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Item 7.01 Regulation FD Disclosure.

On August 18, 2025, at 8:30 a.m. Tonix Pharmaceuticals Holding Corp. (the “Company”’) will hold a webcast and conference call to discuss the U.S. Food and Drug

Administration’s (“FDA”) approval of TonmyaTM (cyclobenzaprine HCI sublingual tablets), which was investigated as TNX-102 SL, for the treatment of fibromyalgia in
adults. In connection with the webcast and conference call, the Company will be reviewing a presentation, a copy of which is furnished hereto as Exhibit 99.01, and
incorporated herein by reference.

The information in this Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.01 attached hereto, shall not be deemed “filed” for purposes of Section 18
of the United States Securities Exchange Act of 1934 (the “Exchange Act”) or otherwise subject to the liabilities of that section, nor shall they be deemed incorporated by
reference in any filing under the United States Securities Act of 1933 or the Exchange Act, except as shall be expressly set forth by specific reference in such a filing.

Item 8.01 Other Events.

On August 18, 2025, at 8:30 a.m. the Company will hold a webcast and conference call to discuss the FDA’s approval of Tonmya. In connection with the webcast and
conference call to review the FDA’s approval of Tonmya, the Company will be reviewing the presentation attached hereto as Exhibit 99.1, which is incorporated herein by
reference.

Forward- Looking Statements

This Current Report on Form 8-K contains certain forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the
Securities Exchange Act of 1934 and Private Securities Litigation Reform Act, as amended, including those relating to the Company’s product launch, commercialization and
development, clinical trials, clinical and regulatory timelines, market opportunity, competitive position, possible or assumed future results of operations, business strategies,
potential growth opportunities and other statement that are predictive in nature. These forward-looking statements are based on current expectations, estimates, forecasts and
projections about the industry and markets in which we operate and management’s current beliefs and assumptions.

2 G 2

These statements may be identified by the use of forward-looking expressions, including, but not limited to, “expect,” “anticipate,” “intend,” “plan,” “believe,”
“estimate,” “potential,” “predict,” “project,” “should,” “would” and similar expressions and the negatives of those terms. These statements relate to future events or our
financial performance and involve known and unknown risks, uncertainties, and other factors which may cause actual results, performance or achievements to be materially
different from any future results, performance or achievements expressed or implied by the forward-looking statements. Such factors include those set forth in the Company’s
filings with the SEC. Prospective investors are cautioned not to place undue reliance on such forward-looking statements, which speak only as of the date of this press release.
The Company undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events or otherwise.

G

Item 9.01 Financial Statements and Exhibits.
(] Exhibit No. Description
99.01 US Approval of Tonmya™ for the Treatment of Fibromyalgia

104 Cover Page Interactive Data File (embedded within the Inline XBRL document)



https://content.equisolve.net/tonixpharma/sec/0001999371-25-011510/for_pdf/ex99-01.htm

SIGNATURE

Pursuant to the requirement of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned thereunto
duly authorized.

TONIX PHARMACEUTICALS HOLDING CORP.
Date: August 18, 2025 By: /s/ Bradley Saenger

Bradley Saenger
Chief Financial Officer
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for the Treatment of
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https://content.equisolve.net/tonixpharma/sec/0001999371-25-011510/for_pdf/tnxp-8k_081825.htm

AGENDA + PARTICIPANTS

Introduction, Fibromyalgia Overview & Tonmya™ Label

Seth Ledenman, MD. Seth Lederman, M.D. — Chief Executive Officer and Chairman

Commercial and Go-To-Market Strategy
Thomas Englese — EVF, Commercial & President, Tonix Medicines

Q&A

Seth Lederman, M.D. — Chief Exscutive Officar and Chairman
Jessica Morris — Chief Operating Officer

Gragory Sullivan, M.D. = Chief Medical Officer

Thomas Englese — EVP, Commercial & President, Tonix Medicines

Gragory Sulliven, M.D.
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Cautionary Note on Forward-Looking Statements

