Beat: Health

FDA Approves FIRST GENERIC NALOXONE NASAL SPRAY To Treat OPIOID
OVERDOSE

Increase Access To EMERGENCY TREATMENT
PARIS - SILVER SPRING, 28.04.2019, 09:40 Time

USPA NEWS - The U.S. Food and Drug Administration has granted Final Approval of the First Generic Naloxone Hydrochloride
Nasal Spray, commonly known as Narcan, a Life-Saving Medication that can stop or reverse the Effects of an Opioid Overdose. The
Agency is also planning New Steps to prioritize the Review of Additional Generic Drug Applications for Products intended to treat
Opioid Overdose, along with the previously announced Action to help facilitate an Over-The-Counter Naloxone Product.

The U.S. Food and Drug Administration has granted Final Approval of the First Generic Naloxone Hydrochloride Nasal Spray,
commonly known as Narcan, a Life-Saving Medication that can stop or reverse the Effects of an Opioid Overdose. The Agency is also
planning New Steps to prioritize the Review of Additional Generic Drug Applications for Products intended to treat Opioid Overdose,
along with the previously announced Action to help facilitate an Over-The-Counter Naloxone Product.

Today's Approval is the First Generic Naloxone Nasal Spray for use in a Community setting by Individuals without Medical Training ;
however, Generic Injectable Naloxone Products have been available for Years for use in a Health Care Setting. The FDA also has
previously approved a Brand-Name Naloxone Nasal Spray and an Auto-Injector for use by those without Medical Training. While
Business and other Considerations may impact how quickly this Product becomes available, today's Approval is an Important Step for
the Agency as it works toward expanding Access to this Live-Saving Drug. The FDA also held a two-day Advisory Committee Meeting
in December to solicit input and advice on Strategies to increase the Availability of Naloxone Products intended for use in the
Community.

According to the Centers for Disease Control and Prevention, almost 400,000 people died from an Opioid Overdose from 1999 to
2017, and on Average, more than 130 Americans die every day from Overdoses involving Opioids, a Class of Drugs that include
Prescription Medications such as Fentanyl, Oxycodone, Hydrocodone and Morphine, as well as lllegal Drugs such as Heroin or Drugs
sold as Heroin. Drugs like Heroin often contain Fentanyl or Derivatives of Fentanyl. When someone overdoses on an Opioid, it can be
difficult to revive the Person to Full Consciousness, and breathing may become Shallow or stop completely “* leading to Death without
Medical Intervention. If Naloxone Nasal Spray is administered quickly, it can counter the Overdose Effects, usually within Minutes.
However, it is important to note that it is not a Substitute for Inmediate Medical Care, and the Person administering Naloxone Nasal
Spray should seek further immediate Medical Attention on the Patient's Behalf.

As part of the U.S. Department of Health and Human Services' Ongoing Efforts to combat the Opioid Crisis and expand the Use of
Naloxone, in April 2017, the Department announced its 5-Point Strategy to Combat the Opioids Crisis. Those Efforts include : Better
Addiction Prevention, Treatment, and Recovery Services ; Better Data ; Better Pain Management ; Better Targeting of Overdose
Reversing Drugs ; and Better Research. In April 2018, Surgeon General VADM Jerome Adams issued an Advisory encouraging more
Individuals, including Family, Friends and those who are personally at risk for an Opioid Overdose to carry Naloxone. In December
2018, ADM Brett P. Giroir, M.D., Assistant Secretary for Health and the Secretary's Senior Advisor for Opioid Policy, released
Guidance for Health Care Providers and Patients detailing how Naloxone can help save Lives.

One of the Ways the FDA is working to increase Access to this Life-Saving Treatment is through the Approval of Generic Naloxone
Products. As part of HHS' Public Health Emergency to address the ongoing Opioid Crisis, the FDA will grant Priority Review to all
Abbreviated New Drug Applications for Products indicated for the Emergency Treatment of known or suspected Opioid Overdose. As
part of the Priority Review, Sponsors will receive Shorter Goal Dates or Standard Goal Dates with Earlier Reviewer Deadlines ;
Enhanced Agency Communication with Sponsors ; and Expanded Agency Engagement similar to Generic Drug User Fee Act
Enhancements for Complex products, such as Pre-Submission and Midcycle Meetings. The FDA has determined that further
expanding Availability of and Access to Overdose Reversal Drugs could help address the Public Health Emergency.

More generally, in an Effort to promote Competition to help reduce Drug Prices and improve Access to Safe and Effective Generic
Medicines for Americans, the Agency is taking a number of New Steps as part of its Drug Competition Action Plan. These Steps



include Important Work to improve the Efficiency of the Generic Drug Approval Process and address Barriers to Generic Drug
Development.

The FDA also remains focused on several additional Priorities to address the Opioid Crisis, including : Decreasing Exposure to
Opioids and preventing New Addiction ; Fostering the Development of Novel Pain Treatment Therapies ; Supporting Treatment of
those with Opioid Use Disorder ; and Improving Enforcement and Assessing Benefit-Risk.

Naloxone Nasal Spray does not require Assembly and delivers a Consistent, Measured Dose when used as directed. This Product
can be used for Adults or Children and is Easily Administered by anyone, even those without Medical Training. The Drug is sprayed
into one Nostril while the Patient is lying on his or her Back and can be repeated if necessary.

The use of Naloxone Nasal Spray in Patients who are Opioid-Dependent may result in severe Opioid Withdrawal characterized by
Body Aches, Diarrhea, Increased Heart Rate (Tachycardia), Fever, Runny Nose, Sneezing, Goose Bumps (Piloerection), Sweating,
Yawning, Nausea or Vomiting, Nervousness, Restlessness or Irritability, Shivering or Trembling, Abdominal Cramps, Weakness and
Increased Blood Pressure.

The FDA tentatively approved this Generic Drug Product on June 8, 2018. Teva Pharmaceuticals USA Inc. has received Final FDA
Approval to market Generic Naloxone Nasal Spray.

Source : U.S. Food and Drug Administration
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