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Commercial Availability
NARCAN® (naloxone HCI) Nasal Spray 4 mg is scheduled to become commercially available early 2016.
For more information on NARCAN® Nasal Spray call 844-4-NARCAN (844-462-7226) or email customerservice@adaptpharma.com

Indications and Important Safety Information

INDICATIONS

NARCAN® (naloxone hydrochloride) Nasal Spray is an opioid antagonist indicated for the emergency treatment of known or suspected
opioid overdose, as manifested by respiratory and/or central nervous system depression.

NARCAN® Nasal Spray is intended for immediate administration as emergency therapy in settings where opioids may be present.

NARCAN® Nasal Spray is not a substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION
NARCAN® Nasal Spray is contraindicated in patients known to be hypersensitive to naloxone hydrochloride.
Seek emergency medical assistance immediately after initial use, keeping the patient under continued surveillance.

Risk of Recurrent Respiratory and CNS Depression: Due to the duration of action of naloxone relative to the opioid, keep the patient
under continued surveillance and administer repeat doses of naloxone using a new nhasal spray with each dose, as necessary, while
awaiting emergency medical assistance.

Risk of Limited Efficacy with Partial Agonists or Mixed Agonists/Antagonists: Reversal of respiratory depression caused by partial
agonists or mixed agonists/antagonists, such as buprenorphine and pentazocine, may be incomplete. Larger or repeat doses may be
required.

withdrawal syndrome. In neonates, oplmd W|thdrawal may be life-threatening if not recognized and properly treated. Monitor for
development of opioid withdrawal.

Risk of Cardiovascular (CV) Effects: Abrupt postoperative reversal of opioid depression may result in adverse CV effects. These events
have primarily occurred in patients who had pre-existing CV disorders or received other drugs that may have similar adverse CV
effects. Monitor these patients closely in an appropriate healthcare setting after use of naloxone hydrochloride.

The following adverse reactions were observed in a NARCAN Nasal Spray clinical study: increased blood pressure, musculoskeletal
pain, headache, nasal dryness, nasal edema, nasal congestion, and nasal inflammation.

See Instructions for Use and full prescribing information in the use of this product.

To report SUSPECTED ADVERSE REACTIONS, contact Adapt Pharma, Inc. at 1-844-4NARCAN (1-844-462-7226) or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch (' .

Privacy Statement | Terms of Use | ContactUs | Media (@
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Group Purchasers
NARCAN® Nasal Spray will be available to group purchasers, such as law enforcement, firefighters, first responders, departments of health,
educational facilities and community based organizations.

For information, pre-ordering or purchasing NARCAN® Nasal Spray (NDC: 69547-353-02) upon availability, contact 844-4-NARCAN (844--
462-7226) or email customerservice@adaptpharma.com

Indications and Important Safety Information

INDICATIONS

NARCAN® (naloxone hydrochloride) Nasal Spray is an opioid antagonist indicated for the emergency treatment of known or suspected
opioid overdose, as manifested by respiratory and/or central nervous system depression.

NARCAN® Nasal Spray is intended for immediate administration as emergency therapy in settings where opioids may be present.

NARCAN® Nasal Spray is not a substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION
NARCAN® Nasal Spray is contraindicated in patients known to be hypersensitive to naloxone hydrochloride.
Seek emergency medical assistance immediately after initial use, keeping the patient under continued surveillance.

Risk of Recurrent Respiratory and CNS Depression: Due to the duration of action of naloxone relative to the opioid, keep the patient

under continued surveillance and administer repeat doses of naloxone using a new nasal spray with each dose, as necessary, while
awaiting emergency medical assistance.

Risk of Limited Efficacy with Partial Agonists or Mixed Agonists/Antagonists: Reversal of respiratory depression caused by partial
agonists or mixed agonists/antagonists, such as buprenorphine and pentazocine, may be incomplete. Larger or repeat doses may be
required.