Cartain statements in this presentstion regardig
slrabegic plans, expectatons aod cbpeclives for fulure
oparalians of resuts an Sorsand-looking slabemeanls”
a5 defined by the Privale Securites Liligation Relorm
Actof 1295, Theso statements may be identified by
the wse of forward-looking words such as
“anlicipate,” ‘baleve,” “axpect’, “plan’, *forecasl,”
“mslimate” and “intand,” amang others, Thess forward-
lacking statements are based an Tono's current
expaclations and aclual resuks could difer materially.
These are a rumber af faciors that could cause aciual
evenis o differ materially fram thase indcated by such
forward foaking stalemenis

These factors nclude, but are not limited to: he
sisks ralaled I e falure 1 successfully launch and
camemescialize Tonmya and any of cur approeed
products, risks ralaled lo faikire lo oblain FOA
clearances or approvals and nancompiancs wilh
FOA regulations: risks relaled 1o the ming and
pragress of dinical devalopment of our praduct
canduales; our ned for additional finarcng;
uncestanties of patent probactian and |itigation;
uncestandies of gavernmaent ar third party payar
membursement; Imited research and cevalapment
affarts and depengence upan third parties; and
substantial compesion, As wih any phamaceutical
undar development, there 2 significant risks in the
drevelopment, regulatery aparaval ard
cammercialzation of new preducts,

The Torwaid-ooking satemants in this praseralion
ane imade &2 of the date of this presanlaton, even il
subseguanty made available by Tanix on its website
of alherwize. Tonix dows nol underlaks an obligalien
to update ar revise any faraand:lacking stalemesl,
emoept a5 required by ke Investors shauld read the
risk, factors set forih in fhe Annual Reporl on Farm
10K for the year ended December 31, 2024, as filed
with the Secunties and Exchange Commissian (lhe
“SECT) on March 18, 2028, and parodic reperts and
current repors filed with the SEC an or after the date
therecd. All of Teno's feraard-leoking skatemants ane
exprassly qualified by all such risk factors and cther

caubanary stalemenis.
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T:-Jnmya‘"
-~ (cyclobenzaprine HCI)
sublingual tablets 2.8mg
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Fibromyalgia: >10M people in the US living
with this serious, debilitating condition

First FDA-Approved

Characterized by chronic widespread pain’

MediCi ne fo r the Approximately 80% are female

Treatment of

Fibromyalgia in TJonmya is a first-in-class medicine, uniquely
Over 15 Yeal's designed to treat fibromyalgia

Non-opioid analgesic. Not DEA? scheduled.

Demenstrated rapid and durable improvement in chronic widespread pain

Tonix is well positioned to support commercial
launch, expected in Q4 2025

Commercial infrastructure in place
No debt; anticipated cash runway to support launch and other operations

into Q3 2026

1. Bhargava), Goldin J. Fibromyalgia. [Updated 2025 Jan 31]. In: StatPearis [Internet]. Treasurs Istand (FL): StatPearls Publishing; 2025 Jan-. Availabls from:
https:/Awwwnebinlm.nih.gov/books/NBK540674
2. US. Drug Enforcement Agency. PHARMACEUTICALS




Tonmya™ is a Tertiary Amine Tricyclic that

Bypasses First-Pass Liver Metabolism,
Leading to Faster Absorption and Reduced norCyclobenzaprine (“norCBP”)

@ The sublingual tablet rapidly disintegrates, dissolves, and releases
solubilized cyclobenzaprine (“CBP”) into the saliva adjacent to the
mucosal membrane

Tonmya™.is administered
sublingually

@ The base drives formation of CBP free-base, which enters the
bloodstream across the mucosal e (1

@ Tonix’s proprietary formulation contains a basic ingredient which drives
transmucosal absorption and a cyclobenzaprine-mannitol eutectic that
results in a siable tablet with a 4-year shelf-life.

