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            Understanding Anemia Associated With Uterine Fibroids Prior to Fibroid Surgery

            
                Learn more about uterine fibroids, their common symptoms, and how the anemia related to uterine fibroids can be treated prior to fibroid surgery.
            

            
                LUPRON DEPOT is used with iron therapy before fibroid surgery to improve anemia related to uterine fibroids.1
            

        

    

    
        
            
                
                    If you have uterine fibroids, you are not alone…

                    An estimated 1 in 4 women with uterine fibroids suffers from symptoms that affect daily life.2*
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                    The good news is that fibroids can be treated.3 This website can help you learn more about fibroids and anemia, the symptoms they can cause, and treatment considerations to discuss with your doctor before fibroid surgery.
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                    *According to a national survey of 968 women
 aged 29 to 59 years.2

                

            

        

    



    
        
            What are fibroids?

            Uterine fibroids are growths (or tumors) that develop in the muscular wall of the uterus.3

            They may also be called myomas or leiomyomas uteri. Fibroids are generally benign—that is, they are not cancerous (malignant). Fibroids are the most common kind of growths of the uterus. A woman may have just one fibroid or several.3,4

            They may remain very small for a long time, then grow suddenly and rapidly—or they may grow slowly over a number of years.3

            Uterine fibroids can range in size from microscopic to the size of a grapefruit or even larger.4,5

        

    


    

        
        
            Types of fibroids6

            
                Uterine fibroids can appear on different locations on the uterus:

                
                    	 Inside the uterus wall (intramural)
	 On the inner surface (submucosal)
	 On the outer surface (subserosal)
	 Attached to the inside of the uterus by a stem-like structure (pedunculated submucosal)
	 Attached to the outside of the uterus by a stem-like structure (pedunculated subserosal)


                

            

            

        


    


    
        
            Causes of fibroids and who is at risk

            It is not clear what causes fibroids, but evidence suggests that their growth is related to estrogen and progesterone.4,5 Fibroids are most common in women aged 30-40 years, but they can occur at any age.3

            Fibroids occur about 3 times more often in African American women.2

            If you’ve been diagnosed with fibroids, talk to your doctor about treatment options that may be right for you. 

        

    


    
        
            Some possible symptoms associated with fibroids3

            The location and size of fibroids can determine the type and severity of your signs or symptoms. The following are some possible signs, symptoms and complications of uterine fibroids:

            	Heavy or prolonged menstrual bleeding
	Bleeding between periods
	Anemia
	Enlarged uterus or abdomen
	Pelvic pain or pressure



            It is important to discuss any of the above with your doctor, especially if they change or worsen.

            
                Anemia related to fibroids

                Excessive bleeding due to fibroids may lead to anemia, which can make you feel abnormally tired.5,7 Other symptoms may include pale skin, feeling weak, shortness of breath, and cold hands and feet. People are considered anemic when they have a lower than normal amount of red blood cells in their blood. To assess this, a routine blood test measures the hemoglobin and hematocrit levels. Hemoglobin is the iron-containing protein found in red blood cells that carries oxygen from the lungs to the rest of your body. Hematocrit is a measure of the proportion of red blood cells in a sample of blood.7

                Raising hemoglobin and hematocrit levels prior to surgery is a treatment consideration you should discuss with your doctor.


                Clinical studies have shown that LUPRON DEPOT, when used in combination with iron, may raise hemoglobin and hematocrit levels.1

            

        

    



    
        
            Testing for fibroids and fibroid-related anemia3

            If you are experiencing symptoms such as heavy or prolonged bleeding, bleeding between periods, or pain or feeling of pressure in the lower abdomen, it may be time to talk with your doctor. Physical exams and testing can help your doctor determine if you have fibroids.

            The first step is a routine pelvic exam. Your doctor may suggest one of the following tests to help find out if you have fibroids: ultrasound, hysteroscopy, hysterosalpingography, or laparoscopy.

            If you have any questions about these procedures or tests, talk to your doctor for more information.


            Treatment Considerations

            The treatment your doctor recommends may depend on medical history, your symptoms, the number of fibroids you have, and their location in the body. Surgical considerations may include a myomectomy or hysterectomy.3,5

            

                Myomectomy involves the surgical removal of uterine fibroids without the removal of the uterus. Myomectomy is often successful in reducing menstrual flow caused by fibroids. However, it is important to realize that, with myomectomy, new fibroids may still develop and cause symptoms.


