
INTRODUCTION

In one-third of all ulcerative colitis (UC) cases, the
rectum or distal colon was involved. Ulcerative
proctitis is a disease limited to the rectum. Dis-
tinct from the other types of UC, there are no acu-
te complications like toxic megacolon and colorec-
tal cancer risk. The course of ulcerative proctitis is
variable; it may be associated with remission or
relapse, or it may show a refractory course. 5-Ami-
nosalicylic acid (5-ASA) suppository, 5-ASA enema
and oral 5-ASA preparations are the medications
that may be used in the maintenance treatment of
ulcerative proctitis; combination (oral + rectal)
treatment may also be administered. There is no
use of oral or topical steroids in the maintenance
treatment of ulcerative proctitis. There is no clear
consensus regarding the maintenance treatment
of ulcerative proctitis or its duration. The mainte-
nance treatment may be administered to prevent
possible relapse, proximal spread or development
of colorectal cancer. This study was performed to
offer suggestions by reviewing all the literature
based on these three parameters. 

MATERIALS AND METHODS

A search in Medline was performed with the follo-
wing key words by using systematic literature
scan: “proctocolitis and maintenance treatment”,
“ulcerative proctitis and maintenance treatment”,
“ulcerative proctitis and maintenance treatment
and mesalazine”, "colitis, ulcerative" [Mesh] and
maintenance treatment”, “ulcerative proctitis and
proximal extension”, “ulcerative proctitis and

prognosis”, and “ulcerative proctitis and colon can-
cer”. All of the studies performed in an adult gro-
up were included into the assessment. Additio-
nally, other studies were attained by scanning li-
terature references. Should maintenance therapy
be performed in ulcerative proctitis? Aiming to
find a response to the question, “How long should
it be continued?”, 10 studies were attained in con-
sequence of scanning 729 literatures. All of the
studies analyzed were retrospective. Relapse rate,
proximal spread of the disease and colon cancer
were used as analysis and evaluation criteria.

RESULTS

Only a small number of ulcerative proctitis cases
can discontinue the treatment, and 47%-86% of
them relapse within one year (1). Female gender
and younger age are risk factors for relapse (2).
Long-term epidemiological studies have shown
that ulcerative proctitis could later develop more
proximal colitis or pancolitis. It has been determi-
ned that 22% of ulcerative proctitis cases had pro-
ximal spread within 1-2 years despite medical tre-
atment (3). In two long-term epidemiological stu-
dies (10 years), it was found that 32% and 41% of
ulcerative proctitis cases had proximal spread,
respectively (4,5). In the study performed by the
IBSEN group, proximal spread was seen in 28% of
the cases and progression to extensive colitis in
10% of the cases in five years (2). It has been
shown that proximal spread of the disease could
be prevented with oral mesalazine treatment (6). 
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In a long-term retrospective screening, proximal
spread and spread as far as the splenic flexure in
273 ulcerative proctitis cases were found to be 20%
and 4% in the 5th year and 54% and 10% in 10th ye-
ar, respectively. Proximal spread risk was found
to be higher in individuals not smoking, having
more than three relapses in a year, and requiring
systemic steroid and azathioprine (refractory di-
sease) (7). When all of the literature was searched,
it was seen that colorectal cancer risk did not in-
crease in ulcerative proctitis cases (8-10, ECCO
statement 9B, 9L) (Table 1).

A study directly answering the question, “How
long should maintenance treatment be continu-
ed?”, could not be found, but in long-term follow-
up studies, it was shown that the relapse rate in
patients with distal colitis was lower and occurred
in advanced stages compared to those with panco-
litis and left-sided colitis (11). Randomized-con-
trolled studies were performed regarding mainte-
nance treatment of ulcerative proctitis.

In Randomized-Controlled Studies Regarding
Mesalamine Suppository and Placebo

Mesalamine suppository 800 mg (12 months) and
placebo (12 months) were compared, and mesala-
mine treatment was found to be superior in the
maintenance of remission (12). Mesalamine sup-
pository 1 g (3 days/week for 6 months, 12 months,
24 months) and placebo (3 days/week for 6
months, 12 months, 24 months) were compared,
and mesalamine treatment was found to be supe-
rior in the maintenance of remission (13). Mesala-
mine suppository 500 mg (12 months, 24 months)
and placebo (12 months, 24 months) were compa-
red, and mesalamine treatment was found to be
superior in the maintenance of remission (1). Me-
salamine suppository 500 mg, 1 g (12 months) and
placebo (12 months) were compared, and mesala-
mine 1 g treatment was found to be superior to
mesalamine 500 mg, and mesalamine treatment
(500 mg, 1 g) was found to be superior to placebo
(14).

