMERRIEE (Cont.) 22 (4.9) 18 (4.1) 40(4.5)
VI P T 1(0.2) 0 1.1

HRIE o 4 1(0.2) 0 1(0.1)

RIGHES -0 1(0.2) 0 1(0.1}

Lo 1(0.2) 0 1(0.1)

LREERE 1(0.2) 0 1(0.1)

& EEHESEE 1(0.2) 0 1(0.1)

Tt 0 1(0.2) 0 1(0.1)

EEH L UE THMEES 22 (4.9) 24 (5.5) 46(5.2)
et 4(0.9) 4{0.9) 8(0.9)

binses 3(07) 4(0.9) 7(0.8)

EITIE 3(0.7) 2(0.5) 5(0.6)

xR 1(0.2) 2{0.5) 3(0.3)

LR %% 1(0.2) 2{0.5) 3(0.3)

SRR ALE 1(0.2) 1(0.2) 2(0.2)

R ERE 1(0.2) 1(0.2) 2(0.2)

RS 2(04) 0 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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i 2.7.6-9
SOC/PT RlOEEFEHRFARR
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
EEE LR THEBEE (Cont) 22 (4.9 24(5.5) 46 (5.2)
it 2(04) 0 2(0.2)
B R IE 0 10.2) 1(0.1)
T Lo 0 1(0.2) 1(0.1)
UE AR EE 0 1(0.2) 1(0.1)
=it 0 1{0.2) 1.1
g8 0 10.2) 1(0.1)
RS 0 10.2) 1(0.1)
EEEE 0 1(0.2) 1(0.1)
ER T HE R 0 1(0.2) 1(0.1)
35 0 1{0.2) 1.1
BHEER 1(0.2) 0 1(0.1)
MO PEE 1(0.2) 0 1(0.1)
EBRILEEE 1(0.2) 0 1(0.1)
=9 FRIE 1(0.2) 0 1(0.1)
TLE-+3FEE 1(0.2) 0 1(0.1)
=BEE SEE 1(0.2) 0 1(0.1}
HAEEZ 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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fHig 2.7.6-9
SOC/PT ROEEFHRIAEHRSE
EE I 303 HE: LR MEEs
FaERivy R
Lemborexant

Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
SEE L UARLE 0 1(0.2) 1(0.1)
b7 -4cx 1 0 1(0.2) 1.1
MEEE §(1.8) 10(2.3) 18¢2.0)
SI0E S(1.D) 6(1.4) 11(1.2)
I 1(0.2) 10.2) 2(0.2)
Mz iE 1(0.2) 1(0.2) 2(0.2)
AR R AR M 42 0 1¢0.2) 1(0.1)
AL 0 1(0.2) 1(0.1)
[MF Z=F 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
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SOC/PT RIOEIfeRFERR
EEEIEE 303 HEk: 2E5HE 1M

2.7.6

Pagelof 8

ey RRE
Lemborexant

Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
Subjects with any treatment-related TEAE 44 (13.8) 78 (24.8) 91 (25.0) 169 (26.9)
MiEds L i FEE 0 0 2 {0.6) 2¢0.3)
H I Bk A E 0 0 10.3) 1(0.2)
[l R 0 0 10.3) 1(0.2)
o JEREE 10.3) 3(1.0) 2(0.6) 5(0.8)
iz 1(0.3) 2{0.6) 2{0.6) 4{0.6)
TELfR 0 1(0.3) 0 1(0.2)

LR 1(0.3) 0 0 0
HHIUHREEE 1(0.3) 2{0.6) 5(1.6) 7{1.1)
[ & e & 1(0.3) 2{0.6) 2{0.6) 40.6)
B 0 0 3(1.0) 31(0.5)
EfEE 0 10.3) 1{0.3) 2(0.3)
B+ 5 FE 0 0 10.3) 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TE AEs with a missing causality.
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fHég 2.7.6-10
SOC/PT BIOEIfERRBER
EEEHFE 303 Hik: #5881 M

ey RRE
Lemborexant

Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HEPEZE (Cont.) 0 1¢0.3) 1(0.3) 2¢0.3)
BOT L% — 0 1¢0.3) 0 1¢0.2)
EiEpE=E 2{0.6) 8(2.5) 7{(2.) 15(24)
HHEE R 1(0.3) 2 {0.6) 3{1.0) 5{0.8)
B 0 4(1.3) 10.3) 5(0.8)
FHEER R 0 1(0.3) 1(0.3) 2(0.3)
T 1¢0.3) 0 1¢0.3) 1¢0.2)
B 0 0 1(0.3) 1(0.2)

I - 0 0 1(0.3) 1(0.2)
bR 0 10.3) 0 1(0.2)
e £ 0 1(0.3) 0 1(0.2)
— - 2REELS LIRS OARE 2{0.6) 13(4.1) 9{2.9) 22(3.5)
EH 1¢0.3) 10(3.2) 8(2.5) 18(2.9)
BEER 0 3(1.0) 0 3(0.5)
mp 1(0.3) 1(0.3) 1(0.3) 2(0.3)
e R 0 0 10.3) 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
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£+ 2.7.6-10
SOC/PT RIOEIfeRFERR
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2.7.6

