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Actos - along with Actoplus Met, Actoplus Met XR, & Duetact - are prescription medications that contain the active substance pioglitazone. They are diabetes medications produced by Takeda Pharmaceuticals.





Includes Takeda’s Actos, Actoplus Met, Actoplus Met XR, & Duetact





Actos (pioglitazone)





Actos was approved by the FDA in July of 1999 and became the market leader after a 2007 study showed a 43 percent increase in heart attacks from GlaxoSmithKline’s Avandia. (According to a study published last year in the American Heart Association journal, Circulation: Cardiovascular Quality and Outcomes, the heart risk from Actos is just as great as the risk posed by Avandia.) In the last year, the medication had global sales of $4.8 billion and accounted for 27% of Takeda’s revenue. In 2008, Actos was the tenth best selling medication in the United States. From January 2010 through October 2010, there were an estimated 2.3 million prescriptions filled by diabetic patients that had a pioglitazone containing product from pharmacies in the United States.


Actos Indication


Actos is used to treat type 2 diabetes in adults (18 and over), particularly those who are overweight. Actos is not generally used as a first-line therapy, instead it is used: 


As monotherapy in adult patients nadequately controlled by diet and exercise for whom metformin is inappropriate because of contraindications or intolerance,


As dual oral therapy in combination with Metformin, in adult patients with insufficient glycaemic control despite maximal tolerated dose of monotherapy with metformin OR a sulphonylurea, only in adult patients who show intolerance to metformin or for whom metformin is contraindicated, with insufficient glycaemic control despite maximal tolerated dose of monotherapy with a sulphonylurea. 


As triple oral therapy in combination with metformin and a sulphonylurea, in adult patients with insufficient glycaemic control despite dual oral therapy.


Actos can also be used together with insulin in patients who are not satisfactorily controlled with insulin alone and cannot take metformin.


Type 2 Diabetes Mellitus


Type 2 diabetes usually develops in adulthood and occurs when the body (the pancreas) does not produce enough insulin or cannot properly use the insulin it makes to control blood sugar. Insulin allows sugar to enter the cells of your body. Once inside the cells, sugar is used as a source of energy. If your body is resistant to the effects of insulin—a condition known as insulin resistance—and if it cannot make enough insulin to overcome that resistance, sugar builds up in the blood (hyperglycemia). 





Actos Function





The active substance in Actos, pioglitazone is a thiazolidinedione (or "glitazone") that stimulates the nuclear receptor PPAR-γ (peroxisome proliferator-activated receptor gamma) and to a lesser extent PPAR-α (-alpha). Its role is to modulate the transcription of the insulin-sensitive genes involved in the control of glucose and lipid metabolism in the muscle, adipose tissue, and the liver. As a result, pioglitazone reduces insulin resistance in the liver and peripheral tissues; increases the expense of insulin-dependent glucose, decreases withdrawal of glucose from the liver; and reduces the quantity of glucose, insulin and glycated hemoglobin in the bloodstream. 





Essentially, pioglitazone makes fat, muscle and liver cells more sensitive to insulin, which means that the body makes better use of the insulin it produces. As a consequence, the blood glucose levels are reduced and this helps to control type 2 diabetes.








In 2003, due to preclinical studies of pioglitazone and the results of two 3-year controlled clinical studies of Actos, the U.S. Food & Drug Administration (FDA) requested a safety study to assess the risk of bladder cancer.





Meanwhile, drug regulators in France and Germany have ordered doctors to stop prescribing pioglitazone-containing medicines. 





Actos & Bladder Cancer





Bladder Cancer


Bladder cancer is a disease in which abnormal cells multiply without control in the bladder. The bladder is a hollow, muscular organ in the pelvis whose main function is to store urine before it leaves the body. The most common type of bladder cancer begins in cells lining the inside of the bladder and is called transitional cell carcinoma (sometimes urothelial cell carcinoma). Cancer cells can then invade other tissue, where they begin to grow and form new tumors that replace normal tissue.


