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NOTICE

On February 8, 2012, the Food and Drug Administration released a public health advisory indicating that the use of
certain gastric acid suppression medications known as Proton Pump Inhibitors (PPI’s) may lead to an increased risk for
developing Clostridium difficile-associated diarrhea (CDAD).

BACKGROUND

Proton pump inhibitors are a popular gastric acid suppression agent available in both over-the-counter (OTC) and
prescription formulations. Reducing the amount of acid produced in the stomach, PPI’s are commonly used for the
treatment and prevention of gastrointestinal conditions such as gastroesophageal reflux disease (GERD),
gastric/intestinal ulcers, and for the prevention of gastritis caused by the use of non-steroidal anti-inflammatory drugs
(NSAIDs). After reviewing adverse event reporting data, the FDA indicates that there may be a correlation between
the use of certain gastric acid suppressants and the development of diarrhea caused by clostridium difficile, a
bacterium common in hospital settings and in the elderly. While some clinical studies have indicated a possible
relationship between the development of diarrhea and the use of PPI’s, the FDA indicates that this concern may also
extend to other gastric acid suppression agents known as H, receptor blockers (i.e. Zantac®, Pepcid®, etc); although,
data is not conclusive.

The following list represents the current PPI’s available in the U.S. market, either as mono-products or in combination
with other medications.

- AcipHex® (rabeprazole)

- Dexilant® (dexlansoprazole)

- Nexium® (esomeprazole)

- Prilosec® (omeprazole)

- Prevacid® (lansoprazole)

- Protonix® (pantoprazole)

- Vimovo® (esomeprazole/naproxen)

- Zegerid® (omeprazole/sodium bicarbonate)

RECOMMENDED ACTIONS

Due to the non-conclusive nature of the FDA's alert, there is no recommended action necessary at this time.
The FDA is working closely with product manufacturers to include information regarding the risk for CDAD
in the product label for proton pump inhibitors.

Reference: Proton Pump Inhibitors (PPIs) — Drug Safety Communication: Clostridium Difficile-Associated Diarrhea (CDAD) Can be Associated with Stomach Acid
Drugs. FDA MedWatch. http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm290838.htm <Accessed February 8,

DISCLAIMER

This publication is provided as reference material and is based in part on information derived from third parties. PMSI does not assume liability or
responsibility for the accuracy or completeness of any third-party material in this document. The information contained herein should not be construed
as an endorsement of any kind. This document is advisory in nature only and does not replace sound clinical judgment or individualized patient care in
the delivery of drug therapy.

PMSI — Proven Solutions for Cost Containment. Founded in 1976, PMSI is a leader in developing solutions to control the growth of medical costs in
workers’ compensation. As one of the nation’s largest and most experienced companies focused solely on workers’ compensation, we deliver proven
solutions for cost containment across the claims lifecycle. PMSI’s Pharmacy, Medical Services and Equipment, and Settlement Solutions products
deliver quantifiable results and improve the quality of care for injured workers. We provide our customers with the innovation, focus, expertise,
analytics and technology needed to successfully deliver workers’ compensation benefits.
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