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taper anticataplectic(s) : randomized.
(12 weeks) withdrawal period

(2 weeks) (24 weeks)

entry was 6.30 (1.44) g/night and 7.33 (1.5) g/night, respectively

LXB, lower-sodium oxybate; OLE, open-label extension; TEAE, treatment-emergent adverse event.

%0LE safety population (participants who received =1 dose of study drug).

bParticipants reporting >1 TEAE term per month were counted only once within that month.

‘Includes all participants experiencing a TEAE at each study time point, regardless of the month of TEAE onset.

Table 2. Peak Incidence and Duration of TEAEs Occurring in e New TEAEs were most prevalent in month 2 (10/74 [13.5%)] participants reported a TEAE)
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OLE, open-label extension; LXB, lower-sodium oxybate; SXB, sodium oxybate.

dizziness (overall, 5.4%; re-entry, 7.4%; rollover, 4.3%)

(4.5 g/night) or, if taking SXB during rescreening, transitioned to identical
LXB doses (gram-for-gram). Any other anticataplectics taken during
rescreening were to be tapered and discontinued by OLE week 12

— Rollover: directly after completing the main study, participants initiated Seven participants discontinued (re-entry, n=2; rollover, n=>5)
LXB at a dose no more than half that at the end of SDP 3 due to TEAEs (invasive ductal breast carcinoma, n=1; apathy,
e All OLE participants could titrate the dose of LXB (at a rate of F:1t; sleetp ﬁppeda syndrome, n=1); only apathy was
1-1.5 g/night/week) to a maximum of 9 g/night reaiment relate

e [EAEs were evaluated in the safety population (received >1 study drug 2 lost to follow-up

L XB-related TEAES were more common in participants who Aninits 1

re-entered (re-entry, 22.2%; rollover, 10.6%)

’ Adultsl 18_b70 %ears OT age ¥Vith ahpri;nary diggno/sics; u nfellrcc)'lepszc/ ;V/ith 25% of Participants During the OLE® e (ontinuing TEAEs were most prevalent in month 3 (11/72 [15.3%] participants reported a TEAE)
thap exy base on Cr7|ter|a 'romt Q nternathng assiiication or Sleep Participants With Peak Median Duration of
Disorders, 3rd Edition” or Diagnostic and Statistical Manual of Mental TEAE TEAE, n (%) Incidence® Event (Range)
Disorders, 5th Edition® were eligible to participate Headache 7 (9.5) Month 3 1.0 (1, 25) day
— At study entry, parhgpapts may haye bee.n taking SXB and/or other — Table 3. TEAEs Occurring in >1 Participant in the OLE?
anticataplectic medications (primarily antidepressants), or were e P D) Al e 9.0(1, 24) days -
cataplexy treatment naive Dizziness 5 (6.8) Month 1 26.0 (1, 181) days "o R(‘:fg;;" R(ﬁ'l‘:“;‘;’ (H;'I) c on CI USIONS
e Participants entered a 12-week, open-label, optimized treatment oo Open-lane extension; JEAL, reatment emergent adverse event. A : | |
and titration period (OLOTTP) with initiation and titration of LXB oral bgléﬁnseagegg fr?epn%tn(t)r? V(S)i?r:tt%g?]?;iesrtlopg?ggntzge ;f%?ric?{);tgyrggogt)lng the TEAE. Pamc'p_a_nts with _21 TEAR 166593) 2riora +5(58.1) e |n this ong—term StLCy of LXB, Sa"ety and
solution occurring alongside tapering and discontinuation of any prior e Of note, no participant reported a TEAE of fall or enuresis; ranolan's it =1 TEAE 6 (222 5(10.6) 11 (14.9) tolerability profiles during OLE were generally
other anticataplectic treatments; OLOTTP was followed by a 2-week 1 participant reported nausea (rollover) . . . ;
stable-dose period (SDP), a 2-week placebo-controlled, double-blind, Headache (149 364 ° consistent with the T?m study period ana
randomized withdrawal period (DBRWP), and an optional 24-week Nasopharyngitis 3(11.1) 364 1 the known safety profile of SXB°
(6-month) open-label safety extension (OLE) Dizziness 3(11.1) 2 (4.3) 8
e Participants entered OLE by 1 of 2 routes, depending on whether they Most TEAEs were mild or moderate; 2 participants had severe TEAES influenza 0 485 4 * [he most common TEAES were headache,
completed he main study before or fter aprotocol amendment that g:f;ﬁ.ﬂﬂ :;ZZSZSELZ':(;?:E r(‘;JaS‘IjV'ZZ;TE; Sr:e;)st B Upperrespiratory ract infecton 167 3(6.4) 4 nasopharyngitis, and dizziness; these events
. e . Anxiety 13.7) 2(4.3) 1 occurred early on and were generally of
— %e-gntry. after discontinuing LXB treatment at the enq of the main study, Few participants (14.9%) had LXB-related TEAEs, most frequently o, y J y
participants were rescreened for up to 30 days, then initiated LXB Dysmenorrhea 2 (7.4) 1(2.1) 1 short duration
(3.7) (4.3)
(4.3)

() N )

3
3

Abdominal pain . e Most TEAES were mild or moderate in severity

Diarrhea 2(7.4) — All TEAES except nasopharyngitis and

upper respiratory tract infection resolved

—h
—h

Fatigue 1(3.7)

Nasal congestion 0

6.
6.
4.
8.
6.
4.
2.
4.
4.
0
2.
3
2.

N
—_ M~

— No participant reported a TEAE of fall
or enuresis; 1 participant reported

-t W
N SN S

—

Oropharyngeal pain 1(3.7)

N DD DD DD DD DD o w sk o0 Y

e e e e e e e T e e e e
R T R R DR IR i B = I I G R EEGOR

—h
N N Numme” Sume” Sume Sume NSume Sumee Num N S S S S

N NN N NN
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dose) during OLE 1 due to lack of efficacy LXB, lower-sodium oxybate; OLE, open-label extension; TEAE, treatment-emergent adverse event. Nnausea (r()”()ver)
, , 1 other %0LE safety population (participants who received =1 dose of study drug during OLE).
e [EAE duration represents time from TEAE start to end date (or end of "Compared with 76.1% (153/201) during the main study.

OLE, if TEAE end date unrecorded)
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