Symptoms


Abdominal pain


Blood in the urine (hematuria)


Bone pain or tenderness


Fatigue


Painful urination (dysuria)


Urinary frequency


Urinary urgency


Urine leakage (incontinence)


Weight loss





Types of Bladder Cancer


Bladder tumors are grouped into several types by how their cells look under a microscope. The type of bladder cancer you have can affect your treatment options. This is because different types can respond differently to treatments such as radiation and chemotherapy.


The main types of cancers that affect the bladder are:


Transitional cell carcinoma (95%)


Squamous cell carcinoma (~1% - 2%)


Adenocarcinoma (~1%) 


Small cell carcinoma (<1%)


These same types of cancer can also grow in other places in the urinary tract, such as the lining of the kidney (called the renal pelvis), the ureters, and the urethra. In fact, patients with bladder cancer sometimes have a similar tumor in the lining of the kidneys, ureters, or urethra. Therefore, when someone is found to have a cancer in one part of their urinary system, the entire urinary tract needs to be checked for tumors. 





In 2010, the FDA released a Safety Communication stating an increased risk of bladder cancer was observed among patients with longest exposure to Actos, as well as in those exposed to the highest cumulative dose.





Diagnosis


If you have symptoms that suggest bladder cancer, your doctor will try to find out what’s causing the problems. You may have one or more of the following tests: 


Urine tests: The lab checks your urine for blood (hematuria), cancer cells, and other signs of disease. These include urinalysis, urine cytology, and urine tests for tumor markers such as UroVysion™, BTA tests, Immunocyt™, and NMP22 BladderChek®.  


Cystoscopy: Your doctor uses a thin, lighted tube (a cystoscope) to look directly into your bladder. It may be done at your doctor’s office. This test can be uncomfortable because the doctor will insert the cystoscope into the bladder through your urethra. You may need local anesthesia for this test.


Biopsy: Your doctor can remove samples of tissue with the cystoscope, called a biopsy. A pathologist then examines the tissue under a microscope. In most cases, a biopsy is the only sure way to ell whether cancer is present.


For a small number of patients, the doctor removes the entire area with cancer during the biopsy. For these patients, bladder cancer is diagnosed and treated at the same time. 


Grade


If cancer cells are found in the tissue sample from the bladder, the pathologist determines the grade – or how much the tumor tissue differs from normal bladder tissue. It may suggest how fast the tumor is likely to grow. 


Low-grade cancers look more like normal tissue. They are also called well-differentiated cancers. These cancers usually have a good prognosis (outlook). 


High-grade tumors tend to grow faster than those with lower grades and are also more likely to spread. These cancers may be called either poorly differentiated or undifferentiated. 


Invasiveness


A biopsy can show how deeply the cancer has invaded into the bladder wall, which is very important in deciding treatment. If the cancer stays in the inner layer of cells without growing into the deeper layers, it is called non-invasive. If the cancer grows into the deep layers of the bladder, it is called invasive. Invasive cancers are more likely to spread and are harder to treat. 


You may also see a bladder cancer described as superficial or non-muscle invasive. These terms include both non-invasive tumors as well as any invasive tumors that have not grown into the main muscle layer of the bladder. 


Staging


Once the bladder cancer is diagnosed, your doctor may order some imaging tests to see if the cancer has spread to tissues near the bladder, nearby lymph nodes or to distant organs. These include: Intravenous pyelogram (IVP), retrograde pyelogram, chest x-ray, computed tomography (CT) scan, magnetic resonance imaging (MRI) scan, ultrasound, and bone scan.


The following stages are used to classify the location, size, and spread of the cancer, according to the TNM (tumor, lymph node, and metastasis) staging system:


Stage 0: Cancer cells are found only on the inner lining of the bladder (The doctor may call this carcinoma in situ – or “in its place”. This stage is also often called Stage Ta).


Stage I: Cancer cells have proliferated to the layer beyond the inner lining of the urinary bladder but not to the muscles of the urinary bladder.


Stage II: Cancer cells have proliferated to the muscles in the bladder wall but not to the fatty tissue that surrounds the urinary bladder.