                Hysterectomy is the surgical removal of the uterus. The cervix, ovaries, and fallopian tubes may or may not be removed. A hysterectomy might be considered if the fibroids are causing serious complications or discomfort. A hysterectomy is a permanent treatment. A woman typically cannot become pregnant after having a hysterectomy.


            

        

    

    
        
            Preparing for surgery with LUPRON DEPOT

            To help improve anemia from excessive bleeding due to fibroids and prepare for surgery, your doctor may recommend LUPRON DEPOT along with an iron supplement for up to 3 months before your procedure.1


            The use of LUPRON DEPOT may reduce or stop the uterine bleeding by decreasing your body’s production of estrogen.1

        

    


    
        
            How LUPRON DEPOT works1

            LUPRON DEPOT belongs to a class of drugs called gonadotropin-releasing hormone agonists (GnRHa). It works by decreasing the amount of estrogen that your ovaries produce.

        

    

    
        

            What to expect during LUPRON DEPOT therapy1,8,9

            [image: What should you expect during three months of LUPRON DEPOT therapy for uterine fibroids? When treatment begins in month 1, estrogen levels temporarily increase, which could lead to a temporary worsening of symptoms. From months 2-3 when the period stops, estrogen levels decrease after 1-2 weeks.]

            [image: What should you expect during three months of LUPRON DEPOT therapy for uterine fibroids? When treatment begins in month 1, estrogen levels temporarily increase, which could lead to a temporary worsening of symptoms. From months 2-3 when the period stops, estrogen levels decrease after 1-2 weeks.]
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                        Estrogen levels temporarily increase after treatment, which may temporarily worsen your symptoms
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                        Estrogen levels decrease after 1 to 2 weeks*
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                        Period stops†
                    

                

            


            For illustrative purposes only. Responses may vary in individual patients.

            
                
                    *As a result of lower estrogen levels, you may experience symptoms such as hot flashes, headaches, and vaginal dryness.

                    †If you don’t get your period within 3 months of stopping LUPRON DEPOT therapy, talk to your doctor. You should notify your doctor immediately if you develop any new or worsened symptoms after beginning LUPRON DEPOT.1

                

            


        

    

    
        
            
                *As a result of lower estrogen levels, you may experience symptoms such as hot flashes, headaches,
                and vaginal dryness.†If you don’t get your period within 3 months of stopping
                LUPRON DEPOT therapy, talk to your doctor. You should notify your doctor immediately if you develop any new or worsened symptoms after beginning LUPRON DEPOT.
            


            After beginning LUPRON DEPOT, your estrogen levels will increase for 1 or 2 weeks. During this time, you may notice an increase in your current symptoms. You should notify your doctor immediately if you develop any new or worsened symptoms.


            LUPRON DEPOT only has an effect while you are on therapy.

            	Once your therapy ends, your menstrual cycle will resume, generally within 3 months1
	Fibroids do not regrow after surgery, but new fibroids may develop3
	Talk to your doctor about any questions or concerns you have regarding fibroids and LUPRON DEPOT


        

    


    
        
            Clinical studies of 3 months of LUPRON DEPOT 3.75 mg with daily iron therapy has shown1:  

            
                
                    
                        
                            More detailed information about the study

                        
                    

                    
                        
                            Study Design10

                            Patients with anemia due to prolonged or excessive uterine bleeding associated with uterine fibroids were treated for 3 months prior to uterine fibroid surgery. These patients were randomly put into 1 of 3 treatment arms:

                            	LUPRON DEPOT 3.75 mg monthly injections plus daily iron therapy (104 patients)
	LUPRON DEPOT 7.5 mg injections plus daily iron therapy (107 patients)
	Placebo with daily iron therapy alone (98 patients)


                            Previous to treatment the severity of anemia of these patients was determined by measuring 2 blood components: hemoglobin and hematocrit. At the end of each month of treatment hemoglobin and hematocrit were measured again. The primary endpoint was the percent of patients who achieved a hemoglobin value of 12 g/dL or greater and a hematocrit value of 36% or greater. At week 12, the percent of patients who experienced less excessive vaginal bleeding was also determined.10

                        


                    

                



                
                    
                        75%
                    

                    
                        of patients had their anemia improved as compared to 49% of patients on placebo with daily iron therapy alone
                    

                

                
                    
                        80%
                    

                    
                        of patients experienced less excessive vaginal bleeding
                    

                

                Anemia improved in 3 out of 4 women1

                
                    [image: A clinical study shows after 3 months of LUPRON DEPOT 3.75 mg with daily iron therapy, anemia improved in 3 out of 4 women.]
                


