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HIGHLIGHTS OF PRESCRIBING ... - Jazz Pharmaceuticals



HIGHLIGHTS OF PRESCRIBING INFORMATION 1,500 cells/mm3 and platelet count is 100,000/mm3. Withhold, These HIGHLIGHTS do not include all the information needed to use reduce the dose, or permanently discontinue ZEPZELCA based on ZEPZELCA safely and effectively. See full PRESCRIBING information for severity. ( , ). ZEPZELCA. Hepatotoxicity: Monitor liver function tests prior to initiating ZEPZELCA, periodically during treatment and as clinically indicated. ZEPZELCA (lurbinectedin) for injection, for intravenous use Withhold, reduce the dose, or permanently discontinue ZEPZELCA. Initial Approval: 2020 based on severity. ( , ). Embryo-Fetal Toxicity: Can cause fetal harm. Advise females and males _____ _____. RECENT MAJOR CHANGES of reproductive potential of the potential risk to a fetus and to use an Dosage and Administration ( ) 10/2021 effective method of contraception. ( ). _____ _____ _____ _____. INDICATIONS AND USAGE ADVERSE REACTIONS.

• For administration through a peripheral venous line, withdraw the appropriate amount of reconstituted solution from the vial and add to an infusion container containing at least 250 mL of diluent (0.9% Sodium Chloride Injection USP or 5% Dextrose Injection USP). ... polyurethane or silicone intravenous catheters.
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    	Transcription of HIGHLIGHTS OF PRESCRIBING ... - Jazz Pharmaceuticals


