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IMPORTANT SAFETY INFORMATION: Caldolor should be used with caution in patients with congestive heart failure, kidney impairment, at risk of
blood clots and those who have a prior history of ulcers or gastrointestinal bleeding. When used in such patients, attention to using the lowest effective
dose for the shortest time period is important to reduce the risk of serious adverse events. Ibuprofen has been 
associated with high blood pressure, serious skin reactions, and serious allergic reactions. The most common adverse
reactions reported in the controlled clinical trials were nausea, flatulence, vomiting, and headache.
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Caldolor® (ibuprofen) Injection

Supportive Information
Caldolor is indicated for the management of mild to moderate pain, the management of moderate to severe

pain as an adjunct to opioid analgesics, and for the reduction of fever in adults.

Please see full Prescribing Information, including Boxed Warning, on the following pages.

Clinical Studies: Pain

Dose Ranging Pain Study: Southworth S, et al. A multicenter, randomized, double-blind, placebo-controlled 
trial of intravenous ibuprofen 400 and 800 mg every 6 hours in the management of postoperative pain. Clin Ther
2009; 31:1922-1935.

Abdominal Hysterectomy Study: Kroll P, et al. A Multicenter, Randomized, Double-Blind, Placebo-Controlled 
Trial of Intravenous Ibuprofen (IV-Ibuprofen) in the Management of Postoperative Pain Following Abdominal 
Hysterectomy. Pain Pract; Epub ahead of print July 2010.

Orthopedic Pain Study: Singla N, et al. A Multi-Center, Randomized, Double-Blind Placebo-Controlled Trial of
Intravenous-Ibuprofen (IV-Ibuprofen) for Treatment of Pain in Post-Operative Orthopedic Adult Patients. Pain Med
2010;11:1284-1293.

Clinical Studies: Fever

Single-Cause Fever Study: Krudsood S, et al. Intravenous ibuprofen (IV-ibuprofen) controls fever effectively 
in adults with acute uncomplicated Plasmodium falciparum malaria but prolongs parasitemia. Am J Trop Med Hyg 
2010;83(1):51-55.

All-Cause Fever Study: Morris P, et al. A multi-center, randomized, double-blind, parallel, placebo-controlled 
trial to evaluate the efficacy, safety, and pharmacokinetics of intravenous ibuprofen for the treatment of fever in 
critically ill and non-critically ill adults. Crit Care 2010;14:R125.

Clinical Studies: Safety and Pharmacokinetics

PK Study (5-7 min. infusion): Pavliv L, et al. Pharmacokinetics, safety, and tolerability of a rapid infusion of i.v. 
ibuprofen in healthy adults. Am J Health-Sys Pharm 2011; 68 (1):47-51.

Additional Support

Caldolor Full Prescribing Information

Caldolor Approval Letter dated June 11, 2009

IV NSAIDs:  Prescribing Information Warnings

4

4

4

4