                In 3 other controlled clinical studies, the change in size of uterus and fibroids was evaluated at final visit as evidenced by ultrasound or magnetic resonance imaging.1


            


            
                
                    41%
                

                
                    average reduction in uterine volume
                

            

            
                
                    37%
                

                
                    average reduction in fibroid volume
                

            

            Patients also experienced relief of bloating, pelvic pain, and pressure.

        

    


    
        
            Safety Considerations

            In clinical trials, the most common side effects of LUPRON DEPOT were1:

            Most common related adverse reactions (>10%) in clinical trials were hot flashes/sweats, headache/migraine, decreased libido, depression/emotional lability, dizziness, nausea/vomiting, pain, vaginitis, and weight gain.


            Dosage and Length of Therapy1

            LUPRON DEPOT is given in combination with iron therapy as a single injection lasting 3 months or given monthly for up to 3 injections prior to surgery.


            
                
                    One 3-month 11.25 mg injection

                

                
                    Three 1-month 3.75 mg injections

                

            

            Your doctor may consider a 1-month trial of iron alone as some patients’ anemia will improve on iron alone.

            It is recommended that LUPRON DEPOT not be used more than 3 months in patients with fibroids. Experience with LUPRON DEPOT in females has been limited to women 18 years of age and older. 


            What you should know

            LUPRON DEPOT is not a method of birth control.1

            	Even though you may not have periods, unprotected intercourse could result in pregnancy
	You should use nonhormonal birth control such as condoms, a diaphragm with contraceptive jelly, or a copper IUD to prevent pregnancy 
	If you think you have become pregnant while on LUPRON DEPOT, talk to your doctor immediately


            There are a few reasons why a woman should not start or continue LUPRON DEPOT therapy. It should not be taken if you are1:


            	Pregnant or may become pregnant
	Experiencing undiagnosed abnormal vaginal bleeding
	Allergic to LUPRON DEPOT, or similar drugs
	Also do not take LUPRON DEPOT 3.75 mg if you are breastfeeding


            It is important to note that thinning of the bones may occur during therapy with LUPRON DEPOT, which may not be completely reversible in some patients.

        

    


    
        
            Educational brochure

            Learn about LUPRON DEPOT for anemia prior to uterine fibroid surgery.

            
                
                    
                        
                            [image: Download this educational brochure to learn about LUPRON DEPOT® for anemia related to uterine fibroids.]

                            Download brochure
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                    Learn how you can save on your LUPRON DEPOT prescription.

                    Get Savings Card
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                        IMPORTANT SAFETY INFORMATION
                    

                    
                        
                            General Safety Information
                        

                        	
                                Do not take LUPRON DEPOT 3.75 mg and 11.25 mg if you are or may be pregnant
                            


                    

                

                
                    USES

                    Endometriosis

                    Taking LUPRON DEPOT Alone

                        LUPRON DEPOT® (leuprolide acetate for depot suspension) 3.75 mg or 11.25 mg is used for the management of endometriosis, including pain relief and reduction of endometriotic lesions.
                    

                    
                        
                            Taking LUPRON DEPOT in Combination with Norethindrone Acetate
                        

                        LUPRON DEPOT 3.75 mg or 11.25 mg in combination with norethindrone acetate is used for initial management of the painful symptoms of endometriosis 
                        and for management of recurrence of symptoms.
                    

                    
                        Use of norethindrone acetate in combination with LUPRON DEPOT 3.75 mg 
                        or 11.25 mg is referred to as add-back therapy, and is intended to reduce 
                        the thinning of bone and reduce hot flashes associated with use of LUPRON DEPOT 
                        3.75 mg or 11.25 mg.
                    

                    
                        
                            Limitations of Use
                        

                        The total duration of therapy with LUPRON DEPOT 3.75 mg or 11.25 mg plus add-back therapy should not exceed 12 months due to concerns of bone thinning.

