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I'm Cardiac Joe.

'm In charge
of INfection control....really?

Meet Joe. He’s heading into heart surgery and he’s not always good at following
the doctor’s orders. Joe ate a few hours ago and forgot to use the shower product his doctor
provided. He’s got bacteria in his nares and his noncompliance is about to wreak havoc on your
infection control measures.

Some patients just don’t understand the negative impact they can have on their procedural
. . outcomes. Don't give control to Cardiac Joe when you can take charge with 3M™ Skin and Nasa!
Shp Skinand Nesal Adwseptic: =~ Antiseptic. Administer it one hour before surgery to decrease bacteria in the nares'. It's easy to
(Povidone-lodine Solution 5% w/w [0.5% available iodine] USP) . X e X X
Patient Preoperative Skin Preparation apply and is specially formulated to be non-irritating? and drip resistant.

Your first line of defense against surgical site infections occurs in the pre-operative environment.
Learn how 3M™ Skin and Nasal Antiseptic can help you reduce bacteria in the nares, which may
lower your risk of SSs. Visit www.3M.com/TakeControl for a free product sample.

3M Infection Prevention Solutions Don’t let Cardiac Joe, or his nose, blow your infection control program. Take back the control.

Ir{gp? tlon 1. 3M Skin and Nasal Antiseptic Safety and Efficacy Data, I2MS Study-05-011100
y 2. 3M Study 05-0
|SS|On 3M Study 05-011017

© 3M 2011. All rights reserved. w
70-2010-8379-0
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mechanisms into the delivery of care.
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developments worldwide which can inform best practice
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Research articles which illustrate clear implications
for practice

Results-focused case studies which discuss problems
and successes in clinical governance techniques

+ Special issues on topical themes
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DIFICID™
(fidaxomicin} tablets

Brief Summary of Prescribing Information

1  INDICATIONS AND USAGE

To reduce the development of drug-resistant bacteria and maintain
the effectiveness of DIFICID and other antibacterial drugs, DIFICID
should be used only to treat infections that are proven or strongly
suspected to be caused by Clostridium dificile.

1.1 Clostridium difficile-Associated Diarrhea

DIFICID is a macrolide antibacterial drug indicated in adults
(=18 years of age) for treatment of Clostridium difficile-associated
diarrhea (CDAD).

4  CONTRAINDICATIONS

None.

§ WARNINGS AND PRECAUTIONS

5.1 Not for Systemic Infections

Since there is minimal systemic absorption of fidaxomicin, DIFICID
is not effective for treatment of systemic infections.

5.2 Development of Drug Resistant Bacteria

Prescribing DIFICID in the absence of a proven or strongly sus-
pected C. difficile infection is unlikely to provide benefit to the patient
and increases the risk of the development of drug resistant bacteria.
6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying condi-
tions, adverse event rates observed in the clinical trials of a drug
cannot be directly compared to rates in the clinical triais of any other
drug and may not reflect the rates observed in practice.

The safety of DIFICID 200 mg tablets taken twice a day for 10 days
was evaluated in 564 patients with CDAD in two active-comparator
controlled trials with 86.7% of patients receiving a full course of
treatment.

Thirty-three patients receiving DIFICID (5.9%) withdrew from trials
as a result of adverse reactions (AR). The types of AR resulting in
withdrawal from the study varied considerably. Vomiting was the
primary adverse reaction leading to discontinuation of dosing; this
occurred at an incidence of 0.5% in both the fidaxomicin and
vancomycin patients in Phase 3 studies.

Table 1. Selected Adverse Reactions with an Incidence of
22% Reported in DIFICID Patients in Controlled Trials

DIFICID Vancomyein
(N=564) (N=583)
System Organ Class n (%) n (%)
Preferred Term
Blood and Lymphatic System Disorders
Anemia 14 (2%) 12 (2%)
Neutropenia 14 (2%) 8 (1%)
Gastrointestinal Disorders

7 DRUG INTERACTIONS

Fidaxomicin and its main metabolite, OP-1118, are substrates of the
efflux transporter, P-glycoprotein (P-gp), which is expressed in the
gastrointestinal tract.