@ Frec-base cyclobenzaprine Sublingual

vasculature

} @ Charged cyclobenzaprine
tongue
© wannitol

Tertiary amine tail

‘Sublingual CEP enters the
bloedstream directly through
the mucosal membrane

|

Trar CBP inistered
i y bypasses “first-pass”

liver metabolism, leading to faster
absorption and reduced norCBP

. TON

IX
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LX)
. ™
-“Ton mya
First-in-class, First-line Medicine for Fibromyalgia
Unique, Sublingual, Proprietary Formulation of Cyclobenzaprine HCI Designed to Optimize Efficacy, Delivery and Absorption

@ Two pivotal studies demonstrated durable reduction in fibromyalgia pain (primary endpoint)

Non-opioid analgesic; not DEA scheduled

Rapid drug exposure following once daily sublingual administration, at bedtime

Reduced levels of norCyclobenzaprine (norCBP), the major metabolite of cyclobenzaprine
+ norCBP is believed to reduce the effectiveness of swallowed cyclobenzaprine on pain relief

Generally well tolerated

Patent Protection / Exclusivity: Tonix owns worldwide rights to Tonmya™ with no royalties. In the US, issued
composition of matter patent extending to 2034; pending method of use patents may extend exclusivity to 2044

TONIX

PHARMACEUTICALS




Tonmya™ Prescribing Information Highlights

Indications and Usage TOMMYA s indicatad for the treatment of Foramyalgia in adults

The recormmended dosage of TONMYA is 5.6 mg administered sublingeally once dady al bedlime:

+ Starting dose: Days 1 to 14, administer 2.8 mg (1 sublingual tablst) once daily at bedtime
= Target dose: Days 15 and thereafier, adminater 5.6 mg (2 sublingual tablets) onee daily at bedtime
Dosage and Administration
The recormmended TOMMYS, dosage in gerialic patients and patients with mild hepatic impammenl is 2.8 mg adminislered
sublingually once daily at bedtime. TONMYA is not recommended in patients with moderate or severa hepatic impairment

Fregnancy testing i recammendad in fernales of reproductive potential pror to initiating treatment with TORMYA

Most commaon adweerse reactions (incidence 2% and at a higher incidence in TOMMY4-treated patients compared 1o placebo-
treated patients): oral hypoesthesia, oral dgcormbart, abnormal product laste, somnalence. omal paresiiesia, aral pams, [algue,
dry mouth, and aphthous ulcer

Adwerse Reactions

For full prescribing information and safety information, please visit www.Tonmya.com . T@)N IX
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FDA Approval Based on Studies that Demonstrated Durable
Improvement in Pain Intensity Scores in Fibromyalgia Patients

Primary Efficacy Endpoint: Mean Change from Baseline in Weekly Average of Daily 24-Hour Recall Pain
Intensity Scores at Week 14 in Adult Subjects with Fibromyalgia (Trials 1 and 3)

Trial 1 Trial 3

Placebo Placebo TONMYA
Change from Change from Change
baseline baseline Visit/ Statistics Value  from Value
Trial 1 baseline
Trial 3
Baseline
N 255 248 N

Visit | Statistics. Value Change from

baseline
Baseline

23

Mean (SD) 6.0 (1.08) 6.1 (1.08) Mean (SD) 59(1.05)

(Minimum, Maximum) @9 4,9 (Minimum, Maximum} 4,9
NDC 70792-102-40

60Tablets Week 14 Week 14
™ LS mean (SE)' 46 (012; 150012 42(012) -18(012 LS mean (SE)' 41(012) -18(012
T \nmya (SE)Y (0.12) 012) (0.12) 0.12) (SE) ) (0.12) 0.12)