Page3of 8

FaERivy R
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
REEL L UFERE 1¢0.3) 2(0.8) 0 2(0.3)
N 58 4% 0 1(0.3) 0 1(0.2)
b RaE 0 10.3) 0 1(0.2)
FugEE 4% 1(0.3) 0 0 0
BE, PESLULBSHE 1{0.3) 0 0 0
s 1(0.3) 0 0 0
B RfE 7(2.2) 8(2.5) 10(3.2) 18(2.9)
{EEHEM 3(0.9) 3(1.0) 4(1.3) 7(1.1)
e =R =R S I S R R i 10.3) 2{0.6) 2{0.6) 4(0.6)
MER kU241 B 1(0.3) 3{(1.0) 0 3{0.5)
fFisEmEE LR 0 0 20.6) 2(0.3)
ML 25— Em 2 (0.6) 0 1(0.3) 1(0.2)
TARSX BT P27~ PN 10.3) 0 1{0.3) 1{0.2)
MR o A48 0 0 10.3) 1{0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TE AEs with a missing causality.
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ey RRE
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
BRIEWE (Cont.) 7{2.2) 8(2.5) 10(3.2) 18(2.9)
LEEPRIEE 0 10.3) 0 1{0.2)
I A FLES AR R R EER B 1(0.3) 0 0 0
R LURERESE 2(0.6) 4(1.3) 4(1.3) 8(1.3)
BEITTIE 1(0.3) 3(1.0) 3(1.0) 6(1.0)
EEEL TR 0 0 1(0.3) 1(0.2)
BHREE 0 1(0.3) 0 1(0.2)
BEEE 1(0.3) 0 0 0
BRSO SHEEE 2 {0.6) 5(1.6) 1¢0.3) 6 (1.0)
B AET 0 10.3) 10.3) 2(0.3)
5 FE e 10.3) 10.3) 0 1(0.2)
BEfEEE 0 1(0.3) 0 1(0.2)
IHENE 0 1(0.3) 0 1(0.2)
& R EE T E 0 10.3) 0 1{0.2)
EEiEREE 1(0.3) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
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fHég 2.7.6-10
SOC/PT BIOEIfERRBER
EEEHEE 303 Hik: #5851 M

ey RRE
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HEREE 19 (6.0) 41 (13.1) 61 (19.4) 102 (16.2)
1B 4(1.3) 27(8.6) 40 (12.7) 67 (10.7)
Gk 1134 12 (3.8) 12 (3.8) 24 (3.8)
=3 Lok 1(0.3) 3(1.0) 3(1.0) 6{1.0)
B iR B R 0 0 4(1.3) 4(0.6)
HEEAESE 0 0 2(0.6) 2(0.3)
HEEE 0 0 20.6) 2(0.3)
B &R R 0 0 20.6) 2(0.3)
CHERENIE 1¢0.3) 0 1¢0.3) 1¢0.2)
% 5 R 1¢0.3) 0 1¢0.3) 1¢0.2)
HETL &% — 0 0 1(0.3) 1¢0.2)
BIEEE 0 0 1{0.3) 1{0.2)
AEER 0 0 1(0.3) 1(0.2)
SRR 0 0 1(0.3) 1(0.2)
HEg 0 0 10.3) 1(0.2)
AR 0 10.3) 0 1(0.2)
Lo 0 1¢0.3) 0 1¢0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
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fHég 2.7.6-10
SOC/PT BIOEIfERRBER
EEEHEE 303 Hik: #5851 M

i oy oA g il
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
HIEFIEE (Cont.) 19 (6.0) 41 (13.1) 61 (19.4) 102 (16.2)
EAER M EE 0 1¢0.3) 0 1(0.2)
HEEE 1(0.3) 0 0 0
BEROBERT 1(0.3) 0 0 0
THRRR LT REEREE 1(0.3) 0 0 0
T B e EE B R A 1¢0.3) 0 0 0
FEfEEE 9{2.8) 14 (4.5) 14 (4.5) 28 (4.5)
HELE 5(1.6) 7{2.2) 4(1.3) 11(1.8)
EzE 1(0.3) 3¢1.0) 7(2.2) 10 (1.6)
AREBEOR 0 1(0.3) 2{0.6) 3(0.5)
shELARE 0 0 2{0.6) 2{0.3)
B IREEEIE (R 0 0 1(0.3) 1(0.2)
FHRIE 10.3) 10.3) 0 1(0.2)
ErRESari] 0 10.3) 0 1(0.2)
w25y 0 1¢0.3) 0 1¢0.2)
BEEE 0 1(0.3) 0 1(0.2)
BN 2(0.6) 0 0 0

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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i oy oA g il
Lemborexant
Placebo Smg 10 mg Total
MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
TEIUCREBREE 0 1(0.3) 0 1(0.2)
REYE 0 10.3) 0 1{0.2)
DEURER . B R L OHREEE 0 0 2{0.6) 2{0.3)
BEiER 0 0 1(0.3) 1(0.2)
WAL 0 0 10.3) 1¢0.2)
HEE LU ETHEESE 7(22) 3.0 2(0.8) 5(0.8)
EZTIE 1(0.3) 2{0.6) 2{0.6) 4{0.6)
AL 0 1(0.3) 0 1(0.2)
EEMNEE 2(0.6) 0 0 0
EHFE 2(0.6) 0 0 0
IR B 5E 1{0.3) 0 0 0
& H 3 1(0.3) 0 0 0
MEEE 0 10.3) 10.3) 2(0.3)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TE AEs with a missing causality.
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FaERivy R
Lemborexant

Placebo Smg 10 mg Total

MedDRA System Organ Class (N=319) (N=314) (N=314) (N=628)
Preferred Term n (%) n (%) n (%) n (%)
MEEE (Cont.) 0 1(0.3) 1(0.3) 2{0.3)
Pl 0 0 1(0.3) 1(0.2)
{E M 0 1(0.3) 0 1(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.
Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).

Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
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SOC/PT BlOEIfEHIBER
EE I 303 HE: LR MEEs
FaERivy R
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

Subjects with any treatment-related TEAE 119 (26.6) 130 (29.7) 249 (28.2)
MFEE LT i FfEE 0 2{0.5) 2(0.2)
H ] Bk D E 0 10.2) 1(0.1)

1]~ 458 D 0 10.2) 1(0.1)

L PEEE 3(0.7) 240.5) 5 (0.6)
el 2(04) 2{0.5) 4 (0.5)

TEEHR 1(0.2) 0 1(0.1)

BB IUREBEE 2(04) 5¢1.1) 7 (0.8)
Bl F o 2(04) 2{0.5) 4(0.5)

ER 0 3¢0.7) 3(0.3)

EEE 1(0.2) 1(0.2) 2(0.2)
B+ 5 FE 0 1{0.2) 1.1

BOF L &— 100.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TE AEs with a missing causality.
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FTIEITE25mg, FESmg RURE 10mg

