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Informed Consent for Treatment with Rituxan

Genentech, Inc. has announced the FDA approval of Rituxan for Rheumatoid Arthritis (RA). RA is a debilitating autoimmune disease in which antibodies are mistakenly turned against the body’s own joint linings causing the joints to become swollen, inflamed and painful.  Until recently, RA has been traditionally considered a T-cell-mediated disease.  Emerging research suggests that other immune cells called B-cells, which manufacture the antibodies that turn against the body, play a key role in the onset and progression of RA.

PRECAUTIONS:

In deciding to use a medicine, the risks of taking the medicine must be weighed against the good it will do.  This is a decision you and your doctor will make.  For Rituxan, the following should be considered:

ALLERGIES:  Tell you doctor if you have ever had any unusual reaction to Rituxan or to mouse proteins.

PREGNANCY & BREAST FEEDING:  Studies on effects in pregnancy have not been done. Women who are able to bear children should use some kind of birth control during treatment and for up to 12 months after treatment has ended.  Tell your doctor right away if you think you have become pregnant while receiving Rituxan.  Breastfeeding is not recommended during treatment and for a while after you stop receiving Rituxan.

OTHER MEDICATIONS:  Notify your physician of all medications. Cisplatin is a medication that should not be used at the same time as Rituxan.

OTHER MEDICAL PROBLEMS:  The presence of other medical problems may affect the use of Rituxan.  Tell your doctor if you have any other medical problems, especially heart problems, Hepatitis B Virus, lung problems, a high number of cancerous cells in your body, kidney problems, or sensitivity or a previous severe allergic reaction to Rituxan or to mouse proteins.

LABORATORY MONITORING:  Your physician may order complete blood counts and platelet counts at regular intervals. Screening for Hepatitis B virus may be ordered for some patients.

DOSAGE AND ADMINISTRATION:

The schedule and dose of Rituxan will be different for different patients.  The dose that is used may depend on a number of things, including your weight.  Rituxan is administered as a single intravenous infusion lasting 5-6 hours for the first treatment so that your doctor and nurse can observe how your body reacts to the treatment.  If the first infusion is tolerated well, subsequent Rituxan infusions may be shorter.  Tylenol, Benadryl and SoluMedrol may be prescribed to take before the infusion to reduce the risk of side effects. Sometimes a Rituxan infusion must be slowed or stopped because of side effects. The infusion can be started again when symptoms have resolved. The treatment can be completed on the same day, although you may have to stay longer at the office.
ADVERSE REACTIONS AND WARNINGS: 

Rituxan therapy does involve risks.  Along with its needed effects, Rituxan may cause unwanted effects. Serious side effects have occurred in patients treated with Rituxan.  Death within 24 hours of Rituxan infusion has been reported.  Approximately 80% of fatal infusion reactions occurred in association with the first infusion. Other rare cases of death have been due to kidney failure, severe skin reactions and an infection that causes the loss of white matter in multiple areas of the brain. The infection causing loss of white matter in the brain has not been reported in patients with RA.
The problems in serious first administration reactions usually included shortness of breath, lung congestion, abnormal heart rhythm, and low blood pressure. If a serious reaction develops, stopping administration temporarily can reduce the reaction. Other, but not all, side effects related to Rituxan include the following:

MORE COMMON:

· Infection (lowered white blood cell count)
· Bruising and/or bleeding (lowered platelet count)

· Anemia, tiredness, or shortness of breath (lowered red blood cell count)

· Fever and/or chills

· Numbness or tingling in the fingers or toes

LESS COMMON:

· Headache

· Sore throat

· Increased cough

· Flushing

· Nausea and/or loss of appetite

· Dizziness

· Swelling of soft tissues due to allergic reaction

· Runny Nose

· Wheezing

· Muscle aches or joint aches

· Rash, itch, or the development of hives

UNUSUAL:

· Severe allergic reaction (fast heart rate, wheezing, low blood pressure, sweating, swelling of the throat and face, rash may occur within a few minutes of treatment)

· Difficulty or inability to breathe

· Low blood pressure

· High blood pressure

· Diarrhea

· Anorexia or weight loss

· Abdominal pain

· Vomiting

· Insomnia

· Hyperglycemia (high blood sugar levels)

· Swelling of the extremities (feet, legs, hands, arms)

· Severe hepatitis (liver infection) in those patients who are carriers of the hepatitis virus.

CALL YOUR DOCTOR IMMEDIATELY if you notice black, tarry stools, blood in your urine or stools, painful or difficult urination, pinpoint red spots on skin, unusual bleeding or bruising, unusual tiredness or weakness.

OTHER SIDE EFFECTS NOT LISTED ABOVE may also occur in some patients.  If you notice any other effects, check with your doctor.

EMERGENCY CONTACTS:

In case of an emergency, you can contact our office at (505) 341.4148 from 8:00am – 4:30pm Monday-Thursday.  After business hours, call the answering service at (505) 857.3865 and you will be directed to the physician on call.

I certify that I have read and understand this consent form and agree to receive Rituxan intravenous treatment.  I have had an opportunity to discuss this treatment with my physician and ask questions regarding this treatment.  I will be given a signed copy of this form for my records.

Patient Name _____________________________________________DOB:_______________________________
                                             (printed)

Patient Signature _____________________________________________________Date_____________________
Witness Signature _____________________________________________________Date____________________
FINANCIAL RESPONSIBILITY:

Our office will contact your insurance company and the necessary arrangements will be made for approval of the medication and administration.  You may want to follow up with your insurance company also to be sure everything is covered and your cost.  Our office does NOT provide a guarantee of coverage for any of these services.  If coverage is not provided, YOU WILL BE RESPONSIBLE for any charges incurred for treatment and/or follow-up care.
Patient Signature ______________________________________________________Date _______________
