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Citizen Petition 

Dear Sir or Madam: 

The undersigned submits this petition, in quadruplicate, pursuant to Section 5050;(2)(C) of the Federal Food, Drug and Cosmetic Act and in accordance with 21 CFR 10.30 on behalf of a client, requesting the Commissioner of the Food and Drug Administration to declare that the drug products, Getirizine Hydrochloride Orally Disintegrating Tablets, 5 mg and 10 mg, are suitable for consideration in an abbreviated new drug appfiGation (ANDA). 

A. Action Requested 

The petitioner requests that the Commissioner of the Food and Drug Administration declare that Cetirizine Hydrochloride Orally Disintegrating Tablets, 5 mg and 10 mg, are suitabEe for submission in an ANDA. The Reference- Listed Drug (RLD), upon which this petition is, based; is Zyrtec° (cetirizine hydrochloride) Tablets, 10 mg. In addition, the petitioner also refers to the approved, 5 mg strength of Zyrfec° (cetirizine hydrochloride) Tablets listed in Approved Drug Products with Therapeutic Equivalence Evaluations (the Orange Book) in support of this petition . The petitioner thus seeks a change in dosage form (from a conventional, immediate-release tablet to an orally disintegrating tablet) from that of the listed drug products, 
B . Statement of Grounds 

The Federal Food, Drug and Cosmetic Act provides far the submission of an Abbreviated New Drug Application for a drug product that differs in dosage form from tha ~ of the listed drug provided the FDA has approved a petition that proposed filing such an application. 
The listed drug, ZyrtecG Tablets by Pfizer, is a conventional, immediate-release tablet for oral administration containing cetirizine hydrochloride, 5 mg and 70 mg . Zyrtee Tablets is the subject of NDA 19-835, which was approved on December 8, 1995 . A copy of the listing from the Electronic Orange Book, accessed on (March 16, 2006) is included in-' Attachment A.' The proposed drug products are orally disintegrating tablets that represent the same strengths as the listed drugs (namely the 10 mg RLD and the approved 5 mg product) referred to i« this petition, but in a different dosage form. 
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The orally disintegrating tablet form is designed to facilitate the ease of administration for patients who cannot swallow or have difficulty swallowing conventional tablets . Additionally, -the proposed product represents a convenient alternative to Zyrtec®R Cra, Syrup and Zyrfec0 Chewable, which are also marketed by Pfizer2. The proposed product ~~s designed to dissolve rapidly on the ; tongue, and be swallowed with car without water. Thus, the proposed product will provide- a convenient alternative to the already available dosage forms of cetirizine hydrochloride. 

Copies of the approved' labeling for the listed drug upon which this petition reties ; and draft labeling for the proposed product are included in Attachments B and C, respectively . 3 Please note that the draft labeling for the proposed product will be revised to include the inactive ingredients and a complete "How Supplied" section when the ANDA is submitted. The proposed labeling is the same as the approved labeling for the listed drug with the exception ' of changes that are necessary because the manufacturer of the generic product differs from that of the listed drug, and those changes that are commensurate with the change in dosage form proposed in this petition, i .e ., the ability of the tablet to dissolve on the tongue . (A listing of differences between the labeling far the proposed product and the approved labeling for Zyrtee is appended as Attachment D.) There are no other differences between the conditions of use prescribed, recommended or suggested in the labeling for the proposed, orally disintegrating tablet and those approved for the listed drug . Please be advised that the AtVDA applicant will demonstrate that the proposed orally disintegrating tablet is bioequivaler?t rb the FZLD . 
Applicabilit of Pediatric Research Eguitv Act 

The Pediatric Research Equity Act (PREA), which was signed into law on December 2, 2003, requires that all applications for approval of a new active ingredient, indication, dosage form, dosing regimen or route of administration contain a pediatric assessment unless the applicant has obtained a ,waiver or deferral under Section 505(B)(b) . If the pediatric assessment requires the conduct of clinical studies, the application will be ineligible for submission as an ANDA: 
The petitioner hereby requests that a waiver of the requirement to conduct pediatric studies be granted in respect to the proposed product that is the subject of this petition . The following supports the petitioner's request for a waiver: 