& 2.7.6-11
SOC/PT RIOEIfeRFERR
EB R 303 Bk R B SR

276

Page2of 8

ey RRE
Lemborexant

Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
BIZIEE 13 (2.9 9(2.1) 22{2.5)
Bl 6(1.3) 3(0.7) 9(1.0y

m i)y o] 4{0.9) 3(0.7) 7 (0.8)
_EHEEREE 2(04) 1(0.2) 3(0.3)
T 1(0.2) 1¢0.2) 2(0.2)
1R 0 1{0.2) 1.1
ot 0 1(0.2) 1(0.1)
HEiETFERE 1(0.2) 0 1(0.1)
e £ 1(0.2) 0 1(0.1)
—f - 2BEES LJOESEHLORRE 16 (3.6) 16(3.7) 12(3.6)
EH 1227 14 (3.2) 26{2.9)
BRI 3(0.7) 0 3(0.%)
g 1(0.2) 10.2) 2(0.2)
EIE 0 10.2) 1(0.1)
TR 0 1¢0.2) 1(0.1)

TEAE = Treatment-emergent Adverse Event.
A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FTIEITE25mg, FESmg RURE 10mg

& 2.7.6-11
SOC/PT RIOEIfeRFERR
EB R 303 Bk R B SR

276

Page3of 8

FaERivy R
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

—f c ZEREES LU S DILAE (Cont.) 16 (3.6} 16 (3.7) 12{3.6)
BEE] RS 1(0.2) 0 1.1

18 5 R 1(0.2) 0 1(0.1)

BEE B LU FERIE 2(04) 1(0.2) 3(0.3)
FUEEE 0 1(0.2) 1(0.1)

WEEE 5 1(0.2) 0 1(0.1)

ERERR 1(0.2) 0 1(0.1)

BE, FELLIVLBEHE 3(07) 1(0.2) 4(0.3)
gt 2(04) 1(0.2) 3(0.3)

P8 1(0.2) 0 1.1

FEHR 1(0.2) 0 1(0.1)

MBI L LER 1(0.2) 0 1(0.1)

R 13 (2.9 16 (3.7) 29{3.3)
HEEM 7(1.6) 7(1.6) 14(1.6)

TOoTE DA T e FHN 2(04) 2(0.5) 4 (0.5)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FTIEITE25mg, FESmg RURE 10mg

& 2.7.6-11
SOC/PT RIOEIfeRFERR
EB R 303 Bk R B SR

276

Page 4 0of 8

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

ERRE (Cont.) 1329 16 (3.7) 29(3.3)
M B2 ) FIED 3(0.7) 1{0.2) 4(0.5)

M 3L A5 T — L3 0 2{0.5) 2(0.2)

FisetrEE LR 0 2{0.5) 2(0.2)

TARSXBTI S A7 2T PN 0 1{0.2) 1.1

M7 1) A 0 1(0.2) 1(0.1)

BF R H R 0 10.2) 1(0.1)

MAEFEREE w2 38 1(0.2) 0 1(0.1)

LEFPRIEE 1(0.2) 0 1(0.1)

R#b LURERSE 7(1.6) 4{0.9) 11(1.2)
BERITIE 3(07) 3(0.7) 6 (0.7)

HEEHSTFE 0 1(0.2) 1(0.1)

FBEE 1(0.2) 0 1(0.1)

EWEE 1(0.2) 0 1(0.1)

= R MIE 1(0.2) 0 1(0.1)

= R B IE 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.
A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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Page Sof 8
fHég 2.7.6-11
SOC/PT BIOEIfERRBER
EBEHRE 303 @8 Rl et RS
ey RRE
Lemborexant
Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
HEERL L OESHEMESE 5(1.1) 3{0.7) 8(0.9
BEET 1(0.2) 1{0.2) 2(0.2)
5 P e 0 10.2) 1(0.1)
U i 0 1(0.2) 1(0.1)
CopEi 1(0.2) 0 1(0.1)
BrEHEE 1(0.2) 0 1.1
IEH 1(0.2) 0 1(0.1)
Z T2 FEETE 1(0.2) 0 1(0.1)
HHEFRIEE 67 (15.0) 86 {19.7) 153 (17.3)
1ERR 37 (8.3) 58¢13.3) 95 (10.7)
W 20 (4.5) 16(3.7) 36{4.1)
RE B NG R E 7(1.6) 7{1.6) 14 (1.6}
FEth e 8(1.8) 6(1.4) 14 (1.6)
HEEEE 0 3¢0.7) 3(0.3)
R EE 0 2{0.5) 2(0.2)
FHER TR 0 2{0.5) 2(0.2)

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FTIEITE25mg, FESmg RURE 10mg

& 2.7.6-11
SOC/PT RIOEIfeRFERR
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Page 6 of 8

ey RRE
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

HEFRIEE (Cont.) 67 (15.0) 86 (19.7) 153 (17.3)
EEEE 1(0.2) 1{0.2) 2(0.2)
EiR 2(04) 0 2(0.2)
HEFLx— 0 1(0.2) 1(0.1)
REREE 0 1(0.2) 1(0.1)
EHELENIE 0 1¢0.2) 1(0.1)
WEERSE 0 10.2) 1(0.1)
AR 3 0 10.2) 1(0.1)
AR 0 1¢0.2) 1(0.1)
SRR 0 1(0.2) 1(0.1)
HEF 0 1{0.2) 1.1
£ 1(0.2) 0 1(0.1)
BRI IR 1(0.2) 0 1(0.1)
RS 18 (4.0) 21 (4.8) 39 (44
HELE 9(2.0) 7{1.6) 16(1.8)
EE 4(0.9) 8(1.8) 12(1.4)
AERBFEIR 1(0.2) 5(1.1) 6(0.71

TEAE = Treatment-emergent Adverse Event.

A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TE AEs with a missing causality.
MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FTIEITE25mg, FESmg RURE 10mg

& 2.7.6-11
SOC/PT RIOEIfeRFERR
EB R 303 Bk R B SR

276

Page 7 of 8

FaERivy R
Lemborexant
Smg 10 mg Total
MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)
fEHEE (Cont.) 18 (4.0 21(4.8) 39(44)
FEELIARE 0 3¢0.7) 3(0.3)
IRFEEEUE R 0 10.2) 1(0.1)
BE AR BRRATEE 0 1(0.2) 1(0.1)
FHHE 0 1¢0.2) 1(0.1)
TE 1(02) 0 1(0.1)
ErREESaki] 1(0.2) 0 1(0.1)
Wa 275 1(0.2) 0 1(0.1)
BEIEE 1(0.2) 0 1(0.1)
TIRIE 1(0.2) 0 1(0.1)
TEIUCRERE 1(0.2) 0 1(0.1)
REYE 1(0.2) 0 1.1
DENGER . BEER B L OEEREE 2{0.5) 2(0.2)
WS 10.2) 1(0.1)
WAL 1¢0.2) 1(0.1)

TEAE = Treatment-emergent Adverse Event.
A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TE AEs with a missing causality.