        
    	1 HIGHLIGHTS OF PRESCRIBING INFORMATION 1,500 cells/mm3 and platelet count is 100,000/mm3. Withhold, These HIGHLIGHTS do not include all the information needed to use reduce the dose, or permanently discontinue ZEPZELCA based on ZEPZELCA safely and effectively. See full PRESCRIBING information for severity. ( , ). ZEPZELCA. Hepatotoxicity: Monitor liver function tests prior to initiating ZEPZELCA, periodically during treatment and as clinically indicated. ZEPZELCA (lurbinectedin) for injection, for intravenous use Withhold, reduce the dose, or permanently discontinue ZEPZELCA. Initial Approval: 2020 based on severity. ( , ). Embryo-Fetal Toxicity: Can cause fetal harm. Advise females and males _____ _____. RECENT MAJOR CHANGES of reproductive potential of the potential risk to a fetus and to use an Dosage and Administration ( ) 10/2021 effective method of contraception. ( ). _____ _____ _____ _____. INDICATIONS AND USAGE ADVERSE REACTIONS.
2 ZEPZELCA is an alkylating drug indicated for the treatment of adult patients The most common adverse reactions, including laboratory abnormalities, with metastatic small cell lung cancer (SCLC) with disease progression on or ( 20%) are leukopenia, lymphopenia, fatigue, anemia, neutropenia, increased after platinum-based chemotherapy. (1) creatinine, increased alanine aminotransferase, increased glucose, This indication is approved under accelerated approval based on overall thrombocytopenia, nausea, decreased appetite, musculoskeletal pain, response rate and duration of response. Continued approval for this indication decreased albumin, constipation, dyspnea, decreased sodium, increased may be contingent upon verification and description of clinical benefit in a aspartate aminotransferase, vomiting, cough, decreased magnesium and confirmatory trial(s). (1) diarrhea. ( ). _____ _____. DOSAGE AND ADMINISTRATION To report SUSPECTED ADVERSE REACTIONS, contact Jazz Recommended dosage: mg/m2 every 21 days.
3 ( ) Pharmaceuticals , Inc. at 1-800-520-5568 or FDA at 1-800-FDA-1088 or Administer ZEPZELCA as an intravenous infusion over 60 minutes. ( ). _____ _____. Consider premedication with corticosteroids and serotonin antagonists. DRUG INTERACTIONS. ( ) Strong or moderate CYP3A inhibitors: Avoid coadministration. ( ). Strong or moderate CYP3A inducers: Avoid coadministration. ( ). _____ _____. DOSAGE FORMS AND STRENGTHS. _____ _____. For injection: 4 mg lyophilized powder in a single-dose vial. (3) USE IN SPECIFIC POPULATIONS. Lactation: Advise not to breastfeed. ( ). _____ _____. CONTRAINDICATIONS. None. (4) See 17 for PATIENT COUNSELING INFORMATION and FDA-approved patient labeling. _____ _____. WARNINGS AND PRECAUTIONS. Myelosuppression: Monitor blood counts prior to each administration. Revised 10/2021. Initiate treatment with ZEPZELCA only if baseline neutrophil count is FULL PRESCRIBING INFORMATION: CONTENTS*. 1 INDICATIONS AND USAGE Females and Males of Reproductive Potential 2 DOSAGE AND ADMINISTRATION Pediatric Use Recommended Dosage Geriatric Use Dosage Modifications for Adverse Reactions Hepatic Impairment Premedication 11 DESCRIPTION.
4 Preparation, Administration and Storage 12 CLINICAL PHARMACOLOGY. 3 DOSAGE FORMS AND STRENGTHS Mechanism of Action 4 CONTRAINDICATIONS Pharmacodynamics 5 WARNINGS AND PRECAUTIONS Pharmacokinetics Myelosuppression 13 NONCLINICAL TOXICOLOGY. Hepatotoxicity Carcinogenesis, Mutagenesis, Impairment of Fertility Embryo-Fetal Toxicity 14 CLINICAL STUDIES. 6 ADVERSE REACTIONS 15 REFERENCES. Clinical Trials Experience 16 HOW SUPPLIED/STORAGE AND HANDLING. Postmarketing Experience 17 PATIENT COUNSELING INFORMATION. 7 DRUG INTERACTIONS. Effect of Other Drugs on ZEPZELCA *Sections or subsections omitted from the full PRESCRIBING information 8 USE IN SPECIFIC POPULATIONS are not listed. Pregnancy Lactation 1. FULL PRESCRIBING INFORMATION. 1 INDICATIONS AND USAGE. ZEPZELCA is indicated for the treatment of adult patients with metastatic small cell lung cancer (SCLC) with disease progression on or after platinum-based chemotherapy.
5 This indication is approved under accelerated approval based on overall response rate and duration of response [see Clinical Studies (14)]. Continued approval for this indication may be contingent upon verification and description of clinical benefit in a confirmatory trial(s). 2 DOSAGE AND ADMINISTRATION. Recommended Dosage The recommended dosage of ZEPZELCA is mg/m2 by intravenous infusion over 60 minutes every 21 days until disease progression or unacceptable toxicity. Initiate treatment with ZEPZELCA only if absolute neutrophil count (ANC) is at least 1,500. cells/mm3 and platelet count is at least 100,000/mm3. Dosage Modifications for Adverse Reactions The recommended dose reductions for adverse reactions are listed in Table 1. Permanently discontinue ZEPZELCA in patients who are unable to tolerate 2 mg/m2 or require a dose delay greater than two weeks. Table 1: Dose Reduction for ZEPZELCA for Adverse Reactions Dose Reduction Total Dose First mg/m2 every 21 days Second 2 mg/m2 every 21 days Dosage modifications for ZEPZELCA for adverse reactions are presented in Table 2.