                    

                    
                        Uterine Fibroids
                    

                    
                        LUPRON DEPOT 3.75 mg or 11.25 mg with iron therapy is used before fibroid surgery to improve anemia due to vaginal bleeding from fibroids for patients in whom 3 months of hormonal suppression is deemed necessary. The duration of therapy with LUPRON DEPOT is limited to 3 months. The symptoms associated with fibroids will return after stopping therapy.
                    

                    
                        Your doctor may consider a 1-month trial of iron alone, as some women will respond to iron alone. LUPRON DEPOT 3.75 mg or 11.25 mg may be added if the response to iron alone is considered inadequate.
                    

                    
                    
                        Limitations of Use

                        LUPRON DEPOT 3.75 mg or 11.25 mg is not used in combination with norethindrone acetate add-back therapy before fibroid surgery to improve anemia due to vaginal bleeding from fibroids.

                

                
                    IMPORTANT SAFETY INFORMATION

                    General Safety Information

                    	
                            Do not take LUPRON DEPOT 3.75 mg and 11.25 mg if you are or may be pregnant, have undiagnosed uterine bleeding, or if you have experienced any type of allergic reaction to LUPRON DEPOT or similar drugs.
                        
	
                            Thinning of the bones may occur during therapy with LUPRON DEPOT, which may not be completely reversible in some patients. Since some conditions may increase the possibility of bone thinning, you should tell your doctor if you smoke, use alcohol in excess, have a family history of osteoporosis (thinning of the bones with fractures), or are taking other medications that can cause thinning of the bones. You should be aware that if you have these conditions, treatment with LUPRON DEPOT alone for endometriosis is not advisable and combination with norethindrone acetate should be considered. Add-back therapy can help reduce the bone loss that occurs with the use of LUPRON DEPOT alone. If a second course of treatment with LUPRON DEPOT is being considered, bone mineral testing is recommended and retreatment should include combination with norethindrone acetate. If your doctor prescribes you norethindrone acetate in combination with LUPRON DEPOT 3.75 mg or 11.25 mg for endometriosis, please refer to the norethindrone acetate prescribing information for more information about its safe and effective use.
                        
	
                            LUPRON DEPOT may cause harm to your unborn child. LUPRON DEPOT is not a method of birth control. Even though you may not have periods, unprotected intercourse could result in pregnancy. You should use non-hormonal birth control, such as condoms, a diaphragm with contraceptive jelly, or a copper IUD, to prevent pregnancy. If you think you have become pregnant while on LUPRON DEPOT, talk to your doctor immediately. 
                        
	
                            Serious sudden allergic reactions have been reported with LUPRON DEPOT use. Asthma was reported in women with a history of asthma, sinusitis, and environmental or drug allergies. Serious allergic reactions have also occurred.
                        
	
                            Rare cases of delayed serious skin reactions that included a rash containing blisters with and without peeling have been reported in patients receiving leuprolide-containing therapy. Immediately contact your doctor or get emergency care if skin reactions appear.
                        
	
                            After beginning LUPRON DEPOT, your estrogen levels will increase during the first days of therapy. During this time, you may notice an increase in your current symptoms. You should notify your doctor if you develop any new or worsened symptoms after beginning LUPRON DEPOT treatment. 
                        
	
                            Seizures have been observed in patients taking LUPRON DEPOT, including patients who have a history of seizures or conditions related to seizures or in patients who are taking medications that are connected to seizures. Seizures have also been reported in patients without any of these conditions. 
                        
	
                            Depression may occur or worsen while taking LUPRON DEPOT, especially in patients who have a history of depression. Patients should be carefully observed during treatment. Immediately report thoughts and behaviors of concern to your doctor.
                        
	
                            The most common side effects of LUPRON DEPOT included hot flashes/sweats, headache/migraine, decreased libido (interest in sex), depression/emotional lability (changes in mood), dizziness, nausea/vomiting, pain, vaginitis, and weight gain. These are not all of the possible side effects of LUPRON DEPOT. Talk to your doctor for medical advice about side effects.
                        
	
                            LUPRON DEPOT for endometriosis or anemia associated with uterine fibroids has been limited to women 18 years of age and older. LUPRON DEPOT is not indicated in postmenopausal women.
                        
	
                            LUPRON DEPOT must be administered in your doctor’s office.
                        


                    
                        This is the most important information to know about LUPRON DEPOT. For more information, talk to your doctor or healthcare provider.
                    

                    You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch  or call 1-800-FDA-10881-800-FDA-1088. 