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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i oy oA g il
Lemborexant

Smg 10 mg Total

MedDRA System Organ Class (N=447) (N=437) (N=884)
Preferred Term n (%) n (%) n (%)

EEE LR THEREES 5(1.1) 3(0.7) 8(0.9)
EITIE 2(04) 2(0.5) 4(0.5)

i 1(0.2) 10.2) 2(0.2)

R 2(04) 0 2(0.2)

& EE 1(0.2) 10.2) 2(0.2)
BSE 0 1(0.2) 1(0.1)

{EME 1(0.2) 0 1(0.1)

TEAE = Treatment-emergent Adverse Event.
A TEAE is defined as an AE with onset date on or after the first dose of study drug up to 14 days after the last dose of study drug.

Subject with two or more adverse events in the same system organ class (or with the same preferred term) is counted only once for that system organ class (or preferred term).
Treatment-related TEAEs include TEAESs that were considered by the Investigator to be reasonably possibly caused by the study drug or TEAEs with a missing causality.

MedDRA (Medical Dictionary for Regulatory Activities) Version 21.0
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FIETEE 2.5 mg, EHES5 mg RUREE 10 mg 2.1 B
18%27.6-12 RCXPEELAZTEROBERE Z L ORE (ERHAR 303 HE)

RUCXTERBLRAEEFSURD NIRRT ICET 58 % LU TFIorR L,

HREBRE R BER REB1H-BEF2H) ECIZE- | BUUAOE

a—F THEER | BRAEER

50021063 LR L ETY b 10mg

50031045 LR LEH F 10mg—l AL FF ok 10mg

50161022 7GR

50201018 VYR L FH k Smg

50211001 LR b b Smgo Ll AR X b Smg

50241033 LRl b 10mg— L AR L F3 2 b 10mg

50251037 | 7SR LR LFF L R 10mg

50291009 LR b b Smg— Ll AR Ll b Smg

50301012 TR R LYk Smg

50311022 LR L EH S Smg—olb AR LEH L R Smg

50321025 T RS R LEY S R 10mg

50341061 LR b FF s b Smg—ol AR FH 2k Smg

50381001 T FER

51051014 | 7SR LR LFF L R 10mg

51071007 | 7SR oL 2R LFF 2 R 10mg

51171004 LR b b Smg— Ll AR XLk Smg

52071003 TR R LFY Sk Smg

53041002 LY AL ES S b 10mg

55061007 TR R LYk Smg

56021035 LR b3y b Smg— Ll AR EFH 2k Smg

56051038 LR L% b 10mg

56061008 TGRSR L XYk Smg

56061012 LR b b Smgo Ll AR X b Smg

58011011 TGRSR LYk Smg

58021004 | LA L EFL b 10mg— LA L EF L L 10mg

58021006 LR EHr kSmgolb AR bEH L R Smg

58071021 LR EH sk Smgolb AL FH Lk Smg

59021005 TFITERSL AR LFF R Smg

59021006 AR LFFY R 10mg— AR LFF b 10mg

59021011 AR LFFY R 10mg— AR b b 10mg

59021012 AR LFFY R 10mg— AR b b 10mg

59021015 LR L b Smg— Ll AR Fd L b Smg

59021018 TSRS R LEY S R 10mg

ol Il ool e (ol Bl el el Rl el el el ool ool et el el ool el el el el el Rl el el ool ool ool el el el e
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FIET$ 2.5 mg, REES mg RUREKE 10 mg 2.7.6

R R (REE1H-%EF2H) ELIiZE- | BUUAOE
a—F THEER | BRAEESR

59021021 LR LEHs b 10mg—l AL FH -k 10mg

59021036 LR b3y b Smg— Ll AR EFH 2k Smg

59021047 LR b b Smg— b AR FH 2 b Smg

59021050 LR bt b Smg— b AR X b Smg

Pl ol e el e

50021077 | 7SR LR LFF L R 10mg

I—H( HA R



FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

50021063

Age, Tace, sex, actual treatment
group:

88 years, WHITE, Male, Lemborexant 10 mg

Medical history: KEMRFE SR, KENRFE B

(MedDRA Preferred Term)

Current medical conditions: L EDAREE AR, (LG5 A, R MERTSIRRAC OE, 2 BURE R, 192, Ml
(MedDRA Preferred Term) S, BULLE, IR, LR

Concomitant medications:

ATORVASTATIN(OL), LOSARTAN(02), ACETYLSALICYLIC
ACID(03), METFORMIN(04), TAMSULOSIN(05), FOLIC ACID(07),
TRIAMCINOLONE(08), METFORMIN(09), CLOPIDOGREL(10),
APIXABAN(11), DOCUSATE(12)

Date of first dose/last dose of study

31 AUG 2017/ 11 SEP 2017 (Study Day 12)

drug (Study Day):
Other events: AMEEEE ST T
(MedDRA Preferred Term)

Serious adverse events
(Investigator term/MedDR A
preferred term):

cerebrovascular accident / Jbd i 5 38 &

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

12 SEP 2017 (Study Day 13, Follow-up/off-study) / 16 SEP 2017 (Study
Day 17, Follow-up/off-study)

TEAEI/TEAE2 Yes/No

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: MODERATE

Outcome: RECOVERED/RESOLVED WITH SEQUELAE

Study drug action taken/other
action taken:

DRUG WITHDRAWN / WITHDRAWN FROM STUDY

Concomitant medications (used
until/on the start date of adverse
event):

01,02, 03, 04, 05

Relationship of event:

NOT RELATED

I—H( HA R




FIETEE2.5mg, A5 mg RURE 10 ng

Subject ID:

50031045

Age, Tace, sex, actual treatment
group:

