Malzing “Me Time” More Important

Between work, family time and social engagements, everyone
feels overwhelmed at one time or another. It’s easy to get car-
ried away with one part of your life, and you often find your-
self struggling to find a balance. Allowing this feeling to con-
tinue day after day may affect your family activities and your

career.'

Just like many other medical conditions, ulcerative colitis
requires you to take extra care of yourself, including getting
enough rest. This can take up even more of your time. You
should take this into consideration when making decisions
and never feel guilty about not doing enough.

List Your Priorities.

Just because you can’t do all the things you might like to do
doesn’t mean you're not coping. You're probably coping
extremely well.

A good way to start making extra time in your schedule is
making a list of priorities. Start by asking yourself what are
the top five most important things in life to you. Write them
down if necessary. Your list will probably include things like
children, spouse, career, exercise, hobbies, etc. Life’s always
changing—so are your priorities. You might find it necessary
to do this exercise again in a couple of months.’

By listing what’s most important to you, you'll be able to
filter out some things that might have been causing you to
lose your focus. By skipping out on some activities, you'll find
that in the long run you are doing more.

Cherish Your Personal Time.

It may be helpful to think of a strategy that will give you the
personal time you need. Ann Marie Marshall, a family life
educator, suggests you commit to a plan to make personal
time. Tell someone about your plan and ask them to check
back with you on your progress.”

Don't put other demands above your personal time. You
should be willing to cancel an appointment or miss a golf les-
son to organize your life. “Carve out hours that contribute to
yourself," says Steven Hobfoll, Ph.D., professor of psychology
at Kent State University.’

During this time, try staying away from email, cell phones
and anything else that could be a distraction.’ Personal time
is a time to focus on what’s important to you—not what’s
important to other people.

Rally the Troops

It’s okay to ask for help when you're trying to balance
your life. It’s important to talk to others when you're
feeling overwhelmed with life." Ask your partner, fami-
ly members or friends to watch your kids for an after-
noon or pick up some groceries for you. A little extra

help can be a surprising luxury.



Learn to Say No

We all often overcommit. “Saying yes is a
habit we’re not even aware of,” says Susan
Newman, Ph.D., a social psychologist at
Rutgers University and author of 7he
Book of NO: 250 Ways to Say It-and Mean
1t and Stop People-Pleasing Forever. She
adds “In short, you put boundaries in
place and establish priorities in the correct
order [for you]."

Simplify your commitments and let go
of the guilt for not being available all the
time.

Here are a few suggestions. Ask another
couple to watch your kids one night this
week. You can watch their kids next week
and enjoy a night out with your partner.
Hiring cleaning help for a day can let you
take care of some inconvenient errands
and free up your afternoon.

Take a Break from Your Day

You can't always afford to take a whole
day off. When you find yourself involved
in hectic activities, sometimes it’s even
worth taking a short break to reassess
your priorities for the day. Julian Ford,
Ph.D., assistant professor of psychiatry at
the University of Connecticut in Storrs,
recommends a 30-second to one-and-a-
half-minute stress break a couple of times
a day. Ford recommends taking a deep

breath and asking yourself what is the
most important thing that you are doing
right now. Ford feels that a brief break is
"extremely refreshing because it allows one
to refocus the mind.”

Don’t Work Too Hard

The mentality for the past two decades has
been “you snooze you lose.” People work
16-hour days and 80-hour weeks without
batting an eye. Bonnie Ulman and Robert
Simmerman, Ph.D., of the Haystack
Group in Atlanta, have called this phe-
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nomenon super- exhaustion.

Super-exhaustion, according to Ulman and
Simmerman, is dangerous for the country’s
physical, emotional and economic health.
Even though they may not see it, those
who are overworked can act irrationally,
make mistakes and are probably less pro-
ductive.’