6 Table 2: Dosage Modifications for ZEPZELCA for Adverse Reactions Adverse Reaction Severitya Dosage Modification Neutropeniab Grade 4 Withhold ZEPZELCA until or Grade 1. [see Warnings and Precautions ( )] Any grade febrile neutropenia Resume ZEPZELCA at a reduced dose 2. Thrombocytopenia Grade 3 with bleeding Withhold ZEPZELCA until or platelet 100,000/mm3. [see Warnings and Precautions Grade 4 Resume ZEPZELCA at reduced ( )]. dose Hepatotoxicity Grade 2 Withhold ZEPZELCA until Grade 1. [see Warnings and Precautions ( )]. and other adverse reactions Resume ZEPZELCA at same dose Grade 3 Withhold ZEPZELCA until Grade 1. Resume ZEPZELCA at reduced dose a National Cancer Institute Common Terminology Criteria for Adverse Events (NCI CTCAE) version b Patients with isolated Grade 4 neutropenia (neutrophil count less than 500 cells/mm3) may receive G-CSF. prophylaxis rather than undergo lurbinectedin dose reduction. Premedication Consider administering the following pre-infusion medications for antiemetic prophylaxis [see Adverse Reactions ( )]: Corticosteroids (dexamethasone 8 mg intravenously or equivalent).
7 Serotonin antagonists (ondansetron 8 mg intravenously or equivalent). Preparation, Administration and Storage ZEPZELCA is a hazardous drug. Follow applicable special handling and disposal procedures1. Preparation and Administration Inject 8 mL of Sterile Water for Injection USP into the vial, yielding a solution containing mg/mL lurbinectedin. Shake the vial until complete dissolution. Visually inspect the solution for particulate matter and discoloration. The reconstituted solution is a clear, colorless or slightly yellowish solution, essentially free of visible particles. Calculate the required volume of reconstituted solution as follows: Volume (mL) = Body Surface Area (m2) x Individual Dose (mg/m2). 3. mg/mL. For administration through a central venous line, withdraw the appropriate amount of reconstituted solution from the vial and add to an infusion container containing at least 100 mL of diluent ( Sodium Chloride Injection USP or 5% Dextrose Injection USP).
8 For administration through a peripheral venous line, withdraw the appropriate amount of reconstituted solution from the vial and add to an infusion container containing at least 250 mL of diluent ( Sodium Chloride Injection USP or 5% Dextrose Injection USP). If infusion lines containing in-line filters are utilized for administration of ZEPZELCA, Polyethersulfone (PES) in-line filters with pore sizes of micron are recommended. o In-line Nylon membrane filters should not be used when the reconstituted ZEPZELCA solution is diluted using Sodium Chloride Injection USP. Adsorption of ZEPZELCA to the Nylon membrane filters has been observed when Sodium Chloride Injection USP is used as the diluent. Compatibility with other IV administration materials and the diluted ZEPZELCA. solution has been demonstrated in the following materials: o Polyolefin containers (polyethylene, polypropylene and mixtures). o PVC (non-DEHP-containing), polyurethane and polyolefin infusion sets (polyethylene, polypropylene and polybutadiene).
9 O Implantable venous access systems with titanium and plastic resin ports and with polyurethane or silicone intravenous catheters. Compatibility with other administration materials has not been investigated. In the absence of compatibility studies with other medicinal products do not co- administer ZEPZELCA and other intravenous drugs concurrently within the same intravenous line. Parenteral drug products should be inspected visually for particulate matter and discoloration prior to administration, whenever solution and container permit. If particulate matter is observed, do not administer. Storage of Infusion Solution If not used immediately after reconstitution or dilution, the ZEPZELCA solution can be stored prior to administration for up to 24 hours following reconstitution, including infusion time, at either room temperature/ ambient light or under refrigeration at 2 C-8 C (36 F-46 F) conditions. 3 DOSAGE FORMS AND STRENGTHS.
10 For injection: 4 mg of lurbinectedin as a sterile, preservative-free, white to off-white lyophilized powder in a single-dose vial for reconstitution prior to intravenous infusion. 4. 4 CONTRAINDICATIONS. None. 5 WARNINGS AND PRECAUTIONS. Myelosuppression ZEPZELCA can cause myelosuppression. In clinical studies of 554 patients with advanced solid tumors receiving ZEPZELCA. [see Adverse Reactions ( )], Grade 3 or 4 neutropenia occurred in 41% of patients, with a median time to onset of 15 days and a median duration of 7 days. Febrile neutropenia occurred in 7% of patients. Sepsis occurred in 2% of patients and was fatal in 1% (all cases occurred in patients with solid tumors other than SCLC). Grade 3 or 4 thrombocytopenia occurred in 10%, with a median time to onset of 10 days and a median duration of 7 days. Grade 3 or 4 anemia occurred in 17% of patients. Administer ZEPZELCA only to patients with baseline neutrophil count of at least 1,500.
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			Serious or fatal hemorrhagic eventswith associated ...

