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Docket No. 81 N-0050 

Dear Dr. Borys: 
l< 7, 9” ,. I I_ 

This letter is in follow-up to FDA’s&& i2, iOO3 Advisory Committee meeting concerning the over-the-counter (OTC) status 
of ipecac syrup. We are requesting your assistance in obtaining additional information. 

The Non-Prescription Drugs Advisory Committee met on June 12, 2003 to consider the safety and efficacy of ipecac syrup 
and to adVIse the FDA whether to continue its OTC status under 21 CFR 261’:3Ot% ipecac syrup has been available without a 
prescription as an OTC drug product for use in the e.mergency treatment of poisonings since 1965. At that time the 
commissioner of FDA determined that it was in the.interest of the public health to make ipecac syrup available OTC based on 
the views of medical authorities and the recommendations of the American Academy of Pediatrics, the American Association 
of Poison Control Centers,’ the American Medical Assoctatjon, and the Medical Aov&ory Board of the Food and Drug 
Administration. In 1985; FDA pubiished‘a Tentative ‘Final Monograph (TPM) entitled‘“Poison Treatment DrugProducts for 
Over-the-Counter Human Use” (50 FR 2244) in which ipecac syrup was the only active emetic ingredient classified as 
Category t (safe and effective) as an OTC poison treatment drug ingredient. Over the years, consumers have used ipecac 
syrup for home treatment of accidental poisonings. 

Currently the safety and efficacy of ipecac syrup has been called into question by some medical authorities and poison 
experts. For example, The American Academy of Clinical Toxicology (AACT) and the European Association of Poison Control 
Centers and Clinical Toxicologists issued‘s position statement in 1997that stated that data are lacking to demonstrate that 
ipecac improves the outcome of poisoned patients. Ttiis p’osiiion has’bee,nendorseb by the American’Board of Applied 
Toxicology and the Canadian Association of Poison Control Centers. ’ 

FDA is in the process of completing the final monograph for poison treatment ingredients and aaked the Non-Prescription 
Drugs Advisory Committee for a discus$on of pertinent issues including whether ipecac syrup should retain OTC status for 
home use to treat accidentai poisonings. The Advisory Committee voted 6 to 4 that ipecac syrup should not retain its OTC 
status. The Committee heard anecdotal evidence to suggest benefit from ipecac’syrup but felt that data was lacking on its 
effectiveness and there was little solid evidence that it has a beneficial effocion outcome when used to treat accidental 
poisonings in the home. Their decision was also influenced by ipecac’s potential to cause adverse events and by its use by 
those with eating disorders. However, some members of the committee felt that ipecac syrup must be of value in certain 
situations and may be of benefit to a subgroup of patients yet to be defined. 

It was reported at the June 12rh meeting that there were approximately 16,000 casesjast year reported by poison control “._ I _. .L 
centers where ipecac syrup was recommended for home ‘use and the Advisory Committee felt that the details of these cases, 
particularly the type of poisonings, the outcomes and adverse events, and follow-up of these patients that ingested ipecac, 
would be very useful to FDA in its deliberations,regarding the OTC status of ipecac. Please consider analyzing your database 
and providing information that would respond to the following questions: 



1. In what types of poisonings was ipecac syrup used? 

2. Who recommended the home use of ipecac syrup (i.e. pois&controi center, health cd;& provider) and why? 

3. What were the outcomes of these poisonings? 

4. How did the outcomes of these poisonings compare to similar cases where ipecac syrup was not recommended? 

5. Were there adverse events associated with the use of ipecac syrup? 

6. Will these data be used by your society in the devirlopment of a future position statement? 

7. Will you be publishing the results of this analysis so that other societies can use this information in formulating 
their position statements? 

FDA is considering several options and these data,cdtiid n$ej vet$ iinpoiani cb&bution toward our /inal decision. Also, 
we would like to know if ihere’is ~%ri&%&‘&-~%ri?~ th&&oclation of Poison. Control “C$nters,on,th& us{ of ipecac syrup in 
the treatment of poisoning and if it should retain OTC status. 

Please submit the analysis of ttie data and answkrs to out questions to-the.Divi&on of Dockets Management iHFA-365), Food 
and Drug Adi%nistr$ion;?j630 Fishers Lane, rm. lOrj!,JI%~k$!l~, Ml?, 2oY+?., , Ele~t~~~$‘@~~~t$s ~JIZI); be submitted to 
http:l/www.fda.~o~/c$kets/&otie&~~ Ahi ?.ubmrsGon& shot@ be,i&ntifikd wfth the docket nuniber ghbwh at’t& 
beginning of this lee’&. ‘?dti dan contact Ailene Solbeck, Interdisciplinary Scientist, at 301-827-2297 if ydu have any 
questions or comments. 

Thank you for your assistance. 

Sincerely yours, 

Curtis Rosebraugh, M.D., M.P.H. 
Division of OTC Dru~I%ducts 
Deputy Director 

’ 

Off ice of Drug Evaltiatidn V 
Center for Drug Evaluation and Research 

cc: Consumer Healthcare Products Association (CHPA) - 
- 
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SE? 2 4 2003 

Director 
Division of OTC Drug Products, RFD-560 

Material for D&&e< No. g/p) ou50 ,__I. . ._ 

Dockets Management Branch, HFA-305 

The attached material should be placed on pubiic 
display under the above referenced Docket No. 

This material should be cross-referenced to 
&mment No. ( _ _. / 
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