
  
 

 
 

 

 

 
 

 
 

 
 

 

 
 

 
 

 

 

 

 

 
 

 

 
 

APPENDIX A:  CIMZIA® REMS 

CIMZIA®
 

BLA 125160 


RISK EVALUATION AND 

MITIGATION STRATEGY (REMS) (1-2-2009)
 

1. GOAL 

To communicate and mitigate the risks associated with CIMZIA® therapy by: 

•	 Alerting and warning healthcare providers about cases of unrecognized histoplasmosis 
and other invasive fungal infections associated with Tumor Necrosis Factor (TNF) 
blocker use. 

•	 Educating patients about the risks associated with CIMZIA® therapy of serious infections 
including tuberculosis (TB) and infections caused by viruses, fungi, and bacteria 
spreading throughout the body. 

2. REMS ELEMENTS 

2.1 MEDICATION GUIDE 

A Medication Guide (MG) will be dispensed with each CIMZIA® kit in accordance with 21 
CFR 208.24. Each CIMZIA® kit contains the product’s approved package insert (labeling) 
along with the MG. 

If a CIMZIA® kit containing the lyophilized powder for reconstitution with diluent, needles, 
and swabs, is distributed to be administered by a healthcare professional, the MG will be 
provided by the healthcare professional, and additional MGs will be provided by UCB 
Medical Science Liaisons (MSLs) and sales representatives to healthcare providers if 
necessary. 

Please see the appended Medication Guide. 

2.2 COMMUNICATION PLAN 

In accordance to FDCA 505-1(e)(3), UCB will implement a communication plan to  
healthcare professionals (HCPs), including in particular, gastroenterologists, and current TNF 
blocker prescribers, that conveys the following information: 

•	 The risk of developing invasive fungal infections, including histoplasmosis, 
coccidioidomycosis, blastomycosis, and other opportunistic fungal infections while 
treating with TNF blockers 



  
 

 

 

 

 
 

 
 

 

 

 

 
 

 

 

 

 

•	 Provide descriptive information on the signs and symptoms of fungal infections, 
including histoplasmosis. 

•	 Provide references and background information regarding the treatment of these 
infections. 

The purpose of the communication plan is to establish the REMS in the healthcare 
community and communicate new safety information.  This element of the REMS is not 
intended continue over the lifetime of the product; it will function only to disseminate the 
new safety information about histoplasmosis and fungal infections. 

The communication plan includes a Dear Healthcare Provider Letter, web-based materials to 
inform healthcare providers and patients, and a Medical Scientific Liaison slide deck. 

2.2.1 Dear Healthcare Provider Letter 

UCB will issue a Dear Healthcare Provider Letter to targeted healthcare providers within 60 
days of the REMS approval. The purpose of the letter is to inform healthcare providers of the 
risk of developing invasive fungal infections such as histoplasmosis, coccidioidomycosis, 
blastomycosis, and other opportunistic fungal infections while on treatment with TNFα 
blockers, the signs and symptoms of possible systemic fungal infections, the need to suspect 
fungal infection in symptomatic patients who live or travel to endemic regions, and the need 
to reevaluate the benefit/risk prior to restarting TNFα blocker therapy after recovery from a 
fungal infection. In addition, the letter provides healthcare providers with information to 
discuss with their patients. 

UCB will disseminate the Dear Healthcare Provider Letters through First Class U.S. mail and 
target U.S. healthcare providers in the following specialties:  gastroenterology, internal 
medicine, family medicine, emergency medicine, and infectious disease specialists in the 
endemic areas of the Ohio and Mississippi River valleys and San Joaquin valley. 

Please see the appended Dear Healthcare Provider Letter.  

2.2.2 Web-based Materials to Inform Healthcare Providers and Patients 

UCB will develop a stand-alone link on the existing www.CIMZIA.com website entitled, 
“Important Safety Information Regarding Fungal Infections,” within 60 days of the REMS 
approval. This link will direct users to a separate website that introduces the REMS program 
to providers and patients, while providing a copy of the Dear Healthcare Provider letter, 
approved Medication Guide, approved Package Insert, and approved Medical Science Liaison 
(MSL) slide deck. The website will also provide a brief summary describing the occurrence 
of histoplasmosis and other fungal infections  

The UCB CIMZIA.com website will be available to all healthcare providers as it is in the 
public domain and UCB sales representatives and MSLs will encourage healthcare providers 
to visit the information.  Please see appended web-based materials. 

http://www.cimzia.com/


  
 

 
 

 
 

 
 

 
 

 

 
 
 
 
 
 
 
 
 
 

2.2.3 Medical Scientific Liaison Slide Decks (Safety-related) 

A specific dedicated slide deck to inform healthcare providers about the occurrence of 

unrecognized histoplasmosis and other invasive fungal infections in patients at risk will be 

presented to all Gastroenterology Key Opinion Leaders (approximately 500). 

Please see appended slide deck. 


3. TIMETABLE FOR ASSESSMENTS 

UCB will submit a REMS Assessment to FDA at the following timetables: 

1st FDAAA Assessment: November 2009 

2nd FDAAA Assessment: May 2011 

3rd FDAAA Assessment: May 2015 


UCB is required to submit assessments within 60 days of the noted time intervals. 

CIMZIA® is a registered trademark of the UCB Group of Companies. © 2008 UCB, Inc. All 
rights reserved. 