                    If you are having difficulty paying for your medicine, AbbVie may be able to help. Visit AbbVie.com/myAbbVieAssist to learn more.
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                        CONTRAINDICATIONS

                        	
                                LUPRON DEPOT 3.75 mg or 11.25 mg is contraindicated in patients who are hypersensitive
                            


                    

                


                

                
                    Indications and Important Safety Information for LUPRON DEPOT® (leuprolide acetate for depot suspension)1 

                

                    
                    



                        INDICATIONS

                        Endometriosis

                        
                            Monotherapy

                            LUPRON DEPOT® (leuprolide acetate for depot suspension) 3.75 mg or 11.25 mg is indicated for management of endometriosis, including pain relief and reduction of endometriotic lesions.
                        

                        
                            
                                In Combination with Norethindrone Acetate
                            

                            LUPRON DEPOT 3.75 mg or 11.25 mg in combination with norethindrone acetate is indicated for initial management of the painful symptoms of endometriosis and for management of recurrence of symptoms.
                        

                        Use of norethindrone acetate in combination with LUPRON DEPOT 3.75 mg or 11.25 mg is referred to as add-back therapy and is intended to reduce the loss of bone mineral density (BMD) and reduce vasomotor symptoms associated with use of LUPRON DEPOT 3.75 mg or 11.25 mg.



                        
                            
                                Limitations of Use:
                            

                            The total duration of therapy with LUPRON DEPOT 3.75 mg or 11.25 mg plus add-back therapy should not exceed 12 months due to concerns about adverse impact on bone mineral density.

                        

                        Uterine Leiomyomata (Fibroids) 

                        LUPRON DEPOT 3.75 mg or 11.25 mg used concomitantly with iron therapy is indicated for the preoperative hematologic improvement of women with anemia caused by fibroids for whom three months of hormonal suppression is deemed necessary. 

                        
                            Consider a one-month trial period on iron alone, as some women will respond to iron alone. LUPRON DEPOT 3.75 mg or 11.25 mg may be added if the response to iron alone is considered inadequate.
                        


                        
                            
                                Limitations of Use:
                            

                            LUPRON DEPOT 3.75 mg or 11.25 mg is not indicated for combination use with norethindrone acetate add-back therapy for the preoperative hematologic improvement of women with anemia caused by heavy menstrual bleeding due to fibroids.
                        

                    

                    
                        IMPORTANT SAFETY INFORMATION

                        CONTRAINDICATIONS

                        	
                                LUPRON DEPOT 3.75 mg or 11.25 mg is contraindicated in patients who are hypersensitive to gonadotropin-releasing hormone (GnRH), GnRH agonist analogs including leuprolide acetate, or any of the excipients in LUPRON DEPOT; in patients with undiagnosed abnormal uterine bleeding; and in pregnancy.
                            
	
                                When norethindrone acetate is administered with LUPRON DEPOT 3.75 mg or 11.25 mg, the contraindications to the use of norethindrone acetate also apply to this combination regimen. Refer to the norethindrone acetate prescribing information for a list of contraindications for norethindrone acetate.

                            


                        
                            WARNINGS AND PRECAUTIONS
                        

                      
                        Loss of Bone Mineral Density

                            	
                                    LUPRON DEPOT 3.75 mg or 11.25 mg induces a hypoestrogenic state that results in loss of bone mineral density (BMD), some of which may not be reversible after stopping treatment. In women with major risk factors for decreased BMD, such as chronic alcohol use (>3 units per day), tobacco use, strong family history of osteoporosis, or chronic use of drugs that can decrease BMD, such as anticonvulsants or corticosteroids, use of LUPRON DEPOT may pose an additional risk. Carefully weigh the risks and benefits of LUPRON DEPOT use in these populations.
                                
	
                                    The duration of LUPRON DEPOT 3.75 mg or 11.25 mg treatment is limited by the risk of loss of BMD.
                                
	
                                    When using LUPRON DEPOT 3.75 mg or 11.25 mg for the management of endometriosis, combination use of norethindrone acetate (add-back therapy) is effective in reducing the loss of BMD that occurs with leuprolide acetate. Do not retreat with LUPRON DEPOT 3.75 mg or 11.25 mg without combination norethindrone acetate. Assess BMD before retreatment.
                                