; = 95% CI' 43, 4.8 17,13 (39,44) (24,47 1
yclobenzapring HCI e Y e ¢ ) t ) l ) 95% C1 (38,43) (-20,-18)
ingual tablets) (sE) fremas Difference in LS mean
95% Cl for diff inLs {sE)
A= (0.7,-0.1) 95% G for difference in
LS mean

p-value for difference <0.001

0.7 (0.167°

(-1.0,-0.3)
p-value for difference 0.010

Cl = confidence interval; LS = least squares; SD = standard deviation; SE = standard emor
' LS means, differences and o ixed model for repeated measures with fixed, cate
tion, as well as the fixed covariates of baseline value and baseline value-by-study week int
2 Difference of -0.7 is due to a rounding effect TONMYA: placebo: -1.16, and the difference in LS mean




Approval Based on Studies that Demonstrated Significant
Improvement in Pain Intensity Scores in Fibromyalgia Patients

Pivotal Studies Included in Label Demonstrate Statistically Significant Mean Change from Baseline in Weekly Average of

Daily 24-hour Recall Pain Intensity Scores at Week 14

Trial 1

LS Mean Change from Baseline (SE)

Error bars represent +

- the standard error (SE)

~-@-- Placeba
—h—  TONMYA

Trial 3

LS Mean Change from Baseline (SE)

Week

Ervor bars represent +/- the standard error (SE).

...............




Greater Percentage of Study Participants Taking Tonmya
Experienced a Clinically Meaningful (230%) Improvement in their
Pain after Three Months, Compared to Placebo

Trial 1
~
1w [ -~ Placebo  — TONMYA
b 30% Responders
%0 (47% Tonmya™ vs
{j 0 2 35% placebo)
S 0] ™ p = 0.006
-
B oa
& w0
20
o] | eI

] +
=0 210% =20% =30% =240% =50% =260% =270% =280% =90% =100%

Percentage Reduction in Pain

Trial 3

~

Parcent of Subjects

100

-~ Placebo  ——TONMYA

30% Responders
(46% Tonmva™ vs
27% placebo)

210% 220% 230% 240% =250% =260% =270% =280% =290% =2100%
Percentage Reduction in Pain

nnnnnnnnnnnnnnn




Generally Well Tolerated with an Established Safety Profile

+ In Clinical Studies:

The most common adverse reactions (incidence 22% and at a higher incidence in
TONMYA™-treated patients compared to placebo-treated patients) were: oral
hypoesthesia, oral discomfort, abnormal product taste, somnolence, oral
paresthesia, oral pain, fatigue, dry mouth, and aphthous ulcer

Weight gain, and blood pressure were similar fo placebo

There were no reports of cognitive dysfunction or sexual dysfunction

Mo evidence of abuse potential

+  Pregnancy testing is recommended in females of reproductive potential prior to initiating
treatment with TONMYA™

+  Concomitant use of TONMYA with selective serotonin reuptake inhibitors (S5Rls),
serotonin norepinephrine reuptake inhibitors (SNRIs), or tricyclic antidepressants,
tramadol, bupropion, meperidine, verapamil, or MAQ inhibitors increases the risk of
serotonin syndrome

For full prescrit

yisit www. Tonmya.com

O TS
B Tabipes

Tonmya"
[rychbenzaprinzHl
culingaal tatiets)

TR
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Tonix is Well
Positioned to
Support the
Commercial

Launch

Tonix Medicines markets two FDA-Approved
Rx migraine products and is prepared to
launch Tonmya

Ended Q2 2025 with ~$125 million in cash and
cash equivalents

Raised ~$50 million in Q3 2025 through
August 11, 2025 via equity sales

Strong balance sheet: no debt; expected cash
runway into Q3 2026

TONIX

PHARMACEUTICALS




Thoma

EVE C and President, Tonix Medicines

Commercial Strategy




% Tonmya

ppPROVER

(cyclobenzaprine HCI)
sublingual tablets 28mg
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Tonix Medicines’ Commercial Team has
Extensive Commercial and Launch Expertise

AMGEN H @ 2% MERCK

., N\
si2Allergan AstraZeneca axsome

\/ Ironwood insmed Baxter 2Tris

PHARMA

4 /\ Mallinckrodt
e Otsuka we endo ™




Fibromyalgia is a Large, Underserved and Dissatisfied Population

Chronic pain disorder, resulting from amplified sensory and pain signaling within the central nervous system -
a serious condition comprised of the symptoms: chronic widespread pain, nonrestorative sleep, and fatigue

>10 million U.S. adults
are affected—
predominantly wornen'-2
Debilitating and life-allering
condition
Sigreficant ecanomic Fnpact

High patient churn on
currently available
fibromyalgia treatments
Typical for petients 1o rotate betwaen
diltesent therapies
T of paients are on muliiple therapies®

Patients have expressed
dissatisfaction with
currently available

tharapias®?