1 . On May 15, 1998, Pfizer obtained approval of Supplement #S-C05 for NDA 99-835; which ~comprised a revision of the package insert labeling to provide for the use of Zyrtec~' to treat seasonal and perennial allergic rhinitis and chronic idiopathic urticaria in' pediatric patients, ages 2-5 years. 
2. (On October 219 2002, Pfizer obtained approval of Supplements #S_0Qg and #5-015 for NDA 19-835, which comprised a revision to the package insert to provide for the use of Zyrtec 0 far (1) treatment of perennial allergic rhinitis in adults and children 6 months and older and (2) treatment of uncomplicated skin manifestations of chronic idiopathic urticaria in adults and children 6 months and olcler .4 3. Points 1 and 2 above demonstrate that the labeling for the listed drug, Zyrtec° contains information in respect to the case of cetorizine hydrochloride in pediatric patients for the range of indications for which the drug is approved . 4. The petitioner, by way of an ANDA submitted pursuant to this petition (once' approved), will seek approval for the same conditions of use as given in the approved labeling far 
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the listed drug . Thus, the proposed product will not reprasent any meaningful therapeutic benefit over the presently available dosage forms of cetirizine hydrochloride. 
Thus, because the requirements for the conduct of pediatric studies were satisfied by Pfizer, and because the approved labeling for the listed drug on which the labeling for the petitioner's product will be based already contains comprehensive information regarding the use of the drug in pediatric patients, there should be no need to repeat or conduct additional studies far the proposed product for which this petition is being submitted. - 
For the reasons cited above, the petitioner requests that the Commissioner find that a change in dosage form from a conventional, immediate-release tablet to an oral~y disintegrating tablet containing cetirizine hydrochloride, 5 rng and 10 mg, raises no questions of safety or effectiveness . The petitioner requests that the Commissioner approve the petition accordingly. 
C . Environmental Impact 

The petitioner claims a categorical exclusion under 21 CFR 25.31 . 
D. Economic -impact 

The petitioner believes that analysis of economic impact does not appfy to the submission of this petition, but agrees to provide such an analysis if requested by the Agency. 
Certification 

The undersigned certifies, that to the best of his/her knowledge and, this petition includes all information and views on which the petition relies, and that it includes representative data and information known to the petitioner, which are unfavorable to the petition . 
Respectfully Submitted, 
, 

~~v~�

.~lis,~, 

~~ 
an Janu Director 

Laehman Consultant Services, Inc. 

JJlpk 

The list was accessed an (March 16, 2006) from the following web address : http://www.fda.gov/cderlpediairiclwrlist . htm 
2 Zyrtec is also available in an oral syrup containing 5 mg eatirizine hydrochloride J mL and in chewable 3 tablets containing 5 mg or 10 mg of cetirizine hydrochloride . Pfizer uses a combined package insert for its conventional tablet, chewable tablet and oral syrup forms of ZyrtecP . Please note that this petition does not rely on the chewable tablet and/or oral syrup form of the product . 
4 Pursuant to Pfizer's conduct of pediatric studies and the approval of these NDA supplements, a six-month period ofxediafric exclusivity attached to the unexpired, Orange Book-listed patent that claims -the RLD, Zyrtec Tablets . Additionally, Pfizer received a three-year period of marketing exclusivity in respect to the labeling for the new patient population covered under these NDA SUpplements . 

www.taehmaneonsuit.tirtts.earn LCS~Iezehrrr.araeoresseltarats .cnrsd. 



LACHMANCONSULTANT SERVICES,I1VC: Division of Dockets Management Westbury, rn~ 1fl590 
Food and Drug Administration 

March 16, 2006 
Page 4 of 4 

Attachments: 

A. Copy of Search Results from the Electronic Orange Book (accessed on March 18, 20Q6), documenting the listed drug status of Zyrtec° (cetirizine hydrocWoride) Tablets, 5 mg and 10 mg 

B. Copy of Approved Labeling far the Listed Drug 'Zyrtec' 

C. Draft Labeling for the Proposed Product 

D. Listing of Labeling Differences 

cc: Arianne Camphire(UGG) 
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