7.1 Cyclosporine

Cyclosporine is an inhibitor of multiple transporters, including P-gp.
When cyclosporine was co-administered with DIFICID, plasma
concentrations of fidaxomicin and OP-1118 were significantly in-
creased but remained in the ng/mL. range [see Clinical Pharmacol-
ogy (12.3) in the full prescribing information]. Concentrations of
fidaxomicin and OP-1118 may also be decreased at the site of action
(i.e., gastrointestinal fract) via P-gp inhibition; however, concomitant
P-gp inhibitor use had no attributable effect on safety or treatment
outcome of fidaxomicin-treated patients in controlled clinical trials.
Based on these results, fidaxomicin may be co-administered with
P-gp inhibitors and no dose adjustment is recommended.

8  USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Pregnancy Category B. Reproduction studies have been performed
in rats and rabbits by the intravenous route at doses up to 12.6 and
7 mg/kg, respectively. The plasma exposures (AUGC,.,) at these
doses were approximately 200- and 66-fold that in humans, respec-
tively, and have revealed no evidence of harm to the fetus due to
fidaxomicin. 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.

8.3 Nursing Mothers i

It is not known whether fidaxomicin is excreted in human milk.
Because many drugs are excreted in human milk, caution should be
exercised when DIFICID is administered to a nursing woman.

8.4 Pediatric Use

The safety and effectiveness of DIFICID in patients <18 years of age
have not been established.

8.5 Gerlatric Use

Of the total number of patients in controlled trials of DIFICID, 50%
were 65 ;H/ears of age and over, while 31% were 75 and over. No
overall differences in safety or effectiveness of fidaxomicin compared
to t\)/ana::omycin were observed between these subjects and younger
subjects.

In controlled trials, elderly patients (=65 years of age) had higher
plasma concentrations of fidaxomicin and its main metabolite,
OP-1118, versus non-elderly patients (<65 years of age) [see Clini-
cal Pharmacology (12.3) in the full prescribing information]. How-
ever, greater exposures in elderly patients were not considered to be
clinically significant. No dose adjustment is recommended for eiderly
patients.

10 OVERDOSAGE

No cases of acute overdose have been reported in humans. No
drug-related adverse effects were seen in dogs dosed with fidaxo-
micin tablets at 9600 mg/day (over 100 times the human dose,
scaled by weight) for 3 months.

Manufactured for Optimer Pharmaceuticals, Inc., San Diego CA
92121 by Patheon, Inc.

DIFICID™ is a trademark of Optimer Pharmaceuticals, Inc.
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Find the latest in infection control

research and practice information in AJIC

American Journal of Infection Control
Epiror: Elaine L. Larson, RN, PhD, FAAN, CIC

AJIC covers key topics and issues in infection control and epidemiology. Infection control
professionals, including physicians, nurses, and epidemiologists, rely on AJIC for peer-
reviewed articles covering clinical topics as well as original research. As the official publication
of the Association for Professionals in Infection Control and Epidemiology, Inc. (APIC), AJIC is
the foremost resource on infection control, epidemiology, infectious diseases, quality manage-
ment, occupational health, and disease prevention. AJIC also publishes relevant infection
control guidelines. AJIG is included in Index Medicus and CINAHL.

Register at ajicjournal.org to receive free access to
Tables of Contents and all article abstracts; free access to select
full text articles; free e-alerts and search personalization, and more!
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“Disease Maps is an extraordinary visual and narrative treat.

I have come to look forward to Tom Koch’s books for the
wonderful and unique way that he can synthesize data and

present it visually and in the process tell us magnificent

stories.”
Dr. Abraham Verghese,
Stanford University School of Medicine

“This is a masterful book in conception and structure. It
is also extremely well written. What we find on reading
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