5% of first-line trestments fail with
patients, ciling efficacy snd

telerabdity issuss®

No new FDA approved fibromyalgia therapies in over

2.7 million patients diagnosed
and treated annually®
~186 mifian presedplions are wrillen Tfar
the treatment of fisramyalgia (2n- and
off-label usage) each year®

. TONIX
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Both Patients and HCPs are Challenged by the Fibromyalgia Journey!

isolated

embarrassed

side effects

getting worse

PATIENTS ESdIRdel R ELNRTELCR FRUSTRATED

unpredictable
passed around
validation

do less

...............




Patient and HCP Dissatisfaction has Led to Significant Off-label Use
Off-label Opicids are Commonly Prescribed within 18 Months of Fibromyalgia Diagnosis

O dabal approved
Oiff-labal opioid
plord 2167
Qf-dakal
Offdabel  1T6%
eriel
FDA-
spprevad
1.0%
Minacizmn Tramadsd Cral COP Orprodons Fipdracodona Culansting. Giahapenin
HEAIL L] s i crraanl O Pbuseda raaan
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Disease Awareness
Campaign Launched

KEY DATA HIGHLIGHTS:

>36,000 unique visitors in first three weeks

Average session durations >5 minutes

~15% of users either downloaded a Patient
Discussion Guide or signed up for more
information




~5% of Fibromyalgia-Diagnosing
HCPs Write ~70% of Fibromyalgia
Prescriptions’:2

Total Fibromyalgia-
Diagnosing
WE WILL GO FROM: HCP Universe

6%

Traditional specialty-based decile targeting

TO:

Hyper-focused 1:1 ~25K

HCP targeting based on s—jy

ideal patient types HCPS

Our precision strategy will drive who and how we target

-------------




Using our
Omnichannel
Approach to
Empower Reps
and Engage
Top-prescribing
HCPs

AMPLIFICATION

SUPPORT

DIRECT

[

Earned Madia

Corporate Communications
Influencer Marketing
Owned Social Channels
Reputation Management
HOL Engagement

Search Engine Optimization
Digital Media

Paid Social

Machine Learning

Sales Force (~90 Reps initially)

FaARMALEUTIEALY




Omnichannel Marketing & Messaging Campaign
Planned to Maximize Reach Within the Retail and Specialty Channels

ERANDED ECOSYSTEMS

ynfwencer Prog, ing fedturing o
am et . 8

g sahEyL B0W

...............




Robust Patient Access & Support Services
On Track to be in Place at Launch

4 —

Payer Education & Engagement

Payer Research
and Value Analysis

Pre-Approval Information
Exchange Meetings

Burden of Disease & Payer
Value Proposition

.

ACCESS PATHWAYS'

74

Digital Pharmacy Experience
Bridge Program

Streamlined Enrollment & Enhanced
Prior Authorization Support

Free Home Delivery, Enhancing
Convenience and Access

5

! Programs are for patients whom their HCP has determined Tonmya™ is appropriate for them

Traditional Pharmacy
Savings Program

Copay Support for Eligible Patients
Digital & Text Enroliment

Prior Authorization Support

. TONIX
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Building a Market Leader

&

Q3 2025

Sales force onboarding
HCP & Patient
Omnichannel education
and awareness campaign
launch