Stage III: Cancer cells have proliferated to the fatty tissue surrounding the urinary bladder and to the prostate gland, vagina, or uterus, but not to the lymph nodes or other organs.


Stage IV: Cancer cells have proliferated to the lymph nodes, pelvic or abdominal wall, and/or other organs.


Recurrent: Cancer has recurred in the urinary bladder or in another nearby organ after having been treated.





Bladder Cancer: Diagnosis & Staging





SECOND OPINION:


Before starting treatment, you may want a second opinion about your diagnosis, the stage of cancer, and the treatment plan. Some people worry that the doctor will be offended if they ask for a second opinion – usually the opposite is true, most doctors welcome them. 


A second opinion will give you more information and perhaps a greater sense of control. You can feel more confident about the decisions you make, knowing that you’ve looked at all of your options.  





Once the doctor determines the stage of the cancer, he or she will be able to plan the best treatment. The treatment of bladder cancer depends on many factors, such as the location of the tumor in the bladder, whether the tumor has invaded the muscle layer or tissues outside the bladder, whether the tumor has spread to other parts of the body, the grade of the tumor, and your age and general health. 


Your doctor may refer you to a specialist, or you may ask for a referral. You may want to see a urologist, a surgeon who specializes in treating problems in the urinary tract. Other specialists who treat bladder cancer include urologic oncologists, medical oncologists, and radiation oncologists.


Surgery


Surgery is an option for most people with bladder cancer. You and your surgeon can talk about the types of surgery and which may be right for you: 


Transurethral resection (TUR): The doctor inserts a cystoscope into the bladder through your urethra. The cutting tool is slipped through the cystoscope. A small wire loop at the end of the tool removes the cancer and burns away remaining cancer cells with an electric current. TUR may need to be repeated. For a few days after TUR, you may have some blood in your urine and difficulty or pain when passing urine. 


Open Surgery: The surgeon makes an incision into your body to remove the cancer from your bladder. For some people with a single, small tumor in the bladder, the surgeon does not remove the entire bladder. In a partial cystectomy, the surgeon removes the tumor, the part of the bladder containing the tumor, and nearby lymph nodes. After part of the bladder is removed, you may not be able to hold as much urine in your bladder as before surgery. For bladder cancer that has invaded the muscle layer (Stage II or some Stage III), the most common type of surgery is radical cystectomy. The surgeon removes the entire bladder, nearby lymph nodes, and part of the urethra. In addition, the surgeon usually removes the prostate from a man and may remove the uterus from a woman. Other nearby tissues may also be removed. When the entire bladder is removed, the surgeon makes another way for urine to be collected from the kidneys and stored. You may wear a flat bag outside the body under your clothes, or the surgeon may use part of your intestine to create a pouch inside the body. 


Chemotherapy


Chemotherapy uses drugs to kill cancer cells. It may be used to treat bladder cancer before or after surgery. You may receive chemotherapy in different ways: Into the bladder: After TUR for early bladder cancer, the doctor inserts a tube (catheter) through your urethra to put a liquid drug in the bladder. This treatment may be given once a week for six weeks. By mouth: Some drugs are pills that you can swallow. Into a vein: For cancer that has invaded the muscle of the bladder or spread to other tissues, drugs are usually given by vein. The drugs enter the bloodstream and travel throughout your body. Chemotherapy is usually given in cycles, which include a treatment period and a rest period. Chemotherapy kills fast-growing cancer cells, but the drugs can also harm normal cells, making you more likely to get infections, bruise/bleed easily, feel very weak/tired, have a poor appetite, nausea/vomiting, diarrhea, mouth/lip sores and may cause hair loss. 


Biological Therapy


People with early bladder cancer may receive a treatment called biological therapy. The treatment is BCG solution, which is a liquid containing weakened bacteria. The bacteria help your body’s natural defenses to kill cancer cells in the bladder. After TUR, the doctor inserts a tube through your urethra to put the liquid treatment in your bladder for about two hours. BCG solution is usually given once a week for six weeks. You may feel unusually tired during the treatment process and the solutions can irritate your bladder. You may experience the urgent need to urinate, and urinary frequency, along with pain. You may also have blood in your urine, nausea, a fever or chills. 