Even though it seems working Americans
are geared towards a 24/7 work ethic, some
fields are starting to take notice. Doctors,
for instance, aren’t allowed to work the
hours they used to. 24-hour on-call sched-
ules for doctors-in-training are now

banned by New York law.’
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Quality Time vs.
Quantity of Time

As a parent, it’s easy to get caught up in
spending time with your children— espe-
cially if they are young. Just don’t lose all
of your personal time in the process.
Quantity of time spent with loved ones
may actually cut down on quality of time
with loved ones. Make sure you make time
for yourself so that you have the opportu-
nity to give your children the quality time
they deserve. A rested mind can be a great
planner. You may have a fabulous idea for
an engaging activity with your kids when
you are relaxed.

If necessary, you can schedule in your own
time. Maybe it’s even after you walk in the
door from work to lie down, put on some
comfortable clothes or read a book. Ask
your family to let you settle in for a half an
hour. It'll help you appreciate the rest of
the evening with the people you care most
about.

More than ever it’s important to remember
to take time for you, whether it’s to catch
up on errands, collect your thoughts or
find your focus.
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A Batlu'oom

Designed for You

Good design goes a long way. It can inspire and

soothe. Interior designing for health is getting a
lot of attention from healthcare professionals—as
research mounts that environment can have a
profound effect on our physical, mental and spiri-
tual health.! For people with UC, spending time
in the bathroom is a reality of life. Why not cre-

ate a soothing bathroom environment to help

make the most of your time?

Your bathroom can double as a sanctuary or just a
place to catch up on your reading. Here are sim-

ple ideas that won't cost a lot but may make a big

difference.

Organize Yourself

One way to keep your bathroom stress free
is to de-clutter. Bathroom closets and cabi-
nets have an uncanny ability to gather
clutter. Take this opportunity to throw out
any old or expired products. Anything you
haven’t used in 6 months is probably not
going to be used again, so get rid of it and
free up some space. Next time you open up
your closets you'll know where everything
is. Next, organize your shower. Buy a shelf
that can hold your razor, soaps, loofahs,
shampoos and any other bathroom sup-
plies you use regularly. Put any extra sham-
poos or conditioners away and out of sight.

Smell the Rose-Scented Candles

A scented candle can evoke a range of
feelings. Therapeutic scents can be calm-
ing, like lavender, or sensual, like
patchouli. Jasmine can also be a soothing
smell. Conversely, eucalyptus and pepper-
mint are invigorating fragrances.” Candles
double as dimmer light sources that can
make the world melt away during a long
bath.

Fresh flowers can be a vibrant addition to

the room. In fact, adding elements from
nature—like plants, moving water and
images of the great outdoors—may have a
calming effect.!

Little Changes, Big Difference

Stepping out of the shower onto a fuzzy
mat can make all the difference in your
morning. Treat yourself to a new bathmat.

Fresh towels that complement the colors in
your bathroom can boost style. Try rolling
towels of different sizes up and displaying
them in a basket for guests or even putting
them in a big vase or a wine rack.

Try framing photos from a vacation and
hanging them up. Every time you see them
youre reminded of the moment they were
taken. Not just photos but all visual art in
the bathroom should convey a positive
attitude that promotes a sense of security.

The Color of Calm

Color can play a huge role in influencing
moods. A lot of bathrooms are painted in
peach, soft blues or beiges because they
evoke a sense of calm.?

History too has shown the significance of
color in feeling better. In the temple of
Heliopolis in Egypt, rooms were designed
to separate the sun’s rays into various col-
ors of the spectrum. The color of plants
and flowers, too, were used in healing
activities in the Hanging Gardens of
Babylon.?

Color can calm us down or create excite-
ment. Our eyes experience color and send
the signal to our brains. When we see
bright, vibrating color, our spirits tend to
change. We get excited and are alert.

Most importantly, work with what you
have. You shouldn't feel trapped if you
already have specific tiles in your bath-
room. Pick accent colors to complement
them or any other existing fixtures. Think
long and hard before you paint or put up
wallpaper. No matter what, color will help
it feel like a whole new bathroom.
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Reading Material

For some people, bathrooms are a
welcome time to catch up on
reading. Find an inexpensive
magazine rack that will keep all
your magazines and books organ-
ized and off the floor. For reading
material, pick out magazines or
books that reflect your interests.
Keep the reading material light
and fast. Magazines work best
because they have articles that you
can usually get through in one sit-
ting. Puzzle books are great for
problem solvers. You can even
challenge yourself in difficulty
with puzzle books by upgrading

every time you solve one.