                            Embryo-Fetal Toxicity

                        	
                                Based on animal reproduction studies and the drug’s mechanism of action, LUPRON DEPOT 3.75 mg or 11.25 mg may cause fetal harm if administered to a pregnant woman and is contraindicated in pregnant women. Exclude pregnancy prior to initiating treatment with LUPRON DEPOT 3.75 mg or 11.25 mg, if clinically indicated. Discontinue LUPRON DEPOT 3.75 mg or 11.25 mg if the woman becomes pregnant during treatment and inform the woman of potential risk to the fetus. Advise women to notify their healthcare provider if they believe they may be pregnant.
                            
	
                                When used at the recommended dose and dosing interval, LUPRON DEPOT 11.25 mg usually inhibits ovulation and stops menstruation. Contraception, however, is not ensured by taking LUPRON DEPOT 11.25 mg. If contraception is indicated, advise women to use non-hormonal methods of contraception while on treatment with LUPRON DEPOT 3.75 mg or 11.25 mg.
                            


                        
                            Hypersensitivity Reactions
                        

                        	
                                Acute hypersensitivity reactions, including anaphylaxis, have been reported with LUPRON DEPOT use. LUPRON DEPOT 3.75 mg or 11.25 mg is contraindicated in women with a history of hypersensitivity to gonadotropin-releasing hormone (GnRH) or GnRH agonist analogs.
                            
	
                                In clinical trials of LUPRON DEPOT 3.75 mg or 11.25 mg, adverse events of asthma were reported in women with pre-existing histories of asthma, sinusitis, and environmental or drug allergies. Symptoms consistent with an anaphylactoid or asthmatic process have been reported postmarketing.
                            
	Delayed hypersensitivity reactions, including the severe cutaneous adverse reactions (SCAR) of Stevens-Johnson Syndrome (SJS) and Toxic Epidermal Necrolysis (TEN), have been rarely reported postmarketing in association with leuprolide-containing therapy. Discontinue future leuprolide therapy at first signs or symptoms of delayed hypersensitivity reactions.


                        
                            Initial Flare of Symptoms
                        

                        	
                                Following the first dose of LUPRON DEPOT 3.75 mg or 11.25 mg, sex steroids temporarily rise above baseline because of the physiologic effect of the drug. Therefore, an increase in symptoms may be observed during the initial days of therapy, but these should dissipate with continued therapy.
                            



                        
                            Convulsions
                        

                        	
                                There have been postmarketing reports of convulsions in women on GnRH agonists, including leuprolide acetate. These included women with and without concurrent medications and comorbid conditions.
                            


                        
                            Clinical Depression
                        

                        	
                                Depression may occur or worsen during treatment with GnRH agonists, including LUPRON DEPOT 3.75 mg or 11.25 mg. Carefully observe women for depression, especially those with a history of depression, and consider whether the risks of continuing LUPRON DEPOT 3.75 mg or 11.25 mg outweigh the benefits. Women with new or worsening depression should be referred to a mental health professional, as appropriate.
                            


                        
                            Risks Associated with Norethindrone Combination Treatment
                        

                        	
                                If LUPRON DEPOT 3.75 mg or 11.25 mg is administered with norethindrone acetate, the warnings and precautions for norethindrone acetate apply to this regimen. Refer to the norethindrone acetate prescribing information for a full list of the warnings and precautions for norethindrone acetate.
                            


                        
                            ADVERSE REACTIONS
                        

                        	
                                Most common adverse reactions (>10%) in clinical trials were hot flashes/sweats, headache/migraine, vaginitis, depression/emotional lability, general pain, weight gain/loss, nausea/vomiting, decreased libido, and dizziness.
                            


                        
                            These are not all the possible side effects of LUPRON DEPOT 3.75 mg or 11.25 mg.
                        

                        	
                                Safety and effectiveness of LUPRON DEPOT 3.75 mg or 11.25 mg for management of endometriosis and the preoperative hematologic improvement of women with anemia caused by fibroids have been established in females of reproductive age. Efficacy is expected to be the same for postpubertal adolescents under the age of 18 as for users 18 years and older. The safety and effectiveness of LUPRON DEPOT 3.75 mg or 11.25 mg for these indications have not been established in premenarcheal pediatric patients.
                            
	
                                LUPRON DEPOT 3.75 mg or 11.25 mg is not indicated in postmenopausal women and has not been studied in this population.
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