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		INDICATIONS AND USAGE

		ISTURISA (osilodrostat) is a cortisol synthesis inhibitor indicated for the treatment of adult patients with Cushing’s disease for whom pituitary surgery is not an option or has not been curative.

		IMPORTANT SAFETY INFORMATION

		Warnings and Precautions

			
				Hypocortisolism: ISTURISA lowers cortisol levels and can lead to hypocortisolism and sometimes life-threatening adrenal insufficiency. Lowering of cortisol can cause nausea, vomiting, fatigue, abdominal pain, loss of appetite, and dizziness. Significant lowering of serum cortisol may result in hypotension, abnormal electrolyte levels, and hypoglycemia.

				Hypocortisolism can occur at any time during ISTURISA treatment. Evaluate patients for precipitating causes of hypocortisolism (infection, physical stress, etc). Monitor 24-hr urine free cortisol, serum or plasma cortisol, and patient’s signs and symptoms periodically during ISTURISA treatment.

				Decrease or temporarily discontinue ISTURISA if urine free cortisol levels fall below the target range, there is a rapid decrease in cortisol levels, and/or patients report symptoms of hypocortisolism. Stop ISTURISA and administer exogenous glucocorticoid replacement therapy if serum or plasma cortisol levels are below target range and patients have symptoms of adrenal insufficiency. After ISTURISA discontinuation, cortisol suppression may persist beyond the 4-hour half-life of ISTURISA. Please see section 5.1 of full Prescribing Information.

				Educate patients on the symptoms associated with hypocortisolism and advise them to contact a healthcare provider if they occur.

			
	QTc Prolongation: ISTURISA is associated with a dose-dependent QT interval prolongation which may cause cardiac arrhythmias. Perform an ECG to obtain a baseline QTc interval measurement prior to initiating therapy with ISTURISA and monitor for an effect on the QTc interval thereafter. Correct hypokalemia and/or hypomagnesemia prior to ISTURISA initiation and monitor periodically during treatment with ISTURISA. Use with caution in patients with risk factors for QT prolongation and consider more frequent ECG monitoring. Please see section 5.2 of full Prescribing Information.
	Elevations in Adrenal Hormone Precursors and Androgens: ISTURISA blocks cortisol synthesis and may increase circulating levels of cortisol and aldosterone precursors and androgens. This may activate mineralocorticoid receptors and cause hypokalemia, edema and hypertension. Hypokalemia should be corrected prior to initiating ISTURISA. Monitor patients treated with ISTURISA for hypokalemia, worsening of hypertension and edema. Inform patients of the symptoms associated with hyperandrogenism and advise them to contact a healthcare provider if they occur. Please see section 5.3 of full Prescribing Information.


		Adverse Reactions

			Most common adverse reactions (incidence >20%) are adrenal insufficiency, fatigue, nausea, headache, and edema.
	To report SUSPECTED ADVERSE REACTIONS, contact Recordati Rare Diseases Inc. at 1-888-575-8344, or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.


		Drug Interactions

			CYP3A4 Inhibitor: Reduce the dose of ISTURISA by half with concomitant use of a strong CYP3A4 inhibitor.
	CYP3A4 and CYP2B6 Inducers: An increase of ISTURISA dosage may be needed if ISTURISA is used concomitantly with strong CYP3A4 and CYP2B6 inducers. A reduction in ISTURISA dosage may be needed if strong CYP3A4 and CYP2B6 inducers are discontinued while using ISTURISA.


		Use in Specific Populations

			Lactation: Breastfeeding is not recommended during treatment with ISTURISA and for at least one week after treatment.
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				DISCLAIMER

				This site contains medical information that is intended for Healthcare Professionals in the United States only and is not meant to substitute for the advice provided by a medical professional. All decisions regarding patient care should be made considering the unique characteristics of the patient. Use and access of this site is subject to the terms and conditions as set out in our Privacy Policy and Terms of Use.

			

		

	






	
		
			
				



			
			Contact a Recordati Rare Diseases Representative

			Contact Information

			
				
					
				

				
					
				

				
					
				

				
					
				

				
					State*
Alabama
Alaska
Arizona
Arkansas
California
Colorado
Connecticut
Delaware
District Of Columbia
Florida
Georgia
Hawaii
Idaho
Illinois
Indiana
Iowa
Kansas
Kentucky
Louisiana
Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana
Nebraska
Nevada
New Hampshire
New Jersey
New Mexico
New York
North Carolina
North Dakota
Ohio
Oklahoma
Oregon
Pennsylvania
Rhode Island
South Carolina
South Dakota
Tennessee
Texas
Utah
Vermont
Virginia
Washington
West Virginia
Wisconsin
Wyoming
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						By submitting this form, I give permission for a Recordati Rare Diseases (RRD) representative to contact me by phone, email, or text message. I acknowledge that I have read this authorization, or had it read to me, in its entirety. I authorize the use and disclosure of my professional information as described in the RRD Privacy Policy and Permissions.

						Read the RRD Privacy Policy and Permissions.

					
				

				
					
					
						I affirm that I am a US healthcare professional
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					Submit
				

				
					
						Your message has been successfully sent.

					

				

			

		

	






	
		
			
				



			
			Are you a Healthcare Professional?

			The information contained in this section of the website is intended for US healthcare professionals only. Click CONFIRM to confirm that you are a healthcare professional.
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			Thank you for your request.

			It has been forwarded to a Recordati Representive.
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