Balancing Your Bathroom

"To be truly healthy, we need to
teed all areas of our life," says
Hope Karan Gerecht, a Feng
Shui practitioner in Stevenson,
M.D. “The key word is balance,”
says Gerecht, author of

Healing Design: Practical Feng Shui

Jfor Healthy and Gracious Living.'

Feng Shui is the art of designing
your surrounding area to enhance
your life.* By achieving balance
and harmony you may see notice-
able differences in your
day-to-day life. Feng Shui can call
for huge changes or it can call for
small changes. Heather
Melendez, Ph.D., says, “The best
way to do it is to walk into each
room of your house and take a
look at it... and say, “Is this who I
am? Does it resemble who 1
am?”... If it doesn’t, then move
things around. Re-hang pictures
in other rooms. Change your vibe
and perspective.”

The Feng Shui approach works
best when applied to the whole
house. But the bathroom is a
great place to start.

Healthy Redecorating

Redecorating may have a lot more
to do with your health than you

realize. In fact, many researchers
are finding evidence that your
environment can have a signifi-
cant effect on your physical, men-
tal and spiritual health.'

In fact, the University of
Arizona’s Integrative Medicine
Clinic spreads the scent of laven-
der, decorates with a lot of blues
and greens, and has fresh flowers
brought in every day to promote
relaxation. A healthcare design
philosophy that touts a nurturing
physical environment, the
Planetree Model, may promote
healing. If a hospital subscribes to
the Planetree Model, it usually
has a very homey atmosphere
with artwork hanging on the
walls, soothing colors, soft light-
ing and carpets.!

So redecorate and reap the bene-
fits. You'll certainly enjoy the
compliments and the new out-
look.
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Asacol

(mesalamine)

Delayed-Release Tablets
DESCRIPTION: Each Asacol delayed-release tablet for oral contains 400 mg of mesalamine, an anti-inflammatory drug. The
Asacol delayed-release tablets are coated with acrylic based resin, Eudragit S (methacrylic acid copolymer B, NF), which dissolves at pH 7 or
greater, releasing mesalamine in the terminal ileum and beyond for topical anti-inflammatory action in the colon. Mesalamine has the
chemical name 5-amino-2-hydroxybenzoic acid; its structural formula is:

COOH
OH

HoN

Molecular Weight: 153.1
Molecular Formula: C7H7NO3

Inactive Ingredients: Each tablet contains colloidal silicon dioxide, dibutyl phthalate, edible black ink, iron oxide red, iron oxide yellow,
lactose, magnesium stearate, methacrylic acid copolymer B (Eudragit S), polyethylene glycol, povidone, sodium starch glycolate, and talc.

CLINICAL PHARMACOLOGY: Mesalamine is thought to be the major active part of the molecule in the treatment
of ulcerative colitis. Sulfasalazine is converted to equimolar amounts of sulfapyridine and mesalamine by bacterial action in the colon. The
usual oral dose of sulfasalazine for active ulcerative colitis is 3 to 4 grams daily in divided doses, which provides 1.2 to 1.6 grams of
mesalamine to the colon.

h of action of (and I
ofarachldonle acid (AA) metabolites, both through the

is unknown, but appears to be topical rather than systemic. Mucosal production

pathways, i.e., , and through the pathways,
(LTs) and acids (HETEs), is increased in pahems with chronic inflammatory bowel disease, and it is
pussm\e that imini; ion by blocking and inhibiting (PG) production in the colon.

Pharmacokinetics: Asacol tablets are coated with an acrylic-based resin that delays release of mesalamine until it reaches the terminal
ileum and beyond. This has been demonstrated in human studies conducted with radiological and serum markers. Approximately 28% of the
mesalamine in Asacol tablets is absorbed after oral ingestion, leaving the remainder available for topical action and excretion in the feces.
Absorption of mesalamine is similar in fasted and fed subjects. The absorbed mesalamine is rapidly acetylated in the gut mucosal wall and
by the liver. It is excreted mainly by the kidney as N-acetyl-5-aminosalicylic acid.

