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## 4676575833 : MAJOR CLINICAL PHARMACY
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VERSUS ENTERIC-COATED SULFASALAZINE TABLET IN PATIENTS WITH RHEUMATOID
ARTHRITIS. THESIS ADVISOR : ASST. PROF. PORN-ANONG ARAMVIT, Pharm.D, Ph.D., THESIS
CO-ADVISOR : TASANEE KITUMNUAYPONG, M.D. 114 PP. ISBN 974-17- 4638-5

The purpose of this study was to determine the efficacy and safety of uncoated sulfasalazine tablet and
enteric-coated sulfasalazine tablet in the treatment of patients with active rheumatoid arthritis (RA). The patients
were outpatients in Rheumatology Clinic, Department of Medicine, Rajavithi Hospital during May 2005 and April
2006. The active RA patients were treated with a stable dosage of Methotrexate at least 8 weeks, Antimalarial at
least 16 weeks, Leflunomide at least 24 weeks or any combinations of these drugs throughout the study. The
patients were randomized into 2 groups, one group was treated with the uncoated sulfasalazine tablet and the
other group was treated with enteric-coated sulfasalazine tablet.

From the total of 42 patients, 90.48 percent was female, average age was 42.78 + 13.75 (20-73) years
old and average disease duration was 2.83 + 2.56 (0.58-11.0) years. The patients received Methotrexate,
Antimalarial and Leflunomide were 85.72, 69.05 and 9.52 percents respectively. Thirty-nine patients completed
24 weeks study (20 patients in the uncoated sulfasalazine tablet group and 19 patients in the enteric-coated
sulfasalazine tablet group). Thirteen patients (61.90%) in the uncoated sulfasalazine tablet group and 15 patients
(71.43%) in the enteric-coated sulfasalazine tablet group reached the American College of Rheumatology
definition of 20 percent improvement (p=0.743). Two patients (9.52%) in the uncoated sulfasalazine tablet group
and 4 patients (19.05%) in the enteric-coated sulfasalazine tablet group reached a good response according to
the EULAR criteria (p=0.378). The reducing number of tender joints, physician's global assessment, patient's
global assessment and health assessment were statistically significant different between groups (p=0.045,
p=0.008, p=0.048, p=0.003, respectively). The enteric-coated sulfasalazine tablet group had a higher efficacy.
However, there was no significant different between the groups in terms of the number of swollen joints, pain
assessment, ESR level and DAS28. The enteric-céated sulfasalazine tablet group had a tendency to have better
response. For the safety profile of both groups, there was no significant different. The uncoated sulfasalazine
tablet group tended to experience more gastrointestinal adverse events.

A combination of the enteric-coated sulfasalazine tablet with other DMARDs tends to be efficacious
and safe in active RA patients over the 24-week peroid. Finally, the future study should be replicated by

extension of the number of active RA patients.





