
. Thomas 0. Henteleff, Esquire 
Stacy L. Ehrlich Esquire 
Kleinfeld, Kaplan and Becker 
1140 Nineteenth Street, N.W. 
Washington, D.C. 20036-6601 

Re: 

Dear Mr. Henteleff and Ms. Ehrlich: 

This is in response to your citizen petition, dated Au 
Braintree Laboratories, Inc., and filed in FDA’s Dot 
Comment No. CPl under Docket No. OOP-1472. Tl 
reclassify over-the-counter (OTC) sodium phosphate 
only products and require a boxed warning on the la 
safety concerns associated with use of these product 
the agency regulate these products as new drugs on 1 
preparation cannot be considered generally recogniz 
by prescription. 

The petition recommended the following black box 1 
preparations: “Do not exceed recommended dose. I 
be performed to rule out electrolyte, renal or cardiov 
life-threatening adverse events have occurred with sl 
these conditions.” You stated that FDA has conclud 
phosphate products that there are serious risks assoc 
particularly when used as bowel preparations. You 
articles concerning adverse effects associated with u 
products. 

The agency has reviewed the data and information ir 
they do not support your request to change the statu: 
cleansers from OTC to prescription status or to regu 
The data also do not support the use of a boxed war-r 
warnings are required only for certain prescription d 
is denied. However, as discussed below, the agency 
marketing of oral sodium phosphates drug products, 
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rning for sodium phosphate bowel 
rare use, appropriate tests should 
:ular abnormality. Serious and 
urn phosphate in the presence of 
in rulemakings related to sodium 
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jmitted journal and literature 
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our petition and determined that 
F sodium phosphate bowel 
: these products as new drugs 
g in the products’ labeling. Boxed 
5 products. Therefore, the petition 
Includes that for continued OTC 
e container size must be limited to 



not greater than 45 milliliters (mL) and warning sta 
physicians and consumers of potential adverse effe 

Our review of the articles in your petition revealed 
secondary to ingestion of oral sodium phosphates v 
prescribing more than the 45 mL recommended do! 
to patients at medical risk. In many instances, elea 
Thus, the primary reason for the adverse events apI 
adequately informed as to how to properly use this 
converting this product to prescription status would 
education problem. Only one patient described in t 
phosphates enema) became ill because of unprescri 
containing product. 

In your submission, one journal article by Chan, Dc 
Canadian colonoscopists. Their study demonstrate1 
prescribe bowel preparations are not adequately inf 
contraindications associated with the use of oral sot 

In the FEDERAL REGISTER of May 21, 1998 (63 
a final rule limiting the container size for sodium pl 
than 90 mL (3 ounces) when used as an OTC laxati 
at 21 CFR 201.307. The final rule also required wa 
inform consumers that exceeding the recommended 
phosphates products in a 24-hour period can be ban 
sodium phosphates oral solution for adults and chilc 
general laxative use or for use as part of a bowel cle 
single daily dose. The agency also concluded that t 
demonstrate the safety of more than 45 mL of sodiu 
hour period as part of a bowel cleansing regimen (6 

The major trade product containing sodium phosph; 
marketed in 45, 90, and 240 mL bottles. In the fina 
size based on reports in the medical literature and o 
overdosing and deaths have occurred because the 2~ 
instead of the 45 mL or 90 mL container. The final 
of the 90 mL container as a convenience for consun 
for future use and because physicians often recomm 
mL container sizes for bowel cleansing prior to suri 
colon. 

Based on your petition, the agency has reconsidered 
the final rule. The serious adverse events were the 1 
than the 45 mL recommended dose of sodium phosl 
not support removing this product from the OTC m: 
removing the 90 mL container size of sodium phosI 

2 

nents must be broadened to inform 
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e the result of physicians 
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lytes were inadequately monitored. 
rs to be that physicians are not 
Iduct. We do not believe that 
: likely to solve this physician 
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market should discourage prescribing and 
also intend to require revised labeling to inform 
contraindications and potential adverse effects a 
containing products. Note that in the FED 
27886-27893), the agency published a prop 
professional labeling for oral and rectal sodium ph 
laxative final monograph, which is neari 
be finalized. As noted in the FEDERAL REGIS 
678 17) the professional labeling part of the prop 
reproposed in a future issue of the FEDERAL RE 

commended doses. We 
ssionals and consumers of 
th use of sodium phosphate- 

STER ofMay 21, 1998 (63 FR 
include additional general and 

ates drug products. In the OTC 
the general labeling portion will 
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s withdrawn and will be 

Therefore, although the agency is denying your 
in future FEDERAL REGISTER notices to lim 
oral solution to not greater than 45 mL (ll% ou 
include more information to improve safe use of 
professionals. Some of the articles that you prove 
regulations. 
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