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CCSC HOM #09-05 
MEMORANDUM

Date:

January 27, 2009
To:

Health Officers



CRF-CPEST Cancer Coordinators


Baltimore City CDC CRC Screening Demonstration Sites
Through:
Diane Dwyer, M.D., Medical Director
From:

Sarah Kanchuger, RN, MPH, Nurse Consultant, 


Cigarette Restitution Fund Programs Unit
RE:

Bowel Preparation before Colonoscopy:  

· FDA Alert on Oral Sodium Phosphate products and Recall, and 

· Screening Program Payment for Bowel Cleansing Products
This memo and attachments serve as updates to information presented in HOM #08-51, Bowel Preparation.  
On December 11, 2008 the FDA released an alert regarding oral sodium phosphate (OSP) products and additional reports of acute phosphate nephropathy.  The FDA noted that: 
· over-the-counter laxative OSP products should not be used for bowel cleansing; and 
· consumers should only use OSP products for bowel cleansing when prescribed by a healthcare professional.  
As a result of the FDA alert, Fleet Laboratories voluntarily recalled Fleet Phospho-soda and Fleet Phospho-soda EZ-Prep Bowel Cleansing System for over-the-counter use.  These products are available by prescription, if prescribed by a healthcare professional.

The provider is ultimately responsible for ordering the bowel preparation that will be best for the particular patient.  Programs may pay for any bowel preparation ordered by a participating provider.   CRC screening programs have asked about paying for bowel cleansing products that
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cost significantly more than OSP (e.g., Fleet Phospho-soda).  A program may suggest to a provider an acceptable alternative, less expensive, bowel cleansing product that the program prefers to cover.  If a program chooses not to pay for bowel cleansing products ordered for their clients, however, they do so at the risk of the patient failing to buy the product and then not being adequately prepped—which in the end is much more expensive if the colonoscopy has to be repeated.  
The following references are attached:
1. FDA Alert [12/11/2008] regarding oral sodium phosphate products for bowel cleansing (http://www.fda.gov/cder/drug/infopage/osp_solution/default.htm)
2. Fleet Laboratories notice of voluntary recall of Fleet Phospho-soda products
If you have any questions, please feel free to contact me at 410-767-5069 or by e-mail at skanchuger@dhmh.state.md.us.
Attachments sent electronically to Health Officers and CRF-CPEST Cancer Coordinators
cc:
Carlessia Hussein, DrPH


Russell Moy, MD, MPH


Joan Salim


Donna Gugel
Attachment 1
Oral Sodium Phosphate (OSP) Products for Bowel Cleansing
(marketed as Visicol and OsmoPrep, and oral sodium phosphate products available without a prescription)[image: image1]
FDA ALERT [12/11/2008]     FDA has become aware of reports of acute phosphate nephropathy, a type of acute kidney injury, associated with the use of oral sodium phosphate products (OSP) for bowel cleansing prior to colonoscopy or other procedures. These products include the prescription products, Visicol and OsmoPrep, and OSPs available over-the-counter without a prescription as laxatives (e.g., Fleet Phospho-soda). In some cases when used for bowel cleansing, these serious adverse events have occurred in patients without identifiable factors that would put them at risk for developing acute kidney injury. We cannot rule out, however, that some of these patients were dehydrated prior to ingestion of OSPs or they did not drink sufficient fluids after ingesting OSP. 

