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Drug Recall for Astellas PROGRAF® (tacrolimus caspsules) 0.5 mg and
ASTAGRAF XL® (tacrolimus extended-release capsules) 0.5mg

On December 23, 2024, Astellas Pharma US, Inc. announced that it is voluntarily recalling one (1) lot
of PROGRAF® 0.5mg (tacrolimus) and one (1) lot of ASTAGRAF XL® 0.5mg (tacrolimus extended-
release) caspules at the consumer level. These products are being recalled because bottles may
contain empty capsules which may be fatal for some patients.

Please carefully review the impacted medication, and talk to your doctor about it right away.

What this means to you:

e To date, the pharmaceutical company has not received any adverse event reports related
to this recall.

e Itisimportant that you do not abruptly stop taking your medication without consulting
your doctor.

e Talk to your doctor or healthcare provider about switching to another medication or
obtaining the same medication that is not part of the recall.

e To determine if your medication 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 medication.

e You can also contact Astellas Medical Information at 1-800-727-7003 during office hours
from 9 am to 5:30 pm EST, Monday through Friday. You should contact your doctor or
healthcare provider if you have experienced any problems that may be related to taking or
using these drug products.

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 by online, regular mail or fax.

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

¢ Regularmail or fax: Download form at www.fda.gov/media/85598/download
0 Form FDA-3500B: Consumer Voluntary Reporting will automatically download

Note: A reporting form also may be requested by calling 800-332-1088 (TTY:711). Complete and return to
the address on the pre-addressed form, or submit by fax to 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 into MyHumana, your personal, secure online account on Humana.com,
to search for other medicine 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 Humana, 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, ethnicity, marital status, religion,
or language. 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,

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:
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)
Espafiol (Spanish): Llame alnimero arriba indicado para recibir servicios gratuitos de asistencia lingiiistica.
%E%*SC (Chinese): %éﬂiﬁﬂ‘]%%ﬁ%ﬁﬁ%ﬂpﬂ?%?%ﬁa%%%%%ﬁﬂﬂ&f%o v N N
Tieng Viét (Vietnamese): Xin gois0 dién thoaitrén day dé nhan dugccacdich vu ho trg ngdn ngir mién phi.
$t=0] (Korean): F2 0] X|& MH[AE Zo2{ 9|9 Ho 2 TPSHA[L
Tagalog (Tagalog —Filipino): Tawagan ang numero sa itaas upang makatanggap ng mga serbisyong tulong
sa wika nang walang bayad.
Pycckuii (Russian): [lo3BOHHTE MO HOMEPY, YKa3aHHOMY BhIIIIE, YTOOBI TOTYYUTh O€CIIATHBIE
yCIyTH epeBOaa.
Kreyol Ayisyen (French Creole): Rele nimewo kipiwo la a, pou resevwa sevis €d pou lang ki gratis.
Francais (French): Appelezle numéro ci-dessus pour recevoir gratuitement des services d’aide linguistique.
Polski(Polish): Abyskorzysta¢ zbezplatnejpomocy jezykowej, prosze zadzwoni¢ pod wyzejpodany numer.
Portugués (Portuguese): Ligue para o nimero acima indicado para receber servicos linguisticos, gratis.
Italiano (Italian): Chiamare ilnumero sopra perricevere servizidiassistenza linguistica gratuiti.
Deutsch (German): Wahlen Sie die oben angegebene Nummer,um kostenlose sprachliche
Hilfsdienstleistungen zu erhalten.
BAE (Japanese): BROFHELE T — L 22 THEOEHAE . FELOFS 2 THEM 23 0,
u-vu& (Farsi)

s goled 398 olacds b ool Chygay by Cligaas Cilys sl Diné Bizaad
ENavajoh: W0dah7 b44sh bee hani’7 bee wolta’7g77 bich’9’ h0d77Inih 47 bee t'11 jiik’eh saad bee
1k1’1n7da’lwo’d66 nikl’adoowol.
& A (Arabic)
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http://www.hhs.gov/ocr/office/file/index.html
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