August 20, 2026

2026241993 - 42 ﬁ URGENT DRUG
RECALL/SAFETY
NOTICE

A prescription that was recently filled for GAMMAKED 20 GRAM/200 ML VIAL may be part of a
recall or a safety alert. Patients may have the right to get an updated fill if the current one is affected.

Please follow the steps below.
e Check the label to see if it matches the drug name and company below.

e Please call the pharmacy that filled the prescription if the drug matches. They can share what to
do next.

Alert Date: Aug. 11, 2026

Affected Drug: GAMMAKED 20 GRAM/200 ML VIAL

Company: KEDRION BIOPHAR

Reason: Voluntary withdrawal of affected lots was conducted as a precautionary measure due to an
increased rate of allergic/hypersensitivity type reactions associated with this specific lot, a small
number of which were considered medically significant.

More information on the alert can be found at express-scripts.com/notices/recall. Patients can also call
1.888.INFO.FDA (1.888.463.6332) (TTY 711) or visit www.fda.gov/medwatch.

The drug alert letter can also be found at
https://www fideliscarenj.com/members/medicaid/nj-familycare/pharmacy-services.html.

If additional help is needed, please call your doctor or the FDA number listed above.

Express Scripts is the company that manages your prescription plan.
© 2023 Express Scripts. All Rights Reserved. Express Scripts and “E” Logo are trademarks of Express Scripts Strategic Development, Inc.
All other trademarks are the property of their respective owners.
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If you have questions about this letter, please visit our website at www.fideliscarenj. You can also call
Member Services for help at 1.888.453.2534 (TTY 711). We are here for you Monday-Friday, 8 a.m.
to 6 p.m. EST. We are glad to help.

Sincerely,

Fidelis Care
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Discrimination Is Against the Law

Fidelis Care complies with applicable Federal civil rights laws and does not discriminate on the basis of race,
color, national origin, age, disability, or sex (including pregnancy, sexual orientation, and gender identity).
Fidelis Care does not exclude people or treat them differently because of race, color, national origin, age,
disability, or sex (including pregnancy, sexual orientation, and gender identity).

Fidelis Care:
- Provides free aids and services to people with disabilities to communicate effectively with us, such as:
- Qualified sign language interpreters
- Written information in other formats (large print, audio, accessible electronic formats, other formats)
- Provides free language services to people whose primary language is not English, such as:
- Qualified interpreters

- Information written in other languages.

If you need these services, contact Member Services at 1-888-453-2534 (TTY: 711).

If you believe that Fidelis Care has failed to provide these services or discriminated in another way on the
basis of race, color, national origin, age, disability, or sex (including pregnancy, sexual orientation, and gender
identity), you can file a grievance with:

1557 Coordinator

PO Box 31384, Tampa, FL 33631

Phone: 1-855-577-8234 (TTY: 711)

Fax: 1-866-388-1769

Email: SM_Section1557Coord@centene.com

You can file a grievance in person or by mail, fax, or email. lf you need help filing a grievance, our 1557
Coordinator is available to help you.

You can also file a civil rights complaint with the U.S. Department of Health and Human Services,
Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at:

U.S. Department of Health and Human Services

200 Independence Avenue, SW

Room 509F, HHH Building

Washington, D.C. 20201

1-800-368-1019, 1-800-537-7697 (TDD)

Complaint forms are available at https://www.hhs.gov/ocr/complaints/index.html

This notice is available at Fidelis Care website:
https://www.fideliscarenj.com/notice-of-non-discrimination.html

CAD_39892956_ENG_ State Approved 06272025 39892956_NJ5CADINSENG_M_09295
© 20925 Fidelis Care. 092-25-18


mailto:SM_Section1557Coord@centene.com
http://ocrportal.hhs.gov/ocr/portal/lobby.jsf
https://www.hhs.gov/ocr/complaints/index.html
https://www.fideliscarenj.com/notice-of-non-discrimination.html

La Discriminacion Es un Delito

Fidelis Care cumple con las leyes Federales de derechos civiles vigentes y no discrimina por motivos de raza,
color de piel, nacionalidad de origen, edad, discapacidad ni sexo (incluido el embarazo, la orientacidn sexual
y la identidad de género). Fidelis Care no excluye a las personas ni las trata de manera diferente por su raza,
color de piel, nacionalidad de origen, edad, discapacidad o sexo (incluido el embarazo, la orientacidn sexual y
la identidad de género).

Fidelis Care:

- Proporciona asistencia y servicios gratuitos a personas con discapacidades para que se comuniquen de
manera eficaz con nosotros, como los que se indican a continuacion:

- Intérpretes de lengua de seiias calificados
- Informacidn escrita en otros formatos (letra grande de imprenta, audio, formatos electrénicos
accesibles y otros formatos)
- Proporciona servicios lingliisticos a personas cuya lengua materna no es el inglés, como los siguientes:
- Intérpretes calificados

- Informacion escrita en otros idiomas

Si necesita estos servicios, comuniquese con Servicios para Miembros al 1-888-453-2534 (TTY: 711).

