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		Important Safety Information About Cysview® (hexaminolevulinate HCl) 

        Cysview is not a replacement for random bladder biopsies or other procedures used in the detection of bladder cancer.

        Anaphylactoid shock, hypersensitivity reactions, bladder pain, cystitis, and abnormal urinalysis have been reported after administration of Cysview. The most common adverse reactions seen in clinical trials were bladder spasm, dysuria, hematuria, and bladder pain.
        

   




    
	    
	        
	            
					Product Indication for Cysview® (hexaminolevulinate HCl)

					
						Cysview is an optical imaging agent indicated for use in the cystoscopic detection of carcinoma of the bladder, including carcinoma in situ (CIS), among patients suspected or known to have lesion(s) on the basis of a prior cystoscopy, or in patients undergoing surveillance cystoscopy for carcinoma of the bladder.

Cysview is used with the KARL STORZ D-Light C Photodynamic Diagnostic (PDD) system to perform Blue Light Cystoscopy (BLC®) as an adjunct to White Light Cystoscopy.
					

					Important Risk & Safety Information

					Limitations of Use

					Cysview is not a replacement for random bladder biopsies or other procedures used in the detection of bladder cancer.

					Warnings and Precautions

					
						Anaphylactoid shock, hypersensitivity reactions, bladder pain, cystitis, and abnormal urinalysis have been reported after administration of Cysview. The most common adverse reactions seen in clinical trials were bladder spasm, dysuria, hematuria, and bladder pain.
					

					Contraindications

					
						Cysview should not be used in patients with porphyria, gross hematuria, or with known hypersensitivity to hexaminolevulinate or any derivative of aminolevulinic acid. Cysview may fail to detect some malignant lesions. False-positive fluorescence may occur due to inflammation, cystoscopic trauma, scar tissue, previous bladder biopsy, and recent BCG therapy or intravesical chemotherapy. No specific drug interaction studies have been performed. 
					

					Use in Specific Populations

					
						Safety and effectiveness have not been established in pediatric patients. There are no available data on Cysview use in pregnant women. Adequate reproductive and developmental toxicity studies in animals have not been performed. Systemic absorption following administration of Cysview is expected to be minimal. There are no data on the presence of hexaminolevulinate in human or animal milk, the effects on a breastfed infant, or the effects on milk production. The development and health benefits of breastfeeding should be considered along with the mother’s clinical need for Cysview and any potential adverse effects on the breastfed infant from Cysview or from the underlying maternal condition.
					

					Use of the KARL STORZ D-Light C Photodynamic Diagnostic (PDD) System

					
						Cysview is approved for use with the KARL STORZ D-Light C Photodynamic Diagnostic (PDD) system. For system set up and general information for the safe use of the PDD system, please refer to the KARL STORZ instruction manuals for each of the components.
					

					
						Prior to Cysview administration, read the Full Prescribing Information and follow the preparation and reconstitution instructions.
					

	            

	        

	    

	

	
	    
    	    
    	        
    	            
        							BLC® is a trademark of Photocure.

Cysview® is a registered trademark of Photocure ASA. Hexvix® is a registered trademark of Photocure ASA.


Are you a healthcare professional?



Yes, I am a U.S. healthcare professionalNo, I am not a U.S. healthcare professional





		    				

    			

    			 
    				
        							©2024 Photocure/Cysview. All Rights Reserved.

Full Prescribing Information | Privacy Policy | Terms of Use | Sitemap

The information on this website is intended for U.S. audiences only.

If you are from a country outside the USA, please visit Hexvix.com.

Residents of Canada, please visit Cysview.ca.
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        You are now leaving the Cysview.com website. Photocure offers links to third-party websites that may be of interest to our website visitors. If you continue, you will leave the Cysview.com website and be directed to another site. These third-party sites are not under the control of Photocure, and Photocure is not responsible for and has no control over the content of linked third-party websites. Photocure makes no warranties or representations of any kind as to the accuracy, currency, or completeness of any information contained in such websites. Photocure shall not be liable for any damages or injuries of any kind arising from such content or information or reliance thereon. Inclusion of any third-party link on the websites, the content, and/or the services does not imply an endorsement or recommendation by Photocure. You should take precautions when downloading files from all websites to protect your computer from viruses and other destructive programs. If you decide to access linked third-party websites, you do so at your own risk.

 
    Please be aware that the security and privacy policies on the third-party sites may be different than Photocure's policies, so please read third-party privacy and security policies closely. When you visit a third-party site, you will be subject to its terms and policies and no longer be protected by the Cysview.com privacy policy or security practices.

	By clicking on the CONTINUE button below, you acknowledge the above statement and will be taken to the linked site. If you want to remain on Cysview.com, select the CANCEL button.
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