Radiation Therapy


Radiation therapy uses high-energy rays to kill cancer cells. It may be given after surgery, usually along with chemotherapy, but can also be given instead of surgery or chemotherapy. The radiation comes from a large machine that aims beams of radiation at the bladder area in the abdomen. You’ll go to a hospital or clinic 5 days a week for several weeks to receive radiation therapy. Side effects include nausea, vomiting, diarrhea, and extreme fatigue. 





Treatment Options





Clinical trials are carefully controlled research studies that are done with patients who volunteer for them. They are done to get a closer look at promising new treatments or procedures. There are requirements you must meet to take part in any clinical trial. If you do qualify for one, it is up to you whether or not to enter it. 


If you would like to take part in a clinical trial, you should start by asking your doctor if your clinic or hospital conducts clinical trials. You can also call the American Cancer Society’s clinical trials matching service for a list of clinical trials that meet your medical needs at 1-800-303-5691 or via their website at � HYPERLINK "http://www.cancer.org/clinicaltrials" �www.cancer.org/clinicaltrials�. You can also get a list of current clinical trials by calling the National Cancer Institute’s Cancer Information Service toll-free at 1-800-4-CANCER (1-800-422-6237) or by visiting the NCI Clinical Trials website at � HYPERLINK "http://www.cancer.gov/clinicaltrials" �www.cancer.gov/clinicaltrials�. Other helpful sites include � HYPERLINK "http://www.clinicaltrials.gov" �www.clinicaltrials.gov� and � HYPERLINK "http://www.CenterWatch.com" �www.CenterWatch.com�.


Follow-up Care


Your healthcare team will help you return to normal activities as soon as possible. The goals of rehabilitation depend on the extent of disease and surgery. People who have had bladder cancer are at high risk of developing a second bladder cancer, so it is very important to go to all of your follow-up appointments. You’ll need regular checkups (such as every 3 to 6 months) after treatment that may include a physical exam, blood tests, urine tests, cystoscopy, or CT scans. If you have any health problems between checkups, you should contact your doctor. 


Lifestyle Changes


You can’t change the fact that you have had cancer. What you can change is how you live the rest of your life – making choices to help you stay healthy and feel as well as you can. 


Tobacco: For people who already have bladder cancer, quitting tobacco may reduce the chance of getting another type of cancer, lung disease, or heart disease. Quitting can also help cancer treatments work better. For help, consult your doctor, NCI’s Smoking Quitline at 1-877-448-7848 or go online to � HYPERLINK "http://www.smokefree.gov" �www.smokefree.gov�.


Nutrition: Treatment can change your sense of taste and nausea can be a problem. Although you may lose your appetite, do your best to put healthy eating habits into place. Drink plenty of water and eat a lot of fruits and vegetables. 


Rest, fatigue, work, and exercise: Studies have shown that exercise can help reduce fatigue. However, learn to balance your fatigue with rest – overall, don’t push yourself too hard. 





Living with Bladder Cancer

















Clinical Trials, Follow-up Care, & Lifestyle Changes





National Cancer Institute


Toll-free number: 1-800-422-6237


Website:� HYPERLINK "http://www.cancer.gov�" �www.cancer.gov��





Cancer Hope Network


Toll-free number: 1-800-552-4366


Website:� HYPERLINK "http://www.uoaa.org" �www.cancerhopenetwork.org��





United Ostomy Associations of America, Inc. 


Toll-free number: 1-800-826-0826


Website:� HYPERLINK "http://www.uoaa.org" �www.uoaa.org��





International Ostomy Association


Website:� HYPERLINK "http://www.uoaa.org" �www.ostomyinternational.org��





Bladder Cancer Webcafé


Website: � HYPERLINK "http://www.urologyhealth.org" �www.blcwebcafe.org�





Cancer Care, Inc.


