umana.
Drug Recall for Lidocaine HCl Topical Solution 4%

As you may know, Teligent Pharma, Inc., a company that makes Lidocaine HCl Topical
Solution 4%, 50 mL screw cap glass bottles is voluntarily recalling one lot (lot #14218;
expires 09/2022) of this drug that is prescribed as a topical anesthetic. The drugs are being
recalled because they are super potent, which could lead to higher than intended doses.

Patients who receive these drugs may develop local anesthetic systemic toxicity,
depending on the duration of the treatment and the specific patient. Local anesthetic
systemic toxicity can result in central nervous system reactions, including excitation and/or
depression and more serious signs of cardiovascular toxicity, such as bradycardia,
hypotension, and even cardiovascular collapse can present very quickly. To date, Teligent
Pharma, Inc. has not received any reports of adverse events related to this recall.

What this means for you:

e Itisimportant that you do not abruptly stop taking your medication. Talk to your doctor
or healthcare provider about switching to another medicine or obtaining the same
medicine that is not part of the recall.

e To determine if your medicine is affected, you should look at the drug name and
company name on the label of your prescription. If the information is not on the bottle,
you should contact the pharmacy that dispensed the medicine.

o Please refer to the FDA websitel for the most current updates to this drug recall
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/teligent-
pharmaincs- issues-voluntary-recall-lidocaine-hcl-topical-solution-4-lot-14218-
exp-092022.

e You can also contact Teligent Pharma, Inc. with any questions regarding this recall or for
instructions on how to return your affected drug at 1-856-697-1441 and press *,
Monday -Friday, 8am - 5pm, or send an e-mail to Medical@teligent.com.

Adverse reactions or quality problems experienced with the use of this product may be reported
to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail, fax, or
phone.

¢ Online:Complete and submit the report: https://www.accessdata.fda.gov/scripts/medwatch/
o Select Consumer/Patient (FDA Form 3500B)

¢ Regular mail or fax: Download form at https://www.fda.gov/node/360547
o Select Form FDA 35008 - Voluntary Reporting for Consumers

e Call: 1-800-332-1088 (TTY: 711) to request a reporting form, then complete and return to the
address on the pre-addressed form, or submit by fax to 1-800-FDA-0178.

If you have questions about this medicine or the recall, please talk to your doctor or
pharmacist. You may also call the number on the back of your Humana member ID card.

For 24-hour service, you can sign in to MyHumana, your personal, secure online account on
Humana.com, to search for other medicines that your plan covers.

As your partner in health, we want to make sure that you are informed about issues that may
affect your health and overall well-being.
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Important!

At Humanag, it is important you are treated fairly.
Humana Inc. and its subsidiaries do not discriminate or exclude people because of their race, color, national origin,
age, disability, sex, sexual orientation, gender, gender identity, ancestry, marital status or religion. Discrimination
is against the law. Humana and its subsidiaries comply with applicable Federal Civil Rights laws. If you believe that
you have been discriminated against by Humana or its subsidiaries, there are ways to get help.
* You may file a complaint, also known as a grievance:
Discrimination Grievances, P.O. Box 14618, Lexington, KY 40512-4618
If you need help filing a grievance, call the number on your ID card or if you use a TTY, call 711.
« You can also file a civil rights complaint with the U.S. Department of Health and Human Services,
Office for Civil Rights electronically through their Complaint Portal, available at
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or at U.S. Department of Health and Human Services,
200 Independence Avenue, SW, Room 509F, HHH Building, Washington, DC 20201, 1-800-368-1019,
800-537-7697 (TDD). Complaint forms are available at https://www.hhs.gov/ocr/office/file/index.html.
« California residents: You may also call California Department of Insurance toll-free hotline number:
1-800-927-HELP (4357), to file a grievance.
Auxiliary aids and services, free of charge, are available to you. Call the number on your ID card (TTY: 711)
Humana provides free auxiliary aids and services, such as qualified sign language interpreters, video remote
interpretation, and written information in other formats to people with disabilities when such auxiliary aids
and services are necessary to ensure an equal opportunity to participate.

Language assistance services, free of charge, are available to you. Call the number on your ID card (TTY: 711)

ATTENTION: If you do not speak English, language assistance services, free of charge, are available to you. Call
the number on your ID card (TTY: 711)... ATENCION: Si habla espafiol, tiene a su disposicién servicios gratuitos
de asistencia lingiiistica. Llame al nimero que figura en su tarjeta de identificacién (TTY: 711)... ¥ & . 1R
TERERP COURERGESEIRG FREG S~ EAYEESRES (TTY: 711)... CHU Y: Néu
ban nadi Tiéng Viét, co cac dich vu ho trg ngdn ngir mién phi danh cho ban. Goi s6 dién thoai ghi trén thé ID
cla quy vi (TTY: 711)... 2| : ot=20{E A ESHA = 82, A0 XY MHIAE == 0|85 =~ UGLICH.
ID 7IE0| M5 s Hs 2 Mot AL (TTY: 711)... PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari
kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tawagan ang numero na nasa iyong ID
card (TTY: 711)... BHUMAHME: Ecnum Bbl roBOPUTE Ha PYCCKOM fi3blKe, TO BaM AOCTYMNHbI 6ecnnaTHble yCayru
nepesoga. Habepute Homep, yKa3aHHbIN Ha Ballel KapTouKe-yaoctoBepeHun (teneramn: 711)... ATANSYON:
Si w pale Kreyol Ayisyen, gen sevis ed pou lang ki disponib gratis pou ou. Rele nimewo ki sou kat idantite
manm ou (TTY: 711)... ATTENTION: Si vous parlez francais, des services d’aide linguistique vous sont proposés
gratuitement. Appelez le numéro figurant sur votre carte de membre (ATS: 711)...UWAGA: Jezeli méwisz po
polsku, mozesz skorzystac z bezptatnej pomocy jezykowej. Prosze zadzwoni¢ pod numer podany na karcie
identyfikacyjnej (TTY: 711)... ATENCAO: Se fala portugués, encontram-se disponiveis servicos linguisticos,
gratis. Ligue para o numero presente em seu cartdo de identificacdo (TTY: 711)... ATTENZIONE: In caso la
lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero che
appare sulla tessera identificativa (TTY: 711)... ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos
sprachliche Hilfsdienstleistungen zur Verfligung. Wahlen Sie die Nummer, die sich auf |hrer Versicherungskarte
befindet (TTY: 711)... FREIE | HAEZGFEINDIHE. BRI OB ZERZCHAVWLEITET,
EFHED ID A—RICBHEINTVWBIBFEES T TIERK LTV (TTY: 711)...
bl Oy oy ali oylei b ainly o palyd L gl B0l Oygay (L) OMgud S o oSS oy (L) 4y ST ian oS
ATTY: 711) 03 S ol
Dii baa akd ninizin: Dii saad bee yanitti'‘go Diné Bizaad, saad bee dka’anida’awo’déé’, t'aa
jiik’eh, éi na holg, namboo ninaaltsoos yézhi, bee néé ho'ddlzin bikad’igii bee holne’ (TTY: 711)...
dog)l ABlay e sgogall Wilgll @85y Juasl . ylxally el 381925 dygalll Bacluall Slaas (18 dalll S3l Sasedi caS 13] :db gla
(TTY: 711) by dolsdl
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