Precipitation of Severe Opioid Withdrawal: Use in patients who are opioid dependent may precipitate opioid withdrawal and acute

withdrawal syndrome. In neonates, opioid withdrawal may be life-threatening if not recognized and properly treated. Monitor for
development of opioid withdrawal.

Risk of Cardiovascular (CV) Effects: Abrupt postoperative reversal of opioid depression may result in adverse CV effects. These events
have primarily occurred in patients who had pre-existing CV disorders or received other drugs that may have similar adverse CV
effects. Monitor these patients closely in an appropriate healthcare setting after use of naloxone hydrochloride.

The following adverse reactions were observed in a NARCAN Nasal Spray clinical study: increased blood pressure, musculoskeletal
pain, headache, nasal dryness, nasal edema, nasal congestion, and nasal inflammation.

See Instructions for Use and full prescribing information in the use of this product.

To report SUSPECTED ADVERSE REACTIONS, contact Adapt Pharma, Inc. at 1-844-4NARCAN (1-844-462-7226) or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch (£'.

Privacy Statement | Terms of Use | Contact Us | Media (@

© 2015 ADAPT Pharma, Inc. NARCAN® s a registered trademark licensed to ADAPT Pharma Operations Limited. AjApT
NAR4-08-15 ADAPT Pharma, Inc. Radnor, PA L alessid e

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Ifthis Is an emergency, call 911. This site s Intended for US residents.

OW FDA-APPROVED

¥ NARCANaoweit)
NASAL SPRAY 4mg

FOR EMERGENCY TREATMENT

OF OPIOID OVERDOSE

:Iet:‘a“s; see Indication and Safety i E‘%musmv% §
3 i

/4 mg nasal dose in single spray
/ Ready-to-use
 Needle-free

Full Prescribing Information (% Quick Start Guide 3 Group Purchasers. Press Materials (7

Privacy Statement

Adapt Pharma, Inc. respects the privacy of visitors to our websites, and a5 a resdlt, we have developed this Oniine Privacy Statement. We riay
Update this Statement from time 1o fime..

Scope

This Privacy Statement applies oniy 1o the operation of websites that directy fink to ths statement when you olick on *Privacy Statement’ in the
website footer.

CONSENT TO PROCESSING IN THE UNITED STATES AND ELSEWHERE. This site is owned and operated by Adapt Pharma in the United
States, butthe Informatlon you provide may be sccessibleto our affliates, vendors and suppllers In other countries. By using this site, you consent
1o the collection, storage and processing of your information in the United States and in any country to which we may transfer your Information in the
course of our business operations.

Information Routinely Collected by Our Website Technology.

Web Log Data via analylics cookies. Our webserver will routinely gather web log deta, somelimes from cookies on your computer, when you visit
one of our websites. The webserver automatically recognizes non-personal infomiation such as the date and time you isited our site, the pages
you vishted, ‘came from, the type of browser syslem you are Using, and the domeain name and address of your Internet
senice provider. IP Address. We record the Intemet Protocol ‘IP" address of mputer when you visit our site. Information, the 1P
address does not identify you personally, but tis what allows us to maintain communioations with your computer as you move about our site and
perform other site analytcs. Cookias and Other Techrologies. We also collect information about your use of our site through technology such as
cookles and web beacons. A "web beacon” is a piece of code on our site that enables us to monitor things like user activity and site traffic. A
"caoke” s & unique numea code that we transfer 10 your computer so that we: can keep track of your interests and preferences and recognize you
a5 a retum visitor to our site. We use cookies without directly identifiable personal information to bring you content and features likely to be of
Interestto you, based on your previous activiies on our site.

