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requesting a change to Section 5.5 from Hypersensitivity Reactions to Serious Hypersensitivity
and Infusion Related Reactions, as well as requesting the inclusion of additional details

regarding the hypersensitivity case that resulted in death and language pertaining to handling
of Stelara in the event of infusion-related reactions.
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Johnson & Johnson Middle East FZ-LLC Lebanon Branch
Sin El Fil, General Chehab Avenue, Paul Habbouche Bldg
Near Cliniques du Levant

Johnson&dJohnson PO Box 55325 Beirut LEBANON

Phone +961 1 518700

Ministry of Health & Medical Education 27 March 2025
Iran

Subject: Externally Identified Significant Safety Issue (SSI)Notification for Stelara
(Ustekinumab)

Abiding by the pharmacovigilance regulations in Iran, We, Johnson & Johnson, would like to notify
your esteemed organization about the following externally identified Significant Safety Issue (SSI) for
our product STELARA®(Ustekinumab).

e Source/origin of important safety information: : FDA Safety Labeling Supplement Request —
based on review of PBRER submitted on February 27, 2024

e Date/time of receipt SSI by J&J: 25 March 2025/10:11 AM EST

e Summary of Significant Safety Issue:

FDA has reviewed the Periodic Benefit-Risk Evaluation Report (PBRER), submitted on February
27, 2024, and based on reported information has sent a Safety Labeling Supplement Request
letter. FDA is requesting a safety labeling update to the USPI and the Medication Guide
regarding hypersensitivity and infusion-related reactions.

Specifically, FDA referenced the257 serious cases of infusion-related reactions in the global
safety database between 2019 to 2023, including at least one fatal case reported in the
PBRER. In the Safety Labeling Supplement Request letter, FDA has requested of the Sponsor
to update the WARNINGS and PRECAUTIONS sections: requesting a change to Section 5.5
from Hypersensitivity Reactions to Serious Hypersensitivity and Infusion Related Reactions, as
well as requesting the inclusion of additional details regarding the hypersensitivity case that

resulted in death and language pertaining to handling of Stelara in the event of infusion-
related reactions.

Please do not hesitate to contact me if you have any specific questions or concerns.
Sincerely,
Ait-Ba Said

Local Medical Safety Specialist, NEMA



Johnson & Johnson Middle East FZ-LLC Lebanon Branch
Sin El Fil, General Chehab Avenue, Paul Habbouche Bldg
Near Cliniques du Levant

Johnson&dJohnson PO Box 55-325 Beirut LEBANON

Phone +961 1 518700

Ministry of Health & Medical Education 27 March 2025

[ran

Subject: Externally Identified Significant Safety Issue (SSI)Notification for Stelara
(Ustekinumab)

Abiding by the pharmacovigilance regulations in Iran, We, Johnson & Johnson, would like to notify
your esteemed organization about the following externally identified Significant Safety Issue (SSI) for
our product STELARA®(Ustekinumab).

Source/origin of important safety information: : FDA Safety Labeling Supplement Request —
based on review of PBRER submitted on February 27, 2024

Date/time of receipt SSI by J&J: 25 March 2025/10:11 AM EST

Summary of Significant Safety Issue:

FDA has reviewed the Periodic Benefit-Risk Evaluation Report (PBRER), submitted on February
27,2024, and based on reported information has sent a Safety Labeling Supplement Request
letter. FDA is requesting a safety labeling update to the USPI and the Medication Guide
regarding hypersensitivity and infusion-related reactions.

Specifically, FDA referenced the257 serious cases of infusion-related reactions in the global
safety database between 2019 to 2023, including at least one fatal case reported in the
PBRER. In the Safety Labeling Supplement Request letter, FDA has requested of the Sponsor
to update the WARNINGS and PRECAUTIONS sections: requesting a change to Section 5.5
from Hypersensitivity Reactions to Serious Hypersensitivity and Infusion Related Reactions, as
well as requesting the inclusion of additional details regarding the hypersensitivity case that
resulted in death and language pertaining to handling of Stelara in the event of infusion-
related reactions.

Please do not hesitate to contact me if you have any specific questions or concerns.

Sincerely,

Ait-Ba Said

Local Medical Safety Specialist, NEMA
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