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A guide to using Fludara


This leaflet gives you some information about Fludara. Please talk to your doctor if you have any questions or worries about your treatment with Fludara either before you start or while you are being treated.





What is chronic Iymphocytic leukaemia?


Fludara is used to treat chronic Iym�phocytic leukaemia (CLL) This is a cancer of the type of white blood cells called lymphocytes Too many lymphocytes are produced and they either don't work properly or are too young (immature) to carry out the normal disease fighting functions of white blood cells If there are too many of these abnormal cells they push aside (displace) healthy blood cells in the bone marrow where most new blood cells are formed and in the blood stream and organs as well Without enough healthy blood cells, infections, anaemia, bruising, exces�sive bleeding (haemorrhaging) or even organ failure can result





The name of your medicine is: Fludara (fludarabine phosphate)





What does Fludara contain?


Each vial of Fludara contains 50mg fludarabine phosphate (equivalent to 39.05mg fludarabine) in a powder for injection It also contains the inactive ingredients mannitol (E421) and sodium hydroxide





Each pack of Fludara contains 5 x 50mg vials





How does Fludara works?


In order for both normal and leukaemia cells to grow and produce more cells like themselves the cells' genetic material (DNA) must be copied and reproduced Fludara works by interfering with the pro�duction of new DNA. Therefore, when Fludara is taken up by the�
leukaemia cells it stops the growth of new leukaemia cells


Fludara is a cytotoxic (anti�cancer) drug.





Who is responsible for Fludara?


The product licence is held by:


Schering Health Care Ltd


The Brow, Burgess Hill


West Sussex RH1 5 9NE





Fludara is manufactured on behalf of Schering AG, Berlin, Germany by:


Ben Venue Laboratories Bedford. Ohio, USA





Uses


Fludara is used in the treatment of chronic Iymphocytic leukaemia This is a cancer of the white blood cells called lymphocytes


Fludara is used in patients with chronic Iymphocytic leukaemia if the first treatment has not worked, or has stopped working





Reasons for not using Fludara


If you are pregnant or breast feeding, if you know you are allergic (hyper�sensitive) to any of the ingredients of this medicine or if your kidneys work at only a very low level you should not be given Fludara





What you should know before you are given Fludara


Fludara should not be used with another drug called pentostatin or deoxycoformycin





The number of normal blood cells may also be reduced and you will have regular blood tests during treat�ment If you notice any unusual bruising, excessive bleeding after injury or if you seem to be catching a lot of infections tell your doctor. In extremely rare cases death has resulted�
from the reduction in red blood cells.





If you have any form of kidney dis�ease or if you are over 70 years old, your kidney function should be checked regularly If it is found that your kidneys do not work properly you may be given Fludara at a reduced dose. If your kidneys work at only a very low level you will not be given Fludara. If you are over 75 years old, Fludara will be given with caution .


If you have very severe chronic Iym�phocytic leukaemia your body may not be able to get rid of all the waste products from the cells destroyed by Fludara This may cause dehydration, kidney failure and heart problems Your doctor will be aware of this and may give you other drugs to stop this happening





When used in patients with acute leukaemia at doses four times greater than the recommended dose for chronic Iymphocytic leukaemia a third of patients experienced severe central nervous system (brain and spinal cord) effects including blind�ness, coma and death Such effects have only very rarely been reported in patients having the recommended dose for chronic Iymphocytic leukaemia However, you should mention to your doctor any unusual symptoms you experience.





The effect on the central nervous system of long�term use of Fludara is unknown but some people have received the recommended dose for up to I 5 courses of therapy





Men, and women who may still be fertile, must use a reliable form of contraception during, and for at least 6 months after stopping, treatment





Check with your doctor about any�
�



�
vaccinations you may need, because live vaccinations should be avoided during and after treatment with Fludara.





What to do if you are taking other medicines


Some drugs, e.g. dipyridamole reduce the effectiveness of Fludara. If you are taking any other medicines regularly, inform your doctor.





Can Fludara be used during preg�nancy and breast feeding?


You should not be given Fludara if you are pregnant because animal studies showed a possible risk of abnormalities in the developing foetus. If you are a woman who may still be fertile you must try to avoid becoming pregnant. However, if you do become pregnant inform your doctor immediately.





It is not known if this drug appears in breast milk. Do not breast feed during your treatment with Fludara.





How is Fludara given?


The recommended dose is 25mg/m2 body surface. This will be given either as an injection or as an infusion (with a drip) once a day for 8 consecutive days every 28 days This five day course of treatment will be repeated every 28 days until your doctor has decided that the best effect has been achieved. The dosage may he decreased or the repeat course delayed if side effects are a problem.





The safety of this drug in children has not been established.





Overdosage


In the case of an overdose your doctor will stop the therapy and treat the symptoms.





Side effects


The most common side effects include fever chills and a reduction in blood cell production by the bone marrow which may result in anaemia, abnormal bleeding or bruising arid infections.





Other commonly reported symptoms�
are generally feeling unwell, feeling tired, loss of appetite, feeling sick (nausea), vomiting and feeling weak





Serious infections have occurred in patients treated with Fludara





Other reported symptoms and those which are more clearly related to the drug are arranged below by body system





Blood production (haematopoiet�ic) system


A reduction in the number of blood cells has been reported in most patients treated with Fludara. The reduction in the number of red blood cells has only rarely been of clinical


importance.





Waste elimination (metabolic) system


A condition called tumour Isis syndrome may occur where the body is unable to cope with all the waste products of the cells killed by Fludara This may lead to abnormal levels of waste products in your blood and possibly kidney failure. If you notice a pain in your side or blood in your urine, tell your doctor immediately. There may also be changes in the proteins (enzymes) found in the liver or pancreas.





Nervous system


In rare cases, weakness, agitation, confusion and visual problems. Numb or weak limbs (peripheral neuropathy) and coma have also occurred.





Lungs (pulmonary system)


Inflammation of the lung (pneumonia) has occurred in association with Fludara treatment. Other allergic-type reactions (pulmonary hypersensitivity) have also occurred. If you experience any difficulty in breathing, have a cough or have chest pains, tell your doctor immediately.





Digestive system


Nausea, vomiting, loss of appetite, diarrhoea, inflammation of the lining of the mouth (stomatitis) arid gastrointestinal bleeding have been reported.�
Heart and blood systems


The build up of fluid in the body tissues frequently occurs. This may lead to swelling in certain areas.





Urinary and reproductive systems


Inflammation of the bladder (cystitis) has been reported rarely





Skin


Skin rashes have been reported. In extremely rare cases red and flaky skin (toxic epidermal necrolysis) can develop.





You should ask your doctor about any change in your health or general sense of well being that you notice while taking Fludara.





Expiry date: The expiry date is printed on the label. Do not use after this date





How should Fludara be stored?


When stored as a powder at up to 30°C, the shelf-life is two years. After reconstitution, Fludara should be used within 8 hours.





Store all drugs properly and keep them out of the reach of children.





Date of preparation 14 July 1994





Product licence number 0053/0239





Fludara® is a registered trademark of Schering AG�
�






