


Ulcerative colitis (Children ≥5 years and Adolescents)
    20 to <40 kg:SUBQ: Initial: 80 mg on day 1, then 40 mg administered weekly for 2 weeks (on day 8 and day 15). Maintenance 
(beginning day 29): 40 mg every other week or 20 mg every week.
    ≥40 kg:SUBQ: Initial: 160 mg on day 1 (administered as full dose on day 1 or dose split and administered over 2 consecutive days), 
then 80 mg administered weekly for 2 weeks (a dose on day 8 and day 15). Maintenance (beginning day 29): 80 mg every other 
week or 40 mg every week.

Hidradenitis suppurativa (Children ≥12 years and Adolescents)
    30 to <60 kg:SUBQ: Initial: 80 mg on day 1. Maintenance (beginning day 8): 40 mg every other week.
    ≥60 kg:SUBQ: Initial: 160 mg (administered as full dose on day 1 or dose split and administered over 2 consecutive days), then 
80 mg 2 weeks later (day 15). Maintenance (beginning day 29): 40 mg weekly or 80 mg every other week.

 Administration

For SUBQ injection at separate sites in the thigh or lower abdomen (avoiding areas within 2 inches of navel); rotate injection sites. 
May leave at room temperature for ~15 to 30 minutes prior to use; Do not remove cap or cover while allowing product to reach room 
temperature. Do not use if solution is discolored or contains particulate matter. Do not administer to skin which is red, tender, 
bruised, hard, or that has scars, stretch marks, or psoriasis plaques.

 Adverse Reactions

>%10: Dermatologic: Skin rash (%12); Hematologic & oncologic: Positive ANA titer (%12); Immunologic: Antibody development 
(%3 to %26); Infection: Infection; Local: Injection site reaction (%5 to %20; including bleeding at injection site, erythema at injection 
site, injection site pruritus, pain at injection site, swelling at injection site); Nervous system: Headache (%12); Neuromuscular & 
skeletal: Increased creatine phosphokinase in blood specimen (children and adolescents: %15); Respiratory: Sinusitis (%11), upper 
respiratory tract infection (%17)
%5 to %10: Cardiovascular: Hypertension (%5); Endocrine & metabolic: Hypercholesterolemia (%6), hyperlipidemia (%7); 
Gastrointestinal: Abdominal pain (%7), nausea (%9); Genitourinary: Hematuria (%5), urinary tract infection (%8); Hepatic: Increased 
serum alkaline phosphatase (%5); Hypersensitivity: Hypersensitivity reaction (children and adolescents: %5 to %6); Infection: 
Serious infection (%4 to %5); Neuromuscular & skeletal: Back pain (%6); Respiratory: Flu-like symptoms (%7); Miscellaneous: 
Accidental injury (%10).

 Pregnancy Considerations

Adalimumab crosses the placenta, but based on available data, an increased risk of adverse maternal or fetal effects has not been 
observed following adalimumab exposure during pregnancy.
The risk of immunosuppression may be increased following third trimester maternal use of TNF-α blocking agents; the fetus, 
neonate/infant should be considered immunosuppressed for 1 to 3 months following in utero exposure. Vaccination with live 
vaccines should be avoided for the first 6 months of life if exposure to a biologic agent occurs during the third trimester of pregnancy 
(eg, >27 weeks' gestation).
For adalimumab, the final injection can be given 2 to 3 weeks prior to the estimated date of delivery (1 to 2 weeks if weekly dosing), 
then continued 48 hours postpartum.

 Breastfeeding Considerations

Adalimumab is present in breast milk, but an increased risk of infection has not been observed in breastfeeding infants whose 
mothers were using adalimumab monotherapy.
The decision to breastfeed during therapy should consider the risk of infant exposure, the benefits of breastfeeding to the infant, and 
benefits of treatment to the mother. However, TNF-α blocking agents are considered compatible with breastfeeding.

 Contraindications

Known hypersensitivity to adalimumab or any component of the formulation; severe infection (sepsis, tuberculosis, opportunistic 
infection); moderate-to-severe heart failure (NYHA class III/IV).

 Warning & Precautions

Anaphylaxis/hypersensitivity reactions; Antibody formation; Autoimmune disorder; Demyelinating disease; Heart failure; 
Hematologic disorders; Hepatitis B; Infections; Malignancy; Tuberculosis

 Monitoring Parameters

CBC with differential (baseline); Metabolic assessment (baseline); Signs/symptoms of infection; Tuberculosis (TB) screening prior to 
initiating and during therapy (chest X-ray if TB positive); Hepatitis C virus/hepatitis B virus (HBV) screening prior to initiating (all 
patients), HBV carriers (during and for several months following therapy); HIV screening in high risk patients (baseline); 
Hypersensitivity reaction; Lupus-like syndrome; Malignancy (eg, splenomegaly, hepatomegaly, abdominal pain, persistent fever, 
night sweats, weight loss); Improvement of symptoms and physical function assessments

 Storage & Handling

Store in a refrigerator (2 C – 8 C). Do not freeze. Keep the pre-filled syringe or pre-filled pen in its outer carton in order to protect from 
light.

Reference:
Adalimumab Drug Information, UpToDate Drug Database, 
Accessed in 2022.