S
666

Q4 2025

Commercial and sample
availability

Sales representatives in
field & tele-sales
campaign initiated

5
SLL

Q1 2026

Plan to expand
commercial access
Ramp up of
educational speaker
programs

666 »
&e

Q2 2026

+ Expectincreased
access

» Launch broader
digital advertising
campaign

TONIX

PHARMACEUTICALS
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Unlocking Transformational
Potential in Treating
Fibromyalgia

First FDA-approved medicine for the
treatment of fibromyalgia in over 15 years
First-in-class medicine; non-opioid analgesic

Demonstrated rapid and durable improvement in chronic
widespread pain and was generally well tolerated

Large market opportunity with significant
unmet need
10M potential patients; 2.7M diagnosed and treated patients

High level of patient and HCP dissatisfaction with current
therapies

Prepared and poised for commercial launch
targeted for Q4 2025
Commercial activities underway

No debt; anticipated cash runway to support launch and other
operations, into Q3 2026

TONIX

PHARMACEUTICALS




Seth Lederman, M.D.

Chairman and Chief Executive Officer

Jessica Morris
Chief Operating Officer

Gregory Sullivan, M.D.

Chief Medical Officer

Thomas Englese
EVP, Commercial,
President, Tonix Medicines




TOMMYA™ (eyclobenzaprine hydrochloride sublingual tablets)

INDICATION
TONMYA is indicated for the treatment of fibromyalgia in adults.

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS
TONMYA is contraindicated:

In patients with hypersensitivity to cy'dubenzapnne or any mamve gredient in TONMYA. Hyp itivity reactions may manifest as an anaphylactic reaction, urticaria, facial and/or tongue swelling, or pruritus.
Di: inue TONMYA if a h reaction is

With concomitant use of monoamine oxidase (MAQ) inhibitors or within 14 days after discontinuation of an MAO inhibitor. Hyperpyretic crisis seizures and deaths have occurred in patients who received
cycl p (or similar tricyclic p i with MAQ inhibitors drugs.

During the acute recovery phase of myocardial infarction, and in pafients with arthythmias, heart block or conduction disturbances, or congestive heart failure.
In patients with hyperthyroidism._

WARNINGS AND PRECAUTIONS

Embryofetal toxicity: Based on animal data, TONMYA may cause neural tube defects when used two weeks prior to conception and during the first trimester of pregnancy. Advise females of reproductive potential of
the potential risk and to use effective contraception during treatment and for two weeks after the final dose. Perform a pregnancy test prior to initiation of treatment with TONMYA to exclude use of TONMYA during the
first trimester of pregnancy.

Serotonin syndrome: Concomitant use of TONMYA with selective semlomn reupiake |r|h|h||ms (SSRIS) semlunm norepmephnne reuptake inhibitors (SNRIs), tricyclic anfidepressants, tramadol, bupropion,
meperidine, veraparnll or MAO inhibitors increases the risk of serotonin lly g condition. Serot syndrome symp may include mental status changes, autonomic |ns13b|l!ly

, and/or i inal Treatment with TONMYA and any i jic agent should be di i i if serotonin synds occur ai
supportive symptomatic !reatment should be initiated. f concomitant treatment with TONMYA and other serotonergic drugs is clinically careful ob: ion is advised, parti during treatment ini
dosage increases.

Tricyclic antidep! like adverse lions: Cy ine is structurally related to TCAs. TCAs have been reported to produce arthythmias, sinus tachycardia, prolongation of the conduction time leading to
myocardial infarction and stroke. If clinically slgmfcam central nervous system (CNS) sympmms develop, consider discentinuation of TONMYA. Caution should be used when TCAs are given to patients with a hlstory
of seizure disorder, because TCAs may lower the seizure threshold. Patients with a history of seizures should be monitored during TCA use to identify recurrence of seizures or an increase in the frequency of seizures.

Atropine-like effects: Use with caution in patients with a history of urinary retention, angl [ i d i pressure, and in pafients taking anticholinergic drugs.
CNS depression and risk of operating a motor vehicle or inery: TONMYA py may cause CNS ion. C itant use of TONMYA with alcohol, barbiturates, or other CNS
depressants may increase the risk of CNS depression. Advise patients not to operate a motor vehicle or hinery until they are bly certain that TONMYA therapy will not adversely affect their

ability to engage in such activities.