61 years, WHITE, Male, Lemborexant 10 mg — Lemborexant 10 mg

Medical history: B, ~ =T, A=A B, = T EE

(MedDRA Preferred Term)

Current medical conditions: EAEEEE, MmARIIE, /S v M EE, BEE I ER, f5 R
(MedDRA Preferred Term) . BERTSZRRAN R, FEE0%, TR, R

Concomitant medications:

SIMVASTATIN(O1), VITAMINS NOS(02), CALCIUM(03),
CINNAMOMUM VERUM(04), POL YCARBOPHIL(05), LINUM
USITATISSIMUM(06), CURCUMA LONGA(07),
ESOMEPRAZOLE(08), ANACIN /00141001/09), INFLUENZA
VACCINE(10), MELOXICAM(11), NAPROXEN(12),
IBUPROFEN(13), ANACIN /00141001/(14), NAPROXEN(15),
OXYCODONE(16), VICODIN(17), TRIAMCINOLONE(18),
PANTOPRAZOLE(19), ACETYLSALICYLIC ACID(20),
CORTISONE(21)

Date of first dose/last dose of study
drug (Study Day):

06 SEP 2017/ 09 SEP 2018 (Study Day 369)

Other events:
(MedDRA Preferred Term)

BRI, AL, B (R, St

Serious adverse events
(Investigator term/MedDR A
preferred term):

Worsening Osteoarthritis of the Right Knee / ZZ 14 BEiE

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

20 NOV 2017 (Study Day 76, Period 1) / 01 MAY 2018 (Study Day
238, Period 2)

TEAEI/TEAE2 Yes/No

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED WITH SEQUELAE

Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02,03, 04, 05, 06, 07, 08, 09, 10, 14, 20

Relationship of event:

NOT RELATED

I—H( HA R

2.7.6




FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

50161022

Age, Tace, sex, actual treatment
group:

38 years, WHITE, Female, Placebo— Lemborexant 5 mg

Medical history: Bl BT, SRR, B T

{(MedDRA Preferred Term)

Current medical conditions: AfEA~NRR, TLLE—ME R Y, 2 RIUERR SR, Womg, woeett B Enfie
{MedDRA Preferred Term)

Concomitant medications:

METFORMIN(O1), GLIPIZIDE(02), CO-TYLENOL

/00446801/(03), APREMILAST(04), GLUCOSAMINE(05),
BUSPIRONE(06), CLINDAMYCIN(07), CYCLOBENZAPRINE(08),
DOCUSATE(09), FLUTICASONE(10), INSULIN DETEMIR(11),
INSULIN ASPART(12), MAGNESIUM HYDROXIDE(13),
MAGNESIUM OXIDE(14), NAPROXEN(15),
PANTOPRAZOLE(16), PROMETHAZINE(17),
SACCHAROMYCES BOULARDII(18), VICODIN(19),
SULFASALAZINE(20), NAPROXEN(21)

Date of first dose/last dose of study

24 OCT 2017/ 18 NOV 2018 (Study Day 391)

drug {Study Day):

Other events: B, RE2E, GE), B, Bt R, et e,
(MedDRA Preferred Term) e, TR

Serious adverse events Proximal tibia fracture, left knee / J&'B &

{Investigator term/MedDRA

preferred term):

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

23 MAR 2018 (Study Day 151, Period 1)/ 25 JUN 2018 (Study Day
245, Period 1)

TEAE1/TEAE2 Yes/No

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: MILD

Outcome: RECOVERED/RESOLVED WITH SEQUELAE

Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02,03, 04, 05

Relationship of event:

NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Septic Arthritis / #lIEA {4 B B2

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

17 APR 2018 (Study Day 176, Period 1)/ 12 JUN 2018 (Study Day
232, Period 1)

TEAE1L/TEAE2 Yes/No

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: MILD

Outcome: RECOVERED/RESOLVED

Study drug action taken/other DOSE NOT CHANGED

action taken:

I—H( HA R



FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Concomitant medications (used
until/on the start date of adverse
event):

01, 02, 03, 04, 05, 10, 1%

Relationship of event:

NOT RELATED

I—H( HA R



FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

50201018

Age, Tace, sex, actual treatment
group:

41 years, CHINESE, Female, L.emborexant 5 mg

Medical history: FEEEERE T, TUAE
{(MedDRA Preferred Term)

Current medical conditions: I, FHEERMZEMEE
{MedDRA Preferred Term)

Concomitant medications:

OXYCOCET(01), DOCUSATE(02). ENOXAPARIN(03),
CEFAZOLIN(03), SODIUM CHLORIDE(06), SIMETICONE(07),
DIPHENHYDRAMINE(08), CYCLOBENZAPRINE(09)

Date of first dose/last dose of study
drug {Study Day):

10 SEP 2017 / 07 JAN 2018 (Study Day 120)

Other events:
{MedDRA Preferred Term)

=M EE B 5, &, HiR

Serious adverse events
{Investigator term/MedDRA
preferred term):

Fall / #= 8

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

08 JAN 2018 (Study Day 121, Follow-up/off-study) /08 JAN 2013
(Study Day 121, Follow-up/off-study)

TEAE1/TEAE2 Yes/No

Serious criteria: Requires npatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other DRUG WITHDRAWN

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02, 03, 05, 06, 07, 08, 09

Relationship of event:

NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Left type II open tibia-fibula shaft fracture / T BT

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

08 JAN 2018 (Study Day 121, Follow-up/off-study) / 13 JAN 20138
(Study Day 126, Follow-up/off-study)

TEAE1/TEAE2 Yes/No

Serious criteria: Requires npatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other DRUG WITHDRAWN

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01,02, 03, 05, 06, 07, 08, 09

Relationship of event:

NOT RELATED

I—H( HA R



FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

50211001

Age, race, sex, actual treatment
group:

67 years, WHITE, Female, Lemborexant 5 mg — Lemborexant 5 mg

Medical history: Rk, R REETERE AT, B IriaRE, BER AT AR, BH A FE 1T, AR
{MedDRA Preferred Term) ok, M PEAETERR

Current medical conditions; T, ERIE &, BIG TR, ZIZIERIEE, WP = b A5 o
(MedDRA Preferred Term) —/L-HN, B R B, R ILE, 2 BURELRR, AR, © o,

Bgny o<

Concomitant medications:

METFORMIN(OL), HYZAAR(02), SIMVASTATIN(03),
OMEPRAZOLE(04), ACETYLSALICYLIC ACID(05),
VENLAFAXINE(06), AMLODIPINE(07), LIRAGLUTIDE(0S),
HYDROXYCHLOROQUINE(09), HYDROMORPHONE(10),
ACETYLSALICYLIC ACID(12), GLYCERYL TRINITRATE(13),
ONDANSETRON(14)

Date of first dose/last dose of study

13 MAR 2017/ 04 MAR 2018 (Study Day 357)

drug {Study Day):

Other events: KAV —7

{(MedDRA Preferred Term)

Serious adverse events Chest Pain of undetermined Eticlogy / K%
{(Investigator term/MedDRA

preferred term):

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

03 MAY 2017 (Study Day 52, Period 1}/ 04 MAY 2017 {Study Day
53, Period 1)

TEAE1/TEAE2 Yes/No

Serious criteria: Important medical events
Severity: MODERATE

Outcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02, 03, 04, 05, 06, 07, 08, 09, 10, 12, 13, 14

Relationship of event:

NOT RELATED

I—H( HA R



FIETEE2.5mg, A5 mg RURE 10 ng

2.7.6

Subject ID:

50241033

Age, race, sex, actual treatment
group:

46 years, BLACK OR AFRICAN AMERICAN, Female, Lemborexant
10 mg — Lemborexant 10 mg

Medical history: HLERE

{MedDRA Preferred Term)

Current medical conditions: PREEEGG, 2 SInMEINE, L ME AL RAT, R, milE, 75 Fig
{MedDRA Preferred Term) e

Concomitant medications:

LEVONORGESTREL(01), LISINOPRIL(02), TEMAZEPAM{(03),
THOMAPYRIN N(04), IBUPROFEN(05), OX YCODONE(0S),
PARACETAMOL(09), ALPRAZOLAM(10), CALCIUM
CARBONATE(11), DIPHENHYDRAMINE(12), DOCUSATE(13),
HYDRALAZINE(14), ONDANSETRON(15), RIVAROXABAN(16),
RIVAROXABAN(17), TEMAZEPAM(18), ENOXAPARIN(19),
PSEUDOEPHEDRINE(20)

Date of first dose/last dose of study
drug {Study Day):

29 AUG 2017/ 03 SEP 2018 (Study Day 371)

Other events:
{(MedDRA Preferred Term)

A VT W, B

Serious adverse events
(Investigator term/MedDRA
preferred term):

Deep Vein Thrombosis left leg / RS FR IR ML ARE

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

20 DEC 2017 {Study Day 114, Period 1) /23 FEB 2018 (Study Day
179, Period 1)

TEAE1/TEAE2 Yes/No

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other DOSE NOT CHANGED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02, 03, 04, 05, 06, 07, 08, 09, 10, 11, 12, 13, 14, 15

Relationship of event:

NOT RELATED

I—H( HA R
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Subject ID:

50251037

Age, race, sex, actual treatment
group:

71 years, WHITE, Female, Placebo — Lemborexant 10 mg

Medical history: Pk, NEEIkR, NBE R, LT, BIBIE PREHE, FER
{(MedDRA Preferred Term) T, BRETIER, FREE T, B3 SR

Current medical conditions: HORRR R I, ZEE T V- —, il #1E, FRB, mE,
(MedDRA Preferred Term) g2 BHE oL A7 o —/VISE, BEE BRI, e

Concomitant medications:

PRAVASTATIN(OD), LISINOPRIL(02), NIFEDIPINE(03),
LEVOTHYROXINE(04), ATENOLOL(05),
BETAMETHASONE(06), BIOTIN(07), CY ANOCOBAL AMIN(08),
COLECALCIFEROL(09), VACCINIUM MACROCARPON(10),
MACUHEALTH WITH LMZ3(11), NITROFURANTOIN(12),
PANTOPRAZOLE(13), HYDRALAZINE(14), EVOFLOXACIN(15),
CEFTRIAXONE(16), METRONIDAZOLE(17),
ONDANSETRON(18), OMEPRAZOLE(19),
AUGMENTIN/00756801/(20), LACTINEX/00203201/(21),
DOCUSATE(22), FLUOXETINE(23), CIPROFLOXACIN(24),
FLUOROURACIL(25)

Date of first dose/last dose of study

27 JUN 2017/ 09 FEB 2018 (Study Day 228)

drug {Study Day):

Other events: RS Bl /MBS
{(MedDRA Preferred Term)

Serious adverse events gastrointestinal bleed / B &
(Investigator term/MedDRA

preferred term):

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

10 FEB 2018 (Study Day 229, Follow-up/off-study) / 13 FEB 2018
{Study Day 232, Follow-up/off-study)

TEAE1/TEAE2

No/ Yes

Serious criteria:

Life threatening, Requires inpatient hospitalization or prolongation of
existing hospitalization

Severity: SEVERE
Outcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG WITHDRAWN

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02, 03, 04, 05, 06, 07, 08,09, 10, 11, 12, 13, 15, 16, 18, 19, 26

Relationship of event:

NOT RELATED

I—H( HA R
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Subject ID:

50291009

Age, race, sex, actual treatment
group:

42 years, BLACK OR AFRICAN AMERICAN, Male, Lemborexant 5
mg — Lemborexant 5 mg

Medical history: HERHRZ2H, BT, HERT IR, IR, 5o, BHEFT
{MedDRA Preferred Term)

Current medical conditions: SEEMBEOE, ZEME T L X—, A RIEE YR
{(MedDRA Preferred Term)

Concomitant medications:

MORPIINE(0D), OXY CODONE(02), BACTRIM{03),
MEROPENEM(04), VANCOMYCIN(03), RIVAROXABAN(06),
RIVAROXABAN(07)

Date of first dose/last dose of study
drug {Study Day):

27 SEP 2017/ 23 SEP 2018 (Study Day 362)

Other events:
{(MedDRA Preferred Term)

B, ERERE s WA

Serious adverse events
(Investigator term/MedDRA
preferred term):