How We Use Your Information

Web log, IP Address and other Information by v connection with your visit to this website wil be used to beter
understand your needs and general user trafflc: panems and o improve our websites and services. We may enhance or merge this Information with
other data we may have about you as well as with data obtained from third parties for the same purposes. We retain IP addresses and also may
use your IP address to personalize content provided on the website. Information routinely collected may lso be stored in databases owned and
maintained by Adapt Pharma or ifs agents, contractors, and business pariners. Adapt Pharma retains all rights to these databases and the
information contained fn them.

Web Beacons. Our websiles may use web beacons (sometimes called single-pixel GIFS) to generate web log information. Cookies. Qur
eSSt o et ol vy ookl o Your e 118 ossl st ookl ey oot nforaton il e deetned
dentifiable. We may use the datz we obtaln through the use-of cookles 1o
senices that may be of interest 1o you. We also analyze the Information collected with cookie hechnn\ogy 10 help us improve the functioning of our
site by monitoring traffc In popular areas and to modfy the services and Information we provide to meet customer demand. We use the Information
we collect through the use of cookies for our business purposes, including operation of our site, as well as research and product analyses 10 help us
betier market our products. Thirc-Party Cookles and Advertising. We may parther with third=party ad networks fo manage our adertising o other
sites. Our ad network partners use cookies and web beacons Lo collect non-personally identifiable information about your activities on this and other
websites to provide you targeted advertising based upon your Interests. If you would like to opt-out of or manage cookies used for lamemd
advertising, you may do 5o by following the options provided by the Network ices/ and
the Digital Advertising Alllance at: http:iwww.aboutads. nfolchoices/. Please note that upnng out of receiving targeted ads will not prevent you from
being served advertisernients generally. Digital Anaiytics. Our webserver willinsiall a cooke on your machine i order 1o aid the accuracy of our data
analytics program. While a profile can be built from a user's surfing habits through the use of this cookie, the cooke itself contains no personal
Information. We use these proflles to establish common web browsing of our users, such as links that have been clicked or documents acoessed,
which helps us to malntain and enhance the service we provide. This cookle will remain on your computer indefinitely, even after you leave our site.
Sharing Your Information

We may share the this website with ployees, agents, contractors or partners in connection with services that
these individuals or entities perform for or with us. These agents, contractors or partners are resricted from using these data In any way ofher than
to perform these services. Adapt Pharma expects our employees and partnersto malntai the trust piaced in us by those who provide us with
information by using reasonable administrative, technical and physical safeguards. Adapt Pharma reserves the rightto share information to respond
o duly authorized information requests of govemmental authorities or where required by law. In some circumstances, such as where national, state
or company security ls at issue, Adapt Pharma reserves the right 1o share our entire database with appropriate governmental authorites. We may
els0 provide Information to a third party In connectlon with the sale, asslgnment or other ransfer of the business of ths website 10 which the
nformation relates. In which case, we will require any such buyer 10 agree o treat Information in accordance with this Privacy Statement.

Social Media Plugins.

Ourwebsiles may use soclal media plugins 1o enable you 1o easlly share Information with others. When you Visit our websies, the operator of the
social media plugin thats on our website can place a cookie on your computer, enabling that operator ta recognize Individuals on their website who
have previously visited our sites. If you are logged into the social media website while browsing on our website, social media plugins may allow that
social media ly identifiable Inf you that shows you have visited our website. Soclal media plugins also allow
the soclal media website 1o share information about your activities on our website with other users of their social media website. Adapt Pharma
does not control any of the content from social meda plugins. For more information about socil plugins from social media websites, you should
refer o those sites’ privacy and data sharing statements.

Do Not Track

‘Sorme web browsers may transmit "do-nokirack” signals to websites with which the browser communicates. Adapt Pharma webservers do riot
currently respond to these signals.

Children

This site is not intended for or designed to attract individuals under the e of 18

If you have any guestions or about this. s by writing to:
Adapt Pharma, Inc.