Oral mucosal adverse reactions: In clinical studies with TONMYA, oral mucosal adverse reactions occurred more frequently in patients treated with TONMYA compared to placebo. l
Advise patients to moisten the mouth with sips of water before administration of TONMYA te reduce the risk of oral sensory changes (hypoesthesia). Consider discontinuation of TONMYA T 0 N Ix

if severe reactions occur. FMARMACEUTICALS




IMPORTART SAFETY INFORMATION [CONT'D)

ADVERSE REACTICNS
The et coerrion adverae ichons (rcidence =35 s al o tigher indidins in TONMYA-reated patunls corgdned 1o placabo-traaed polentsh wan ol Fypoestes i ol dedomicn, abnammal product taie,
sempclence, aoal pancathess, ol pain, fstigue, dey mouth, and sphihous e

DRUG INTERACTIDNS
MAL AT ing i Y o,

Dsher serclonengic dnags: Seeokanm syndrome has been meporbed,
CNS deprossants: CHE depressant affects of aloohal, terbiursies, sod cther CNS depressants may be enhancsd
Tramaol; Ssimrs risk may be erbanced

‘Guancthidine or other simitar acting drugs: Tne antivperersie action of hess drags may be tocked,

USE IN SPECIFIC POPULATIONS.

Pregnancy: Bazad.on anmal datz, TOMMYA may cause fetal ham when admenistersd 1o a pregnant woman, The imted amount of avalabie obzerabonal data on oral oydobenzapnne use m pregnancy is of
rsufficizrt quaity o indorm 3 TONMYA-assaciated risk of major i defects, miscarniage. or acvemss matemral or fes) oulcomes. Advise pregrant women sbcut the potential iss 1o the fstus with matemal sxposuns o
TOaREYA and to v uss of TOMKYA o sesks priar 1o concspdon and through the fret limester of pregrancy. Fepon pregranciss 10 the Torix Medicines, o, adverss-sauntrepoting live at 18288587655 (1-
BAA-TREPRED).

Lactation: & smal numiser of publshed casss repart the Sransfer of cycicbenzapeine info human milk in low amounts, but $heme dats cannat be confrmed. There ars ne dats on the effects of cycloberzaprins on a
breastied infant. or the effects on mik producion. The developmental and health benefls of breastfeeding should be cansidered Aoag wih the motnes's dincal need for TONMYA and any pobential adverse effechs on
the Ereastfed ohild from TOMKYA or from the undeying matemal conditon.

Pediatric use: The ssfety and effectreness of TOMNWYA have nol besn eslabished

‘Gerlatric patients: Cf the Intal rumber of TOMMYA-Insates patisms i the inical tnals i acut patents wis §bromyaigia, none were B8 years of age and cides. Clinical trials of TONMYA did notincude sufficiem
numibers of patients &5 years of age and cider 1o del=mine whether they respond diferentty from younger acull petents.

Hepatic impalmment: Tre recommended cosags of TOMMYA in petients wih mild hepatic mpaiment (HI3 (Ghid Fugh ) s 2 8 mg once daily o bechime, [meer than the recommended cosags in patents with nosmal
hepate Anction. The uss of TOMMYA i not recommended in patients vith maderale HI{Ghid Pugh B} o severs M1 {Chid Pugh &) Cydiobenzapnne svposues (AU was inoreasad in patiems with mild 1 and
maoderale Hi compared 12 subjects with normal hepalic funclion. which may increase the risk of TONMYA-associaied adverse reacions.

Pizase soo additional safety irdormation in the full Prescribing information.
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To mepant suspacted adverse reactions, cortact Tonlx Medicines, Inc. 3t 1.880.269.7633, or the FDA a1 1.200.5 DA 1088 ar www.fda g ovimedaate b, FEARMALEUTICALY