In Randomized-Controlled Studies Regarding
Budesonide Enema and Placebo

Budesonide enema (2 days/week for 6 months) and
placebo (6 months) were compared, and budesoni-
de was not found to be superior to placebo in the
maintenance of remission (15).

In Randomized-Controlled Studies 
Regarding Mesalamine Enema and Oral 
5-ASA Preparations

When 5-ASA 4 g enema treatment (daily in the
first week of the month) and daily 2 g sulfasalazi-
ne treatment were compared, no significant diffe-
rence was found regarding two-year relapse rates
(16). When mesalamine 4 g enema treatment (on-
ce in 3 days) and mesalamine 1.5 g tablet (daily)
treatments were compared, two-year remission ra-
tes in the enema arm were found to be statistically
significantly higher than in the tablet arm (74%,
32%, respectively; p<0.001) (17).

In Randomized-Controlled Studies Regarding
Combined Treatment

When 5-ASA tablet (1.6 g/day) + 5-ASA enema 4 g
(2 days/week) treatment was compared with 5-
ASA tablet (1.6 g/day) + placebo (2 days/week) tre-
atment, relapse rates in the combined treatment
arm were found to be statistically significantly lo-
wer than in the oral treatment arm (39%, 69%,
respectively; p<0.036) (18). 

Refractory proctitis is a different entity, and its
maintenance treatment shows variation compared
to classical ulcerative proctitis. The causes of ref-
ractory proctitis can be drug non-compliance, ina-
dequate active drug levels, erroneous drug admi-
nistration, proximal constipation, infection, and
comorbidity of irritable bowel syndrome, Crohn’s
disease, mucosal prolapse, and very rarely, cancer.
Proximal constipation should be treated. If inflam-
mation persists in sigmoidoscopy despite topical
mesalazine and oral steroid, plain abdominal radi-
ograph is recommended. In case of observation of
fecal burden in the descending colon, it is suitable
to administer laxative. If the symptoms do not reg-
ress in two to four weeks, then it should be treated
as a serious disease. Treatment with cyclosporine,
tacrolimus or biological agents may be tried. In ca-
ses unresponsive to treatment, ileoanal pouch and
total colectomy are recommended (ECCO 5.2.7). If
remission is obtained with azathioprine in a case
with refractory proctitis, azathioprine is recom-
mended in the maintenance treatment (19).
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Colonic involvement Colorectal Ca RR (95% Cl) 
Pancolitis 14.8 (11.4-18.9) 

Left-sided colitis 2.8 (1.6-4.4) 

Proctitis 1.7 (0.8-3.2) 
AGA Technical Review on the Diagnosis and Management of Colo-
rectal Neoplasia in Inflammatory Bowel Disease

Table 1. Colorectal cancer development together
with ulcerative colitis involvement (Gastroentero-
logy 2010; 138: 746-74)



CONCLUSION

Maintenance treatment in ulcerative proctitis ca-
ses may prevent possible relapse and proximal
spread. Maintenance treatment is not recommen-
ded to prevent colorectal cancer, since it has been
observed in many studies that colorectal cancer
did not develop in ulcerative proctitis cases (8-10,
ECCO statement 9B, 9L). Randomized-controlled
studies have been performed regarding mainte-
nance treatment in ulcerative proctitis cases. All
of the randomized-controlled studies were analy-
zed, and “Number-Needed to Treat” (NNT) values
of each study calculated separately are shown in
Table 2.

In conclusion, in maintenance treatment, mesala-
mine suppository treatments were found to be su-
perior to placebo, mesalamine enema treatment
was found to be superior to mesalamine oral treat-

ment, and combined treatment (oral + rectal) was
found to be superior to oral treatment (1,12-
14,17,18). Budesonide enema was not found to be
effective in maintenance treatment (15). 
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Mesalamine  800 mg supp 12 mo/placebo: NNT: 1.4

Mesalamine 1 g supp (3/7) 12 mo/placebo: NNT: 7

Mesalamine 1 g supp 6 mo/placebo: NNT: 4

Mesalamine 500 mg supp 12 mo/placebo: NNT: 5.8

Mesalamine 500 mg supp 24 mo/placebo: NNT: 2.86

Mesalamine 1 g supp 12 mo/placebo: NNT: 2.5

Budesonide enema 2/7 (6 mo)/placebo: NNT: 7

Mesalamine enema (7 days/mo) 12 mo/oral sulfasalazine:
NNT: 1.25
NNT: Number-needed to treat. Mo: Months.

Table 2. The results of analyses of randomized-con-
trolled studies regarding maintenance treatment
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