100 Matsonford Road

Building 4, Sulte 201

Radnor, PA 19087

Indica nd Important Safety Informati

INDICATIONS

NARGAN® {naloxone hydrochloride) Nasal Spray Is an opiold antagonist Indicated for the emergency reatment of known or suspected
oploid overdose, a5 manifested by respiratory andior central nervous system depression,

NARGAN® Nasal Spray Is intended for immediate as emerg py i jhere opioids may be present,

NARCAN® Nasal Spray Is not 2 substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION

NARCAN® Nasal Spray Is n patients known
Seek emergency medical assistance immiediately after initial use, keeping the patient under continued survellance.

Risk of Recurrent Respiratory. and CNS Depression: Due to the duration of action of naloxone relative to the opioid, keep the patient
under continued survellance and administer repeat doses of naloxone using a new nasal spray with each dose, as necessary, while

awaiting emergency medical assistance.

Risk of Limited Efficady with Partial Agonists o Mixed Reversal of respiratory depression caused by partial
agonists or rmixed agonlstsfantagonists, such as buprenorphine and pentazocine, may be inconplete. Larger or repeat doses may be
required.

Precipitation of Severe Qploid Withdrawal: Use In patlents who are oplold dependent may precipiate opioid withdraws! and acute
withdrawal syndrome. In neonates, opi may be life-thre if not recognized and prop  Monitor for
developrment of oplold withdraval.

Risk of Cardiovascular (CV) Effects: Abrupt postoperative reversal of opiold depression may result in adverse CV effects. These events
heve primarlly oceurred i patients who hed pre-existing CV disorders or received other drugs that may have similer adverse CV
effects. Monitor these patients closely In an appropriate he: = after use of

The following adverse reactions were abserved in a NARGAN Nasal Spray cinlcal study: Increased blood pressure, musculoskeletal
paln, headache, nasal dryness, nasal edema, nasal congestion, and nasal Inflammation.

See Instructions for Use and full preseribing information in the use of this product.

To report SUSPECTED ADVERSE REACTIONS, contact Adapt Pharma, Inc. at 1-844-4NARCAN (1-844-462-7226) or FDAat
1-800-F DA-1088 or wwav.fda.govimedwalch (2 .
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Terms of Use

By using this site you acknowledge that Adapt Pharma, Inc. is providing the material for informational purposes only and that neither Adapt Pharma
nor their agents, affiliates, partners, or licensors are providing the materials to you for the purposes of giving you medical advice. You should not rely
on the materials in deciding on a treatment plan, drug usage, or any other medical advice regarding the materials, and Adapt Pharma and their
licensors strongly urge that you consult with a physician in connection with any and all treatment options that may be available to you.

By using this website, you accept the information, products, and services provided herein "as is.” Adapt Pharma makes no express or implied
warranty regarding the accuracy, content, completeness, reliability, operability, or legality of information contained within this website, including,
without limitation, the warranties of merchantability, fitness for a particular purpose, and non-infringement of proprietary rights.

In no event shall Adapt Pharma, or its agents, affiliates, partners, or licensors be liable for any direct, special, indirect, incidental or consequential
damages or any damages whatsoever resulting from loss related to the use of our websites, whether in an action of contract, breach of warranty,
negligence, or other tortious action arising out of or in connection with the use of the materials contained on this site.

INDICATIONS

NARCAN® (naloxone hydrochloride) Nasal Spray is an opioid antagonist indicated for the emergency treatment of known or suspected
opioid overdose, as manifested by respiratory and/or central nervous system depression.

NARCAN® Nasal Spray is intended for immediate administration as emergency therapy in settings where opioids may be present.

NARCAN® Nasal Spray is not a substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION
NARCAN® Nasal Spray is contraindicated in patients known to be hypersensitive to naloxone hydrochloride.
Seek emergency medical assistance immediately after initial use, keeping the patient under continued surveillance.

Risk of Recurrent Respiratory and CNS Depression: Due to the duration of action of naloxone relative to the opioid, keep the patient

under continued surveillance and administer repeat doses of naloxone using a new nasal spray with each dose, as necessary, while
awaiting emergency medical assistance.