Mesalamine from orally administered Asacol tablets appears to be more extensively absorbed than the mesalamine released from
sulfasalazine. Maximum plasma levels of and N- acid following multiple Asacol doses are about 1.5 t0 2
times higher than those following an equivalent dose of m the form of ine. Combined

N-acetyl-5-aminosalicylic acid AUC's and urine drug dose recoveries following multiple doses of Asacol tablets are abuut 1 3to 1.5 times
higher than those following an equivalent dose of mesalamine in the form of sulfasalazine.

The tma for I and its metabolite, N-acetyl-5- licylic acid, is usually delayed, reflecting the delayed release, and ranges from
41012 hours. The half-lives of elimination (t1/2¢m) for ine and N-acetyl-5 ylic acid are usually about 12 hours, but are
vanable ranglngirom 2o 15 hours. There is a large intersubject variability in the plasma concentrations of mesalamine and

icylic acid and in their el ion half-lives following of Asacol tablets.

Cllmcal Studies:

Mildly to moderately active ulcerative colitis: Two placebo-controlled studies have demonstrated the efficacy of Asacol tablets in patients
with mildly to moderately active ulcerative colitis. In one randomized, double-blind, multi-center trial of 158 patients, Asacol doses of 1.6
g/day and 2.4 g/day were compared to placebu At the dose of 2.4 g/day, Asacol tablets reduced the disease activity, with 21 of 43 (49%)
Asacol patients showing of the bowel compared to 12 of 44 (27%) placebo patients (p =
0.048). In addition, significantly more patlents in the Asacol 2.4 g/day group showed improvement in rectal bleeding and stool frequency.
The 1.6 g/day dose did not produce consistent evidence of effectiveness.

In a second randomized, double-blind, placebo-controlled clinical trial of 6 weeks duration in 87 ulcerative colitis patients, Asacol tablets, at
a dose of 4.8 g/day, gave mgmmduscuplc improvement in 28 of 38 (74%) patients compared to 10 of 38 (26%) placebo patients (p <
0. 001) Also, more patlents in the Asacol 4.8 g/day group showed improvement in overall symptoms.

of ive colitis: A 6-month, randomized, double-blind, placebo-controlled, multi-center study involved 264
patients treated with Asacol 08g/day (n = 90), 1.6 g/day (n = 87), or placebo (n = 87) The proportion of patlents treated with 0.8 g/day
who remission was not i swgnmcam compared to placebo. In the intention to treat (ITT) analysis of all 174
patients treated with Asacol 1.6 g/day or placebo, Asacol maintained endoscopic remission of ulcerative colitis in 61 of 87 (70.1%) of
patients, compared to 42 of 87 (48.3%) of placebo recipients (p = 0.005).

A pooled efficacy analysis of 4 maintenance trials compared Asacol, at doses of 0.8 g/day to 2.8 g/day, with sulfasalazine, at doses of 2

This drug is known to be substantially excreted by the kidney, and the risk of toxic reactions to this drug may be greater in patients with
impaired renal function. Because elderly patients are more likely to have decreased renal function, care should be taken when prescribing
this drug therapy. As stated in the PRECAUTIONS section, it is recommended that all patients have an evaluation of renal function prior to
initiation of Asacol tablets and periodically while on Asacol therapy.

ADVERSE REACTIONS: Asacol tablets have been evaluated in 3685 inflammatory bowel disease patients (most patients with ulcerative
colitis) in controlled and open-label studies. Adverse events seen in clinical trials with Asacol tablets have generally been mild and
reversible. Adverse events presented in the following sections may occur regardless of length of therapy and similar events have been
reported in short- and long-term studies and in the post-marketing setting.

In two short-term (6 weeks) placebo-controlled clinical studies involving 245 patients, 155 of whom were randomized to Asacol tablets, five
(3.2%) of the Asacol patients discontinued Asacol therapy because of adverse events as compared to two (2.2%) of the placebo patients.
Adverse reactions leading to withdrawal from Asacol tablets included (each in one patient): diarrhea and colitis flare; dizziness, nausea, joint
pain, and headache; rash, lethargy and constipation; dry mouth, malaise, lower back mild ientation, mild indi and
cramping; headache, nausea, aching, vomiting, muscle cramps, a stuffy head, plugged ears, and fever.