Bacterial infection of surgical incision / 7 {% 8| @y

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

22 NGOV 2017 (Study Day 57, Peried 1) / 02 DEC 2017 (Study Day 67,
Period 1)

TEAE1/TEAE2 Yes/No

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED WITH SEQUELAE

Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used -

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

I—H( HA R
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Subject ID:

50301012

Age, race, sex, actual treatment
group:

56 years, BLACK OR AFRICAN AMERICAN, Female, Placebo —
Lemborexant 5 mg

Medical history: AR, BRI, mmE, IR T 7 —a v B
{MedDRA Preferred Term) I, 2 LA o L HUE, fifids

Current medical conditions: ma L A, B ERE, MR ERaE

{(MedDRA Preferred Term)

Concomitant medications:

LOSARTAN (01), METOPROLOL (02), BUDESONIDE
W/FORMOTEROL FUMARATE (03), VERAPAMIL (04),
ERGOCALCIFEROL (05), ATORVASTATIN (06),
MONTELUKAST (07), CYANOCOBALAMIN (08), BUDESONIDE
W/FORMOTEROL FUMARATE (09), PREDNISONE (10),
CEFDINIR (11), DOXYCYCLINE (12), SALBUTAMOL (13),
VICODIN (14), TIZANIDINE (15), POTASSIUM (16),
PARACETAMOL (17), METHYLPREDNISOLONE (18),
ONDANSETRON (19), SODIUM CHLORIDE (20}, ENOXAPARIN
(21), CEFTRIAXONE (22), AZITHROMYCIN (23),
PARACETAMOL (24), PARACETAMOL (25), PLANTAGO
OVATA (26), DOCUSATE (27), POTASSIUM (28),
LACTOBACILLUS NOS (29), HYDRALAZINE (30),
LEVOSALBUTAMOL (31), TUSSIN DM (32), PANTOPRAZOLE
(33), METHYLPREDNISOLONE (34), IBUPROFEN (35),
HYDROMORPHONE (36), PARACETAMOL (37), ENOXAPARIN
(38), ONDANSETRON (39), PROMETHAZINE (40), OSMOTAN
(41), ACETYLSALICYLIC ACID (42), PANTOPRAZOLE (44),
AMOXICILLIN (45), CLARITHROMYCIN (46),
HYDROMORPHONE (47), DILTIAZEM (48), PREDNISONE (49),
MOXIFLOXACIN (50), POTASSIUM (51), POTASSIUM (52),
SALBUTAMOL (55), FISH OIL (57), TETRACYCLINE (62),
METRONIDAZOLE (63), OMEPRAZOLE (64), PARACETAMOL,
(65), DIPHENHYDRAMINE (66), ENOXAPARIN (67),
HYDROGEN PEROXIDE (68), HY DROMORPHONE (69),
HYDROMORPHONE (70), FLEBOBAG RING LACT (71),
METHOCARBAMOL (72), NALOXONE (73), ONDANSETRON
(74), OXYCODONE (75), OXYCODONE (76), DOCUSATE
W/SENNA (77), CEFAZOLIN (78), KETOROLAC (79), SODIUM
CHLORIDE (80), ACETYLSALICYLIC ACID (81), OXYCOCET
(82), BUPIVACAINE (84), TRIAMCINOLONE (853),
LOSARTAN(86)

Date of first dose/last dose of study
drug (Study Day):

06 JUL 2017 /01 JUL 2018 (Study Day 361)

Other events:
{(MedDRA Preferred Term)

SUE R, i, mILE, R U 0 AWE, (E5, e, o~ Y ao
7 F—VER &, W/ MREE, R, ERRME m

Serious adverse events
{Investigator term/MedDRA
preferred term):

Pneumonia / ifiZ

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

15 SEP 2017 (Study Day 72, Period 1)/ 03 OCT 2017 (Study Day 90,
Period 1)

TEAE1/TEAE2

Yes/No

Serious criteria:

Requires inpatient hospitalization or prolongation of existing

I—H( HA R
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hospitalization
Severity: SEVERE
Outcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01,02,03,04, 05, 08, 12, 13, 48, 49, 55

Relationship of event:

NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Worsened Hiatal Hernia / & ~/1-=7

Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

21 FEB 2018 (Study Day 231, Period 2) / 24 FEB 2018 (Study Day
234, Period 2)

TEAE1/TEAE2 No/ Yes

Serious criteria: Requires npatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other DOSENOT CHANGED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01,02, 03,04, 05,06, 07, 08,09, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19,
20, 21,22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 39,
40, 41, 44, 45, 46, 48, 49, 50, 51, 52, 55, §6

Relationship of event:

NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Worsening of Pain of Right Hip Osteoarthritis / ZE4 BHEE

Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

31 MAY 2018 (Study Day 330, Period 2) / 04 JTUN 2018 {Study Day
334, Period 2)

TEAEL/TEAE2 No/ Yes

Serious criteria: Requires npatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Qutcome: RECOVERED/RESOLVED

Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02,03, 04, 05,06, 07, 08,09, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19,
20, 21,22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38,
39,40, 41, 42, 44, 45, 46, 47, 48, 49, 50, 51, 52, 55, 57, 62, 63, 64, 65,
66, 67, 68,69, 70, 71,72, 73, 74,75, 76, 77,78, 84, 85, 86

Relationship of event:

NOT RELATED

I—H( HA R
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Subject ID:

50311022

Age, race, sex, actual treatment
group:

41 years, WHITE, Female, Lemborexant > mg — Lemborexant 5 mg

Medical history: RBFETR, Hek
{MedDRA Preferred Term)

Current medical conditions: i 9, AR, HEs
{(MedDRA Preferred Term)

Concomitant medications:

IBUPROFEN(01), CEFALEXIN(02),
HIYDROCHLOROTHIAZIDE(03), PANADEINE CO(04),
CLINDAMYCIN(05), DOXYCYCLINE(06), TRAMADOL(07),
BACLOFEN(08), MORPHINE(09), POTASSIUM(10),
THIAMINE(11), VITAMINS NOS(12)

Date of first dose/last dose of study

07 SEP 2017/ 10 JUN 2018 (Study Day 277)

drug {Study Day):