Risk of Limited Efficacy with Partial Agonists or Mixed Agonists/Antagonists: Reversal of respiratory depression caused by partial
agonists or mixed agonists/antagonists, such as buprenorphine and pentazocine, may be incomplete. Larger or repeat doses may be
required.

Precipitation of Severe Opioid Withdrawal: Use in patients who are opioid dependent may precipitate opioid withdrawal and acute

withdrawal syndrome. In neonates, opioid withdrawal may be life-threatening if not recognized and properly treated. Monitor for
development of opioid withdrawal.

Risk of Cardiovascular (CV) Effects: Abrupt postoperative reversal of opioid depression may result in adverse CV effects. These events

have primarily occurred in patients who had pre-existing CV disorders or received other drugs that may have similar adverse CV
effects. Monitor these patients closely in an appropriate healthcare setting after use of naloxone hydrochloride.

The following adverse reactions were observed in a NARCAN Nasal Spray clinical study: increased blood pressure, musculoskeletal
pain, headache, nasal dryness, nasal edema, nasal congestion, and nasal inflammation.

See Instructions for Use and full prescribing information in the use of this product.

To report SUSPECTED ADVERSE REACTIONS, contact Adapt Pharma, Inc. at 1-844-4NARCAN (1-844-462-7226) or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch (' .
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Contact Us

If you have a medical emergency, you should immediately call 911 or your local emergency services number.
Adapt Pharma, Inc.

US Headquarters

100 Matsonford Road

Building 4, Suite 201

Radnor, PA 19087

Tel: +1-844-ADAPT-11 (1-844-232-7811)

Email: info@adaptpharma.com

www.adaptpharma.com (£

Indications and Important Safety Information

INDICATIONS

NARCAN® (naloxone hydrochloride) Nasal Spray is an opioid antagonist indicated for the emergency treatment of known or suspected
opioid overdose, as manifested by respiratory and/or central nervous system depression.

NARCAN® Nasal Spray is intended for immediate administration as emergency therapy in settings where opioids may be present.

NARCAN® Nasal Spray is not a substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION
NARCAN® Nasal Spray is contraindicated in patients known to be hypersensitive to naloxone hydrochloride.
Seek emergency medical assistance immediately after initial use, keeping the patient under continued surveillance.

Risk of Recurrent Respiratory and CNS Depression: Due to the duration of action of naloxone relative to the opioid, keep the patient
under continued surveillance and administer repeat doses of naloxone using a new nasal spray with each dose, as necessary, while

awaiting emergency medical assistance.

Risk of Limited Efficacy with Partial Agonists or Mixed Agonists/Antagonists: Reversal of respiratory depression caused by partial
agonists or mixed agonists/antagonists, such as buprenorphine and pentazocine, may be incomplete. Larger or repeat doses may be

required.

Precipitation of Severe Opioid Withdrawal: Use in patients who are opioid dependent may precipitate opioid withdrawal and acute
withdrawal syndrome. In neonates, opioid withdrawal may be life-threatening if not recognized and properly treated. Monitor for
development of opioid withdrawal.

Risk of Cardiovascular (CV) Effects: Abrupt postoperative reversal of opioid depression may result in adverse CV effects. These events
have primarily occurred in patients who had pre-existing CV disorders or received other drugs that may have similar adverse CV
effects. Monitor these patients closely in an appropriate healthcare setting after use of naloxone hydrochloride.

The following adverse reactions were observed in a NARCAN Nasal Spray clinical study: increased blood pressure, musculoskeletal
pain, headache, nasal dryness, nasal edema, nasal congestion, and nasal inflammation.

See Instructions for Use and full prescribing information in the use of this product.

To report SUSPECTED ADVERSE REACTIONS, contact Adapt Pharma, Inc. at 1-844-4NARCAN (1-844-462-7226) or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch (£ .
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