Adverse events occurring in Asacol-treated patients at a frequency of 2% or greater in the two short-term, double-blind, placebo-controlled
trials mentioned above are listed in Table 1 below. Overall, the incidence of adverse events seen with Asacol tablets was similar to placebo.

Table 1

Frequency (%) of Common Adverse Events Reported in Ulcerative Colitis Patients Treated
with Asacol Tablets or Placebo in Short-Term
(6-Week) Double-Blind Controlled Studies

Percent of Patients with Adverse Events

Asacol Asacol
Placebo  tablets Placebo  tablets
Event n =87 n =152 Event n =87 n =152
Headache 36 35 Constipation 1 5
Abdominal pain 14 18 Flatulence 7 3
Eructation 15 16 Dysmenorrhea 3 3
Pain 8 14 Chest pain 2 3
Nausea 15 13 Chills 2 3
Pharyngitis 9 " Flu syndrome 2 3
Dizziness 8 8 Peripheral edema 2 3
Asthenia 15 7 Myalgia 1 3
Diarrhea 9 7 Sweating 1 3
Back pain 5 7 Colitis exacerbation 0 3
Fever 8 6 Pruritus 0 3
Rash 3 6 Acne 1 2
Dyspepsia 1 6 Increased cough 1 2
Rhinitis 5 5 Malaise 1 2
Arthralgia 3 5 Arthritis 0 2
Hypertonia 3 5 Conjunctivitis 0 2
Vomiting 2 5 Insomnia 0 2

0f these adverse events, only rash showed a consistently higher frequency with increasing Asacol dose in these studies.

In a 6-month placebo-controlled maintenance trial involving 264 patients, 177 of whom were randomized to Asacol tablets, six (3.4%) of the
Asacol patients discontinued Asacol therapy because of adverse events, as compared to four (4.6%) of the placebo patients. Adverse
reactions leading to withdrawal from Asacol tablets included (each in one patient): anxiety; headache; pruritus; decreased libido; rheumatoid
arthritis; and stomatitis and asthenia.

In the 6-month placebo-controlled maintenance trial, the incidence of adverse events seen with Asacol tablets was similar to that seen with
placebo. In addition to events listed in Table 1, the following adverse events occurred in Asacol-treated patients at a frequency of 2% or
greater in this study: abdominal enlargement, anxiety, bronchitis, ear disorder, ear pain,
infection, joint disorder, migraine, nervousness, paresthesia, reetal disorder, rectal hemorrhage, sinusitis, stool abnormalities, tenesmus,
urinary frequency, vasodilation, and vision abnormaiities.

In 3342 patients in uncontrolled clinical studies, the following adverse events occurred at a frequency of 5% or greater and appeared to
increase in frequency with increasing dose: asthema fever, flu syndrome, pain, abdominal pain, back pain, flatulence, gastrointestinal
bleeding, arthralgia, and rhinitis.

In addition to the adverse events listed above, the following events have been reported in clinical studies, literature reports, and

postmarketing use of products which contain (or have been metabolized to) mesalamine. Because many of these events were reported
voluntarily from a population of unknown size, estimates of frequency cannot be made. These events have been chosen for inclusion due to

g/day to 4 g/day (n = 200). Treatment success was 59 of 98 (59/) for Asacol and 70 of 102 (69%) for a ignificant
difference.
Study to assess the effect on male fertility: The effect of Asacol i ine-induced of male fertility was

examined in an open-label study. Nine patients (age < 40 years) with chronic ulceratwe colitis in clinical remission on sulfasalazine 2 g/day
to 3 g/day were crossed over to an equivalent Asacol dose (0.8 g/day to 1.2 g/day) for 3 months. Improvement in sperm count (p < 0.02)
and morphology (p < 0.02) occurred in all cases. Improvement in sperm motility (p < 0.001) occurred in 8 of the 9 patients.

INDICATIONS AND USAGE: Asacol tablets are indicated for the treatment of mildly to moderately active ulcerative colitis and for the
maintenance of remission of ulcerative colitis.