Toll-free number: 1-800-813-HOPE


Website: � HYPERLINK "http://www.uoaa.org" �www.cancercare.org ��





American Urological Association Foundation


Toll-free number: 1-800-828-7866


Website: � HYPERLINK "http://www.urologyhealth.org" �www.urologyhealth.org�





American Cancer Society


Toll-free number: 1-800-227-2345


Website: � HYPERLINK "http://www.uoaa.org" �www.cancer.org ��





Bladder Cancer Advocacy Network (BCAN)


Website: � HYPERLINK "http://www.urologyhealth.org" �www.bcan.org�





Resources








Quality of Life Issues





Among the effects that patients with persistent pain experience are: 


Disturbed sleep


Impaired work ability


Persistent fatigue and tiredness


Frequent sadness and worry


Reluctance to move or exercise


Diminished appetite, malnutrition


Pain management is essential in order to prevent diminished quality of life.








Support Networks





After diagnosis and during treatment, you will face a range of emotions, and it is important to remember that fighting cancer will produce both strong and weak days. You should also know that there are many resources available to assist in the fight. 





Many patients and their families seek counseling from outside sources such as:





Psychologists


Psychiatrists


Local ministers


Hospital chaplains


Social workers


Social services (meals on wheels, home help, etc.)














* Ostomy: The surgical operation to create an opening in the body for discharge of body wastes.





Support Networks and Other Resources





Nance Cacciatore is one of Florida’s premier plaintiff side trial firms, representing seriously injured individuals and their families. Our lawyers have represented thousands of individuals in personal injury, medical malpractice and products liability cases.





When litigating against some of the largest companies in the world it is critical to not only have experience, but also to have the necessary financial resources. All of the work Nance Cacciatore performs on behalf of its clients is done on a contingency basis. The firm fronts all of the litigation costs and is only paid if the clients recover money. If the opposing party doubts the plaintiff’s willingness or ability to spend the money necessary to fully prepare and litigate a case then getting full compensation is virtually impossible. Because of its track record of success, and history of litigating cases, the companies that Nance Cacciatore sues understand that the firm can and will do whatever is necessary to achieve the best result for our clients.





In addition to financial resources, Nance Cacciatore places substantial personal attention on every case. 





Nance Cacciatore











+





How much will it cost me for you to investigate my claim? There is never an out-of-pocket cost to you for any of our services, including the preliminary investigation of your potential claim. If you later decide to retain us as your attorneys we will work for you on a contingency fee basis. This means we are paid only if we win a judgment or negotiate a settlement on your behalf.





How much will it cost me for you to represent me? We work on a contingency fee basis, which means we are paid only if we receive a monetary award or settlement. Our fees and expenses will then be subtracted from this final amount. 





What is a contingency fee? A law firm that works on a contingency fee basis does not charge by the hour. Instead, a percentage of the money awarded to you will go to this office and the rest will go to you. Most attorneys in personal injury cases operate on a contingency fee basis. This means that we take all the financial risks involved in the lawsuit. If we do not recover a settlement for you, you will not be responsible for any fees or expenses. 





I don’t live in Florida. Can you still help me? For complex issues it is best to seek a law firm with the appropriate expertise, no matter where that law firm is located. Though you may live in a particular state, the question about where to actually file a lawsuit can only be answered on a case-by-case basis after examining all the facts. We will always file in the jurisdiction we deem most favorable to your claim. �


If your case is not filed in  Florida, we will affiliate with local attorneys in the state that your case is filed. Physical distance will never hinder our representation. All of our clients receive personalized attention and quick responses to their questions, regardless of where they live in the United States. 





How large of a settlement can I expect? The value of your potential claim depends on many factors, such as your exposure to the drug, other contingent factors, and the financial resources of the responsible parties. 





In other words, it really is not possible to answer this question without knowing a lot about your potential claim, and you should be suspicious of any lawyer that guarantees you a specific amount or range on your first meeting. 





Can you also assist me with administrative claims? We will pursue claims for you from the drug manufacturer.





Common Questions About Legal Representation





525 North Harbor City Blvd.�Melbourne, FL 32935


(321) 777-7777


www.nancelaw.com





Nance Cacciatore











