METHOTREXATE (MTX) TREATMENT Principles of therapy for paediatric patients

MTX is a medicine with immunosuppressive and, in particular, anti-inflammatory effect. In children, itis indicated for the treatment
of juvenile idiopathic arthritis, psoriasis, and certain inflammatory diseases of the blood vessels and muscles. It is available in two
administration forms: oral (tablets) and parenteral (subcutaneous injections). In general, it is well tolerated in childhood. Its efficacy
and safety have been sufficiently demonstrated; however, safe use depends on adherence to the principles below.

Use of MTX
e MTX is taken once weekly at the dose prescribed by the physician, either orally or subcutaneously using an injection pen
* The treatment is most effective when the full dose is administered at one time
¢ Administration of the medicine should not become ritualised; rather, the circumstances and timing of administration should be
deliberately varied to help prevent anticipatory intolerance
e When MTX is taken orally, milk and dairy products shouldn "t be consumed together with MTX or immediately afterwards
¢ Folic acid (Acidum folicum) should be taken 24-48 hours after MTX administration.

Safety precautions

e MTX treatment requires monitoring of selected laboratory parameters. At every follow-up visit (at least once every 3-4 months),
blood samples are therefore needed to assess liver and kidney function.

¢ A sample of the first morning urine should be brought to every outpatient follow-up visit.

¢ During febrile infections and while antibiotics are being taken, methotrexate treatment should be interrupted and resumed only
after the infection has resolved.

¢ The antibiotic trimethoprim-sulfamethoxazole (Biseptol, Sumetrolim - used mainly to treat lower urinary tract infections) is not
recommended during MTX treatment because of drug interactions.

e If a child receiving MTX comes into contact with varicella (chickenpox), the child should be monitored carefully. If the
characteristic varicella rash appears (itchy blisters), MTX treatment must be stopped immediately and full-dose antiviral therapy
with acyclovir must be started without delay (10 mg/kg body weight or 500 mg/m2 body surface area three times daily). This
treatment should be prescribed by a paediatrician or infectious disease specialist; in more severe cases, hospitalisation in an
infectious diseases department may be indicated.

¢ Until recently, mandatory vaccination with live vaccines (MMR) was contraindicated during MTX treatment. Vaccination with live
vaccines in patients receiving immunosuppressive treatment has, however, recently been the subject of intensive study. Such
vaccination appears to be safe and effective, but further studies are remain necessary before it can be introduced into routine
practice. Vaccination with these vaccines should be discussed with the treating rheumatologist.

e Other mandatory inactive vaccines are given according to the standard schedule after consultation with the rheumatologist.
Travel vaccinations should be discussed with your physician.

¢ Alcohol should not be consumed during MTX treatment, especially on the day MTX is taken.

¢ Patients with rheumatic diseases who are treated with MTX must not smoke.

e MTX increases sensitivity to ultraviolet radiation; the child should therefore be protected from sunlight with creams providing a
high sun protection factor (SPF 50 or 50+).

* MTX has serious adverse effects on the developing embryo and fetus; therefore, female patients receiving MTX must not become
pregnant. Pregnancy occurring during MTX treatment is an indication for immediate termination. Sexually active female
patients therefore require contraception (oral contraception combined with barrier methods). Pregnancy should be planned,
and treatment must be discontinued sufficiently in advance.

e Contact your physician immediately in the event of chickenpox, pregnancy, or breathing difficulties

Parenteral MTX treatment (Metoject, Methotrexate-EBEWE)

* Parenteral treatment is subject to all of the principles listed above.

¢ Pre-filled syringes of different strengths (7.5 mg, 10 mg, 12.5 mg, 15 mg, 20 mg, and 25 mg) are colour-coded. When collecting the
medicine from the pharmacy, check that the correct colour has been dispensed.

e Store syringes at room temperature up to 25°C. In hot weather, the medicine may be stored in a refrigerator (in the door
compartment, not near the back wall). When travelling by airplane, carry the syringes in hand luggage; due to security
regulations, a physician’s confirmation of the treatment indication may be required.

¢ Inject the syringe subcutaneously (the tissue under the skin) at an angle of 70-90°, according to the instructions provided.

¢ Rotate injection sites (front of the thighs, upper arms, abdomen, alternating left and right sides).

¢ Pregnant and breastfeeding women, as well as other children, must not handle the medicine.

¢ Used syringes should be stored in a special single-use sharps container and returned to the pharmacy.

If you have any uncertainties or problems related to the prescribed treatment, please contact our outpatient clinic.
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