Acute phosphate nephropathy is a form of acute kidney injury that is associated with deposits of calcium-phosphate crystals in the renal tubules that may result in permanent renal function impairment. Acute phosphate nephropathy is a rare, serious adverse event that has been associated with the use of OSPs. The occurrence of these events was previously described in an Information for Healthcare Professionals sheet and an FDA Science Paper issued in May 2006. Additional cases of acute phosphate nephropathy have been reported to FDA and described in the literature since these were issued. 
Individuals who appear to have an increased risk of acute phosphate nephropathy following the use of OSPs include persons: who are over age 55; who are hypovolemic or have decreased intravascular volume; who have baseline kidney disease, bowel obstruction, or active colitis; and who are using medications that affect renal perfusion or function (such as diuretics, angiotensin converting enzyme [ACE] inhibitors, angiotensin receptor blockers [ARBs], and possibly nonsteroidal anti-inflammatory drugs [NSAIDs]). 
As a result of new safety information received, FDA is requiring the manufacturer of Visicol and OsmoPrep, the two OSPs available by prescription only, to add a Boxed Warning to the labeling for these products. FDA is also requiring that the manufacturer develop and implement a risk evaluation and mitigation strategy (REMS), which will include a Medication Guide, to ensure that the benefits of these products outweigh the risk of acute phosphate nephropathy, and to conduct a postmarketing clinical trial to further assess the risk of acute kidney injury with use of these products. 
FDA acknowledges that OSP products, in addition to use for bowel preparation, have a long history of safe use as non-prescription products as laxatives (i.e. for relief of constipation) and accordingly, they will continue to be available over-the-counter for this use. However, in light of the risk of acute phosphate nephropathy, over-the-counter laxative OSP products should not be used for bowel cleansing. Consumers should only use OSPs for bowel cleansing pursuant to a prescription from a healthcare professional. FDA intends to amend the labeling conditions for OSP products available in the OTC setting to address this concern with bowel cleansing use and to improve the safe use of OSPs that are available over-the counter. FDA’s amendment to remove the professional labeling for bowel cleansing for these OSPs available over-the-counter will be published in a future Federal Register notice. 
This information reflects FDA’s current analysis of data concerning these drugs. FDA intends to update this sheet when additional information or analyses become available..[image: image2] 

Healthcare Professional Information
· Information for Healthcare Professionals 

· Risk Evaluation and Mitigation Strategies (REMS) [image: image3]
· http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.SearchAction&SearchTerm=visicol&SearchType=BasicSearch  

· http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.SearchAction&SearchTerm=osmoprep&SearchType=BasicSearch 

· Labeling for Fleet Phospho-Soda [image: image4][external link] 
Attachment 2

December 11, 2008

Contact:

Sarah Post

C.B. Fleet Company, Inc.

(434) 316-1065

CB Fleet Voluntarily Recalls its Fleet® Phospho-soda® products after FDA Safety Alert

LYNCHBURG, Va (December 11, 2008)
Following the issuance of FDA's Safety Alert on

Thursday stating that oral sodium phosphates bowel cleansing solutions should be available by prescription only, C.B. Fleet Company immediately announced a voluntary recall of their over-the-counter products Fleet® Phospho-soda® and Fleet® Phospho-soda® EZ-Prep® Bowel Cleansing System. The voluntary recall is directed to retailers and wholesalers.

The recall decision was made to address FDA's determination that oral sodium phosphate solutions used for bowel preparation prior to medical procedures such as colonoscopy should only be available by prescription, and consumers should not be using over-the-counter products for bowel cleansing. Since Fleet's Phospho-soda products are currently labeled and sold as over-the-counter products, Fleet decided voluntarily to remove them from the market as expeditiously as possible to address the FDA's decision that the products be available by prescription only.

As FDA has recommended that doctors not direct their patients to use these over-the-counter products for bowel cleansing, C.B. Fleet requests that consumers not purchase these products for bowel cleansing and contact their physician for alternatives if their physician has recommended their use for this purpose.

About C.B. Fleet

Founded in 1869 and headquartered in Lynchburg, Virginia, C.B. Fleet is a privately held manufacturer and marketer of personal care and healthcare related products. Well-known for its line of laxative drug products, today C.B. Fleet, doing business under its new Fleet Laboratories name, also markets a diverse range of cosmetic and drug products in 100 countries around the world. Fleet ranks among the top nonprescription drug companies in the U.S.
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