Patient Alert Card

ANKTIVA (nogapendekin alfa inbakicept) 2 mg/ mL
Subcutaneous injection

IMPORTANT SAFETY INFORMATION

Patient Alert Card for patients to ensure safe use of ANTKIVA in
combination with immune checkpoint inhibitors for the treatment of
adult patients with metastatic non-small cell lung cancer with disease
progression on or after standard of care (immune checkpoint inhibitors
alone or in combination with chemotherapy). Patients with actionable
genomic alteration should have disease progression on approved
therapy for these alterations, before using ANKTIVA in combination
with immune checkpoint inhibitors.

e This document is approved by The Executive Directorate of
Pharmacovigilance, at SFDA.

e These materials describe recommendations to minimize or
prevent important risks of the drug

e See the ANKTIVA Patient Information Leaflet (PIL) for more
information on possible side effects of ANKTIVA
Patients/carers should carry this Alert Card at all times in case of
emergencies. Please present the card at visits to doctors, hospital
clinics, laboratory professionals, or pharmacists to provide information
on nogapendekin alfa inbakicept treatment and risks.

SELECT IMPORTANT SAFETY INFORMATION

e Inform your doctor or pharmacist if you are currently using, have
recently used, or may use any other medicines.

e Do not stop this medication without consulting your doctor.

Like all medicines, this medicine can cause side effects, although not
everybody gets them.

e Very common side effects (may affect more than 1 in 10

people)

o Injection site reactions (redness, pain, itching, swelling)
o Chills

o Tiredness (fatigue)
o Fever (pyrexia)
o Nausea

o Flu-like illness
o Loss of appetite

o Common side effects (may affect up to 1 in 10 people)

o Vomiting
o Diarrhea

o Dizziness

o Headache

o Rash or skin redness
o Muscle or joint pain (myalgia, arthralgia)
o Raised liver enzymes (ALT, AST)

o Anemia (low red blood cell count)

o Low blood pressure (hypotension)

This educational material is mandatory as a condition of the marketing
authorization of subcutaneous ANKTIVA in the treatment of patients
with metastatic non-small cell lung cancer with disease progression on
or after standard of care (immune checkpoint inhibitors alone or in
combination with chemotherapy) in order to further minimise
important selected risks.

Patients/carers: please present this Alert Card to any healthcare
professional who may treat you.

In case of an emergency:

o Contact an appropriate medical professional for immediate
medical care.

o Should any questions related to your non-small cell lung
cancer or current treatment arise, please have them contact
your doctor:

Name:

Tel/Fax:

Email:

[Your Oncologist’s contact information]

NOTICE TO HEALTHCARE PROFESSIONALS READING THIS
ALERT CARD:

Please be aware of:

e C(linical data are currently limited or unavailable for
pregnant/lactating women, children, patients with severe liver or
kidney impairment, those with active autoimmune disease,
transplant recipients, and significantly immunosuppressed
patients—these groups were excluded from clinical studies.

e Use in pregnancy: Treatment with ANKTIVA is not recommended
during pregnancy. Women of childbearing potential must use

effective contraception during treatment and for 1 week after
the last dose. It is not known if the medicine may harm the
foetus.

e Breast-feeding: Do not to breastfeed during treatment with
ANKTIVA and for 2 weeks after the final dose.

CALL FOR REPORTING

e Tell your doctor, nurse, or pharmacist about any side effect you
experience, that bothers you, or that does not go away. This
includes any possible side effects not listed in the package
leaflet. The side effects listed in this brochure are not all of the
possible side effects that you could experience with ANKTIVA.

e Talk to your doctor, nurse, or pharmacist if you have any
questions, problems, or for more information.

Please report any suspected adverse reactions associated with the use
of ANKTIVA in accordance with the national requirements via the
national spontaneous reporting system, to:

e local Agent Contact:
Contact ImmunityBio at our agent (Cigalah Healthcare Company)
Address: Othman bin Affan Street, Mammoun Building
Ground Floor, Pharmacovigilance Department.
Postal Address: P O Box 19435 Jeddah 21435 Saudi Arabia.
Hot line: +966-539455825
Office Tel: +966-12-6148000

To report Adverse Events/Product Complaint or any Medical
Information Inquiries,
Please contact us at Email: Drug-Safety@Cigalah.com.sa

o The National Pharmacovigilance Centre at Saudi Food and Drug
Authority (SFDA):
Landline: 19999
Website: https://ade.sfdagov.sa
Email: npc.drug@sfdagov.sa
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