Si considera que Fidelis Care no le proporciond estos servicios o lo discriminé de otra manera por motivos de
raza, color de piel, nacionalidad de origen, edad, discapacidad o sexo (incluido el embarazo, la orientacion
sexual y la identidad de género), puede presentar una queja ante la siguiente entidad:

1557 Coordinator

PO Box 31384, Tampa, FL 33631

Teléfono: 1-855-577-8234 (TTY: 711)

Fax: 1-866-388-1769

Correo Electrénico: SM_Section1557Coord@centene.com

Puede presentar una queja en persona, por correo, fax o.correo electrénico. Si necesita ayuda para presentar
una queja, nuestro Coordinador 1557 esta disponible para ayudarlo.

También puede presentar un reclamo de derechos civiles ante la Office for Civil Rights del U.S. Department
of Health and Human Services de manera electrénica a través del Portal para Reclamos de la Office for Civil
Rights, disponible en https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, por correo o por teléfono a la siguiente
direccion:

U.S. Department of Health and Human Services

200 Independence Avenue, SW

Room 509F, HHH Building

Washington, D.C. 20201

1-800-368-1019, 1-800-537-7697 (TDD)

Los formularios de reclamo estan disponibles en https://www.hhs.gov/ocr/complaints/index.html

Esta notificacidn esta disponible en el sitio web de Fidelis Care:
https://www.fideliscarenj.com/notice-of-non-discrimination.html
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If English is not your first language, we can translate for you. Fidelis Care
offers no cost language assistance, auxiliary aids and services, larger font
materials, oral translation, and other alternative formats. For assistance
call 1-888-453-2534 (TTY: 711), Monday through Friday, from 8 a.m. to

6 p.m.

Si el espafiol es su idioma principal, podemos traducir para usted. Fidelis
Care ofrece asistencia linguistica gratuita, ayudas y servicios auxiliares,
materiales con la letra mas grande, traduccion oral y otros formatos
alternativos. Para obtener asistencia, llame al 1-888-453-2534 (TTY: 711)
de lunes a viernes, de 8a.m. a 6 p.m.
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Se o portugués for a sua lingua materna, podemos traduzir para si. A
Fidelis Care oferece assisténcia, apoios auxiliares e servicos, materiais
com tipos de letra de maior dimensao, traducao oral e outros formatos
alternativos no seu idioma e sem custos. Para obter assisténcia,

ligue para o numero 1-888-453-2534 (TTY: 711), de segunda-feira a
sexta-feira, das 08:00 as 18:00.
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Jesli jezyk polski jest Twoim jezykiem ojczystym, mozemy zapewnic Ci
ttumaczenie. Firma Fidelis Care oferuje bezptatne wsparcie jezykowe,
dodatkowe pomoce i ustugi, materiaty z wigkszg czcionka, ttumaczenia
ustne oraz inne alternatywne formaty. Aby uzyska¢ pomoc, zadzwon pod
numer 1-888-453-2534 (TTY: 711), telefon czynny od poniedziatku do
pigtku w godzinach od 8:00 do 18:00.

Se l'italiano € la tua prima lingua, possiamo occuparci della traduzione
per te. Fidelis Care offre gratuitamente assistenza linguistica, supporti e
servizi ausiliari, materiali con caratteri piu grandi, traduzione orale e altri
formati alternativi. Per assistenza chiama il numero 1-888-453-2534
(TTY: 711), dal lunedi al venerdi, dalle.8:00 alle 18:00.
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Kung Tagalog ang pangunahin ninyong wika, puwede kaming magsalin
para sa inyo. Nag-aalok ang Fidelis Care ng libreng tulong sa wika, mga
karagdagang tulong at serbisyo, mga materyal sa mas malalaking font,
pasalitang pagsasalin, at iba pang alternatibong format. Para sa tulong,
tumawag sa 1-888-453-2534 (TTY: 711), Lunes hanggang Biyernes, mula
8 a.m. hanggang 6 p.m.
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Si Kreyol Ayisyen se lang matenel ou, nou kapab tradui pou ou. Fidelis
Care ofri asistans lang gratis, ed ak sevis oksilye, dokiman ki nan gwo
karakte, tradiksyon oral, ak [0t foma alténatif yo. Pou jwenn asistans rele
1-888-453-2534 (TTY: 711), Lendi jiska Vandredi, soti 8 a.m. rive 6 p.m.
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Néu tiéng Viét Ia ngén nglr me dé ctia quy vi, ching téi cé thé
phién dich cho quy vi. Fidelis:Care-cung cap mién phi hé tro
ngdn ngt, dich vu hé tre’ va tror gip phu tro, tai liéu phdng chir
I&n hon, phién dich va cac dinh dang thay thé khac. Bé duoc
hé tro, hdy goi'sd 1-888-453-2534 (TTY: 711), Thi Hai dén
Thr Sau tr 8 a.m. dén 6 p.m.

Si le francais est votre langue principale, nous pouvons vous fournir une
traduction. Fidelis Care propose une assistance linguistique gratuite, des
aides et services auxiliaires, des polices de caracteres plus grandes, une
traduction orale et d’autres formats. Pour obtenir de l'aide, appelez le
1-888-453-2534 (TTY : 711), du lundi au vendredi, de 8 ha 18 h.
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