CONTRAINDICATIONS: Asacol tablets are
Asacol tablet.

PRECAUTIONS:

General: Patients with pyloric stenosis may have prolonged gastric retention of Asacol tablets which could delay release of mesalamine in
the colon.

Exacerbation of the symptoms of colitis has been reported in 3% of Asacol-treated patients in controlled clinical trials. This acute reaction,
characterized by cramping, abdominal pain, bloody diarrhea, and occasionally by fever, headache, malaise, pruritus, rash, and conjunctivitis,
has been reported after the initiation of Asacol tablets as well as other mesalamine products. Symptoms usually abate when Asacol tablets
are discontinued.

Some patients who have ivity reaction to
compounds which contain or are convened to mesalamine.

d in patients with to salicylates or to any of the components of the

may have a similar reaction to Asacol tablets or to other

Renal: Renal impairment, including minimal change nephropathy, acute and chronic interstitial nephritis, and, rarely, renal failure has been

reported in patients taking Asacol tablets as well as other compounds which contain or are converted to mesalamine. In animal studies (rats,

dogs), the kidney is the principal target organ for toxicity. At doses uf approximately 750 mg/kg to 1000 mg/kg [15 to 20 times the
administered recommended human dose (based on a 50 kg person) on a mg/kg basis and 3 to 4 times on a mg/m? basis], mesalamine
causes renal papillary necr05|s Therefore caution should be exercised when using Asacol (or other compounds which contain or are

their or potential causal connection to mesalamine:

Body as a Whole: Neck pain, facial edema, edema, lupus-like syndrome, drug fever (rare).

Cardiovascular: Pericarditis (rare), myocarditis (rare).

Gastrointestinal: Anorexia, pancreatitis, gastritis, increased appetite, cholecystitis, dry mouth, oral ulcers, perforated peptic ulcer (rare),
bloody diarrhea. There have been rare reports of hepatotoxicity including, jaundice, cholestatic jaundice, hepatitis, and possible
hepatocellular damage including liver necrosis and liver failure. Some of these cases were fatal. Asymptomatic elevations of liver enzymes

which usually resolve during continued use or with discontinuation of the drug have also been reported. One case of Kawasaki-like syndrome
which included changes in liver enzymes was also reported.

Hematologic: Agranulocytosis (rare), aplastic anemia (rare), i inophi ia, anemia,
Musculoskeletal: Guut
Nerv emotional lability, vertigo, confusion, tremor, peripheral neuropathy (rare), transverse

myehtls (rare) Guillain-Barré syndrome (rare).
piratory/Pulmonary: Eosinophili interstitial itis, asthma ion, pleuritis.
Skin: Alopecia, psoriasis (rare), pyoderma gangrenosum (rare), dry skin, erythema nodosum, urticaria
Special Senses: Eye pain, taste perversion, blurred vision, tinnitus.
Urogenital: Renal Failure (rare), interstitial nephritis, minimal change nephropathy (See also Renal subsection in PRECAUTIONS). Dysuria,
urinary urgency, hematuria, epididymitis, menorrhagia
Laboratory Abnormalities: Elevated AST (SGOT) or ALT (SGPT), elevated alkaline phosphatase, elevated GGT, elevated LDH, elevated
bilirubin, elevated serum creatinine and BUN.
DRUG ABUSE AND DEPENDENCY:
Abuse: None reported.

in patients with known renal dysfunction or history of renal disease. Itis
that all patients have an evaluahon of renal function prior to initiation of Asacol tablets and periodically while on Asacol therapy.

Information for Patients: Patients should be instructed to swallow the Asacol tablets whole, taking care not to break the outer coating. The
outer coating is designed to remain intact to protect the active ingredient and thus ensure mesalamine availability for action in the colon. In
2% to 3% of patients in clinical studies, intact or partially intact tablets have been reported in the stool. If this occurs repeatedly, patients
should contact their physician.

Patients with ulcerative colitis should be made aware that ulcerative colitis rarely remits completely, and that the risk of relapse can be
substantially reduced by continued of Asacol at a

Drug Interactions: There are no known drug interactions.

