
: 5-aminosalicylic acid maintains remission in ulcerative colitis
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•Question
jn patients with ulcerative colitis, can

• 5-aminosalicylic acid (5-ASA) main-
•tain remission better than placebo or
Sulfasalazine?

Data sources
^Studies were identified inMEDLINE,
,BIOS, and SCISEARCH (June 1981
^April 1997) using the terms ulcer-
ative colitis and aminosalicylic acid.

•References from retrieved studies
•werescanned, and review articles, con-
• ference proceedings, and textbooks
were also reviewed.

Study selection
./Studies were selected if they were
•randomised, double-blind, controlled
: trials with a treatment duration of > 6
: months and included patients with mild-
to-moderate ulcerative colitis in remis-
sion; oral 5 -ASA therapy was compared
Avith placebo or sulfasalazine; and out-
comes included endoscopic relapse or
early withdrawal.

Data extraction
.: Data were extracted independently by
:: 3 reviewers and recorded on an inten-

tion-to-treat basis. The main outcome
measure was failure to maintain clinical
or endoscopic remission. Adverse effects
and withdrawals were also examined.

Main results
15 studies (22 69 patients) were included;
4 were placebo controlled, and 11 com-
pared 5-ASA with sulfasaiazine. At 6
months, 5-ASA was superior to placebo
for maintaining clinical or endoscopic
remission at all dosage levels (5 studies)
{P < 0.001}* but was not as effective as
sulfasalazine (11 studies) {P = 0.01}*
(Table). In the 6 studies that compared
5 -ASA and sulfasalazine for maintenance
of remission at 12 months, the differ-
ence was not statistically significant. For
safety outcomes, homogenous data
comparing 5-ASA and placebo (4 stud-

ies) and 5-ASA and sulfasalazine (10
studies) did not show statistically signifi-
cant differences.

Conclusions
5-aminosalicylic acid is effective for the
maintenance of remission in ulcerative
colitis. Sulfasaiazine is superior to the
newer 5-aminosalicylic acid products at
6 months but not at 12 months.
Source of funding: University of Calgary,
Canada, and, Seark Mucosal Defense Unit.

Forcorrespondence: Dr. L. Suthei'hmd, Depart-
ment of Community Health Sciences, Univer-
sity of Calgary, 3330 Hospital Drive North
West, Calgary, Alberta T2N 4N1, Canada.
FAX 403-270-7307. E-mail lsutherl@acs.
ucalgmy.ca.

*P values calculated from data in article.

5-ASA vs placebo and 5-ASA vs sulfasalazine for failure to maintain
remission at 6 monthsf

Outcome

Failed clinical
or endoscopic
remission

Outcome

Failed clinical
or endoscopic
remission

Weighted event rates

5-ASA Placebo

45.4% 63.3%

Weighted event rates
5-ASA Sulfasalazine

50% 43.6%

RRR(95%CI)

28% (18 to 36)

RRI(CI)

14% (3 to 27)

NNT(CI)

6 (5 to 9)

NNH(CI)

16 (9 to 67)

tAbbreviations defined in Glossaiy; RRR, RRI, NNT, NNH, and CI calculated from
data in article.

Commentary (continued from page 142) .
considers that the dose of sulfasaiazine for
most studies was kept at 2 g/d (generally con-
sidered the minimally effective dose). Of
those studies with 12-month data, however,
a difference in maintenance rates between
sulfasalazine and 5-ASA was not seen. Thus,
the importance of this resultis not clear. Does
this reflect a clinically meaningful rmance,
oi' is it a spurious statistical result?

Both analyses confirm sulfasalazine as the
drug of choice in patients with mildly to
moderately active ulcerative colitis for both

inducuon and maintenance therapy. Because
the newer 5-ASA products have not been
clearly proved to be superior to sulfasalazine,
are generally more expensive, and have their
own side-effect profiles, they should be con-
sidered second-line treatment, reserved for
patients who are intolerant to sulfasalazine or
for men who are concerned about fertility.

Yvonne Romero, MD
Mayo Clinic

Rochester, Minnesota, USA
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