Other events: VeHLYe, MM, BR, B, | S BRE, ILEIRIE, b
{MedDRA Preferred Term) IEBIEREE, WETE

Serious adverse events acute pancreatitis due to alcohol use / 7 /L = — /LR
(Investigator term/MedDRA

preferred term):

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

11 JUN 2018 (Study Day 278, Follow-up/off-study) / 14 JUN 2018
{Study Day 281, Follow-up/off-study)

TEAE1/TEAE2 No/ Yes

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: SEVERE

Outcome: RECOVERED/RESOLVED

Study drug action taken/other DRUG WITHDRAWN

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02,03, 04, 05, 08,09, 10, 11,12

Relationship of event:

NOT RELATED

I—H( HA R
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Subject ID:

50321025

Age, race, sex, actual treatment
group:

74 years, BLACK OR AFRICAN AMERICAN, Female, Placebo —
Lemborexant 10 mg

Medical history: T, fERtRsE

{MedDRA Preferred Term)

Current medical conditions: EOLE, 2 BRI, AAEEHEE E, TR EnE
{(MedDRA Preferred Term)

Concomitant medications:

RISTFOR(01), AMLODIPINE(02), NAPROXEN(03), CO-
DIOVAN{(04), GLUCOSAMINE(05), MAGNESIUM(06),
VICODIN(07), METHYLPREDNISOLONE(0S),

METH YLPREDNISOLONE(09), METH YLPREDNISOLONE(10),
METHYLPREDNISOLONE(11), METH YLPREDNISOLONE(12),
METHYLPREDNISOLONE(13), COLECALCIFEROL(14),
BIOTIN(15), ACETYLSALICYLIC ACID(16), DOCUSATE(17),
MACROGOL(18), ANESTHETICS, GENERAL(19)

Date of first dose/last dose of study
drug {Study Day):

14 JUL 2017/ 15 JUL 2018 (Study Day 367)

Other events:
{(MedDRA Preferred Term)

Serious adverse events
(Investigator term/MedDRA
preferred term):

WORSENING OF OSTEOARTHRITIS OF THE LEFT KNEE / 2576
PEREBiE

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

26 FEB 2018 (Study Day 228, Period 2) /01 MAR 2018 (Study Day
231, Period 2)

TEAEL/TEAE2 No / Yes

Serious criteria: Requires inpatient hospitalization or prolongation of existing
hospitalization

Severity: MILD

Qutcome: RECOVERED/RESOLVED

Study drug action taken/other DRUG INTERRUPTED

action taken:

Concomitant medications (used
until/on the start date of adverse
event):

01, 02,03, 04, 05, 06,07, 08, 09, 14, 15, 16, 19

Relationship of event:

NOT RELATED

I—H( HA R
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2.7.6

Subject ID:

50341061

Age, race, sex, actual treatment
group:

20 years, BLACK OR AFRICAN AMERICAN, Female, Lemborexant
5 mg — Lemborexant 5 mg

Medical history:
{MedDRA Preferred Term)

Current medical conditions:
{(MedDRA Preferred Term)

Bz MEE M, AREREEEE, FiEE

Concomitant medications:

TBUPROFEN(01), NORLESTRIN FE(02)

Date of first dose/last dose of study

05 OCT 2017 /01 OCT 2018 (Study Day 362)

drug {Study Day):

Other events: IR0, )

{MedDRA Preferred Term)

Sericus adverse events overdose intentional 2 doses of IP / {EER) B 5
(Investigator term/MedDRA

preferred term):

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

07 APR 2018 (Study Day 185, Period 2) / 07 APR 2018 {Study Day
185, Period 2)

TEAE1/TEAE2 No/ Yes

Serious criteria: Important medical events
Severity: MODERATE

Outcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Overdose intentional 2 doses of IP / = AR ER 5

Start date of adverse event (Study
Day, Period)/outcome date of
adverse event (Study Day, Period):

08 APR 2018 (Study Day 186, Period 2) / 08 APR 2018 (Study Day
186, Period 2)

TEAE1/TEAE2 No / Yes

Serious criteria: Important medical events
Severity: MODERATE

Outcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Overdose intentional 2 doses of IP / (= AR &R 5

I—H( HA R
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2.7.6

Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

14 APR 2018 (Study Day 192, Period 2) / 14 APR 2018 (Study Day
192, Period 2)

TEAEL/TEAE2 No/ Yes

Serious criteria: Important medical events
Severity: MODERATE

Qutcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Overdose intentional 2 doses of IP / XA ER 5

Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

15 APR 2018 (Study Day 193, Period 2) / 15 APR 2018 (Study Day
193, Period 2)

TEAEL/TEAE2 No/ Yes

Serious criteria: Important medical events
Severity: MODERATE

Qutcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

Serious adverse events
{(Investigator term/MedDRA
preferred term):

Overdose intentional 2 doses of IP / XA ER 5

Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

12 MAY 2018 (Study Day 220, Period 2) / 12 MAY 2018 (Study Day
220, Period 2)

TEAE1L/TEAE2 No / Yes

Serious criteria: Important medical events
Severity: MODERATE

Outcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

Serious adverse events
{(Investigator term/MedDRA
preferred term):

Overdose intentional 2 doses of 1P/ = [HANERER 5

I—H( HA R
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Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

13 MAY 2018 (Study Day 221, Period 2) / 13 MAY 2018 (Study Day
221, Period 2)

TEAEL/TEAE2 No/ Yes

Serious criteria: Important medical events
Severity: MODERATE

Qutcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

Serious adverse events
{Investigator term/MedDRA
preferred term):

Overdose intentional 2 doses of IP / XA ER 5

Start date of adverse event (Study
Day, Period)/outcome date of

adverse event (Study Day, Period):

16 JUN 2018 (Study Day 255, Period 2) / 16 JUN 2018 {Study Day
255, Period 2)

TEAEL/TEAE2 No/ Yes

Serious criteria: Important medical events
Severity: MODERATE

Qutcome: RECOVERED/RESOLVED
Study drug action taken/other DRUG INTERRUPTED
action taken:

Concomitant medications (used 01,02

until/on the start date of adverse

event):

Relationship of event: NOT RELATED

I—H( HA R
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