Carcinogenesis, Mutagenesis, Impairment of Fertility: Dietary mesalamine was not carcinogenic in rats at doses as high as 480
mg/kg/day, or in mice at 2000 mg/kg/day. These doses are 2.4 and 5.1 times the maximum recommended human maintenance dose of
Asacol of 1.6 g/day (32 mg/kg/day if 50 kg body weight assumed or 1184 mg/m?), respectively, based on body surface area. Mesalamine
was negative in the Ames assay for mutagenesis, negative for induction of sister chromatid exchanges (SCE) and chromosomal aberrations in
Chinese hamster ovary cells /7 1o, and negative for induction of micronuclei (MN) in mouse bone marrow polychromatic erythrocytes.
Mesalamine, at oral doses up to 480 mg/kg/day, had no adverse effect on fertility or reproductive performance of male and female rats.

Pregnancy: Teratogenic Effects: Pregnancy Category B: Reproduction studies in rats and rabbits at oral doses up to 480 mg/kg/day have
revealed no evidence of teratogenic effects or fetal toxicity due to mesalamine. There are, however, no adequate and well-controlled studies
in pregnant women. Because animal reproduction studies are not always predictive of human response, this drug should be used during
pregnancy only if clearly needed.

Nursing Mothers: Low of and higher of its N-acetyl metabolite have been detected in human
breast milk. While the clinical mgnlﬂcanee of this has not been determined, caution should be exercised when mesalamine is administered to
a nursing woman.

Pediatric Use: Safety and effectiveness of Asacol tablets in pediatric patients have not been established.

Geriatric Use: Clinical studies of Asacol did not include sufficient numbers of subjects aged 65 and over to determine whether they respond
differently from younger subjects. Other reported clinical experience has not identified differences in responses between the elderly and
younger patients. In general, the greater frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease or other drug
therapy in elderly patients should be considered when prescribing Asacol Reports from uncontrolled clinical studies and post-marketing
reporting systems suggest a higher incidence of blood ia, in subjects receiving
Asacol who are 65 years or older. Caution should be taken to clasely ‘monitor blood cell counts during drug therapy.

Drug has not been reported with chronic administration of mesalamine.

OVERDOSAGE: Two cases of pediatric overdosage have been reported. A 3-year-old male who ingested 2 grams of Asacol tablets was
treated with ipecac and activated charcoal; no adverse events occurred. Another 3-year-old male, approximately 16 kg, ingested an unknown
amount of a maximum of 24 grams of Asacol crushed in solution (i.e., uncoated mesalamine); he was treated with orange juice and activated
charcoal, and experienced no adverse events. In dogs, single doses of 6 grams of delayed-release Asacol tablets resulted in renal papillary
necrosis but were not fatal. This was 12.5 times the human dose (based on a dose of 2.4 g/day in a 50 kg
person). Single oral doses of uncoated mesalamine in mice and rats of 5000 mg/kg and 4595 mg/kg, respectively, or of 3000 mg/kg in
cynomolgus monkeys, caused significant lethality.

DOSAGE AND ADMINISTRATION:
For the treatment of mildly to moderately active ulcerative colitis: The usual dosage in adults is two 400-mg tablets to be taken three
times a day for a total daily dose of 2.4 grams for a duration of 6 weeks.

For the maintenance of remission of ulcerative colitis: The recommended dosage in adults is 1.6 grams daily, in divided doses.
Treatment duration in the prospective, well-controlled trial was 6 months.

HOW SUPPLIED: Asacol tablets are available as red-brown, capsule-shaped tablets containing 400 mg mesalamine and imprinted
“Asacol NE” in black.

NDC 0149-0752-15 Bottle of 180
Store at controlled room temperature 20°- 25°C (68°- 77°F) [See USP].

Procter & Gamble Pharmaceuticals
Cincinnati, OH 45202

under license from Medeva Pharma Schweiz AG
registered trademark owner.

Made in Germany, D-64331 Weiterstadt
U.S. Patent Nos. 5,541,170 and 5,541,171
REVISED September 2006

Asacol

(MESALAMINE)

DELAYED-RELEASE TABLETS
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