			pp.jazzpharma.com
			of VYXEOS is (daunorubicin 44 mg/m. 2. and cytarabine 100 mg/m. 2) liposome administered via intravenous infusion over 90 minutes on …

			   Cytarabine

		

	

	
				
					

		
			HIGHLIGHTS OF PRESCRIBING INFORMATION …

			pp.jazzpharma.com
			1 HIGHLIGHTS OF PRESCRIBING INFORMATION These highlights do not include all the information needed to use FAZACLO safely and effectively. See …

			   Fazaclo

		

	

	
				
					

		
			ANNEX I SUMMARY OF PRODUCT CHARACTERISTICS

			pp.jazzpharma.com
			2 This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Healthcare professionals are asked to report any

			   Product, Summary, Characteristics, Summary of product characteristics

		

	


                
                
	
				
					

		
			SUMMARY OF PRODUCT CHARACTERISTICS

			pp.jazzpharma.com
			continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via the national reporting system listed (see below).

			   Product, Summary, Characteristics, Summary of product characteristics

		

	

	
				
					

		
			XYREM XYREM. XYREM administered orally in two …

			pp.jazzpharma.com
			• CNS depression: Use caution when considering the concurrent use of Xyrem with other CNS depressants (5.1). • Caution patients …

			   Depression, Xyrem xyrem, Xyrem

		

	

	
				
					

		
			PRODUCT MONOGRAPH INCLUDING PATIENT …

			pp.jazzpharma.com
			PRODUCT MONOGRAPH INCLUDING PATIENT MEDICATION INFORMATION C XYREM® (sodium oxybate) Oral solution at 500 mg/mL CNS Depressant Jazz Pharmaceuticals Ireland Limited

			   Information, Product, Patients, Monographs, Medication, Including, Product monograph including patient, Product monograph including patient medication information

		

	


                
                
	
				
					

		
			HIGHLIGHTS OF PRESCRIBING INFORMATION These …

			pp.jazzpharma.com
			nightly dosage are based on body weight (2.2). Dosage for Adult Patients with Idiopathic Hypersomnia • XYWAV can be administered as a twice or once nightly regimen in adults (2.3). • Twice nightly: Initiate dosage at 4.5 g or less per night orally, divided into two doses. Titrate to effect in increments of up to 1.5 g per night per week,

			   Nightly
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			PERIPHERAL VENOUS CANNULATION

			a.umed.pl
			PERIPHERAL VENOUS CANNULATION Peripheral venous cannulation (PVC) is the commonest method used for intravenous therapy. 20 million catheters inserted

			   Intravenous, Catheter, Peripheral, Cannulation, Cannulation peripheral

		

	

	
				
					

		
			IV 03 Intravenous Therapy-General Guidelines - Craig …

			craighospital.org
			A = Care & Use of IV Catheters Revised Date: 12/02, 07/04, 10/04, 05/05, 12/06, 12/08, 06/09, 12/10, 04/11 Forms: SMC form - Picc Line placement Reviewed Date: SUBJECT: INTRAVENOUS THERAPY: GENERAL GUIDELINES RATIONALE: To assure safe and effective practices in all activities related to intravenous therapy. SCOPE: Registered Nurses

			   Guidelines, General, Therapy, Intravenous, Catheter, Intravenous therapy, General guidelines, 03 intravenous therapy general guidelines

		

	

	
				
					

		
			EVIDENCE-BASED PRACTICE (EBP) GUIDELINE Drawing …

			www.allinahealth.org
			The Intravenous Nurses Society’s standards do not support the practice of drawing blood specimens from peripheral IV lines. 3. Manufacturer’s Guidelines (Becton-Dickinson and Co.) IV catheter material consists of soft plastic. This material stays open under positive pressure of IV fluids or medication delivery.

			   Guidelines, Based, Practices, Evidence, Intravenous, Drawings, Evidence based practice, Peripheral, Guideline drawing

		

	


                
                
	
				
					

		
			Maintenance and Removal of Central Venous Catheters

			www.cdc.gov
			Delivery of cyclical or episodic chemotherapy that can be administered through a peripheral vein in patients with active cancer, provided that the proposed duration of such treatment is ≥3 months: Invasive hemodynamic monitoring or requirement to obtain central venous access in a critically ill

			   Catheter, Peripheral

		

	

	
				
					

		
			Intravenous Therapy: Dose and Flow Rate Calculation ...

			www.elsevier.com
			Remember to route tubes and catheters having different purposes in different, standardized directions (e.g., IV lines routed toward the head; enteric lines toward the feet).6 OVERVIEW Many different types of medications are delivered as continuous IV infusions in acute, ambulatory, long-term, home care, and critical care settings.

			   Intravenous, Catheter
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