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. CITIZENPETITION

Lord, Bissell & Brook LLP (“LBB”), on behalf of its undisclosed client, submits this
petition under the Federal Food, Drug, and Cosmetic Act (“FFDCA”) to request that the
Food and Drug Administration (“FDA”) take appropriate remedial action relating to an
apparent safety issue regarding Bellatal ER manufactured by Anabolic, Inc. for Qualitest
Pharmaceutical, Inc. (“Qualitest”); LBB urges FDA to examine Bellatal ER because:
independent tests demonstrate it fails to meet United States Pharmacopoeia (“USP”)
requirements for dissolution and therefore may pose a potential safety issue to consumers.
Such a product that fails USP standards for dissolution raises consumer safety issues, is
misbranded, and FDA should é-onisidé\r\re\mpval of the product from the market. In
addition, LBB believes, upon information and belief, that Qualitest’s Bellatal ER product
may not have been properly approved for marketing by FDA and requests review regarding
the approval, if any, of this product. For the following reasons, LBB urges FDA to ensure
that the representations made to the public about Bellatal ER are accurate and complete.

A. Actions Requested

Independently conducted tests indicate that Bellatal ER fails USP dissolution testing
and, because it dissolves too slowly, raises potential safety issues. Also, because the product
releases too slowly, Bellatal ER is misbranded regarding the dosing regimen for the product.
In response to the safety issues raised by the failed USP dissolution testing performed by an
independent laboratory and the misbranding of this product, LBB requests that FDA
consider initiating recalls of Qualitest’s Bellatal ER products so that these issues can be
addressed and corrected. Because there is also doubt, upon information and belief, that
Bellatal ER has been properly approved by FDA, LBB also requests FDA consider
reviewing all regulatory submissions relating to Bellatal ER. ‘ '
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B.  Statement of Grouncfs
L Bellatal ER

Bellatal ER is currently manufactured by Anabohc, Inc. and marketed by Quahtest
Qualitest began marketing Bellatal ER in 2004. Bellatal ER is purportedly used for treating
irritable bowel syndrome. Bellatal ER’s labeling represents it to be an extended release
formulation combining belladonna alkaloid and phenobarbxtal in tablet form, and containing
the following ingredients:

Phenobarbital, USP (3/4 gr) | - 48.6mg

Hyoscyamine Sulfate, USP - 0311l mg
- Atropine Sulfate, USP. 0.0582 mg

Scopolamine Hydrobrormde, USP  0.0195mg

Labeling for Bellatal ER clauns that the product can be dosed one - tablet every twelve hours,
which would make the product an extended release formulamon

2. Safety concerns mwlfwng and mzsbmndmg of Bellatal ER

Pursuant to the FFDCA, an applicant must demonstrate that its drug product is safe
for human use. 21 US.C. § 355(b)(1). Dissolution testing of the Bellatal ER Tablets (Batch
310936A) by a qualified mdependent laboratory (Covance) using the procedures and
acceptance criteria outlined in USP <711 >and USP <724 >Extended-Release Articles-
General Drug Release Standard indicates the tablets fail to meet the USP requxrements The
Report of Analysis (attached) mdrcates the mean percent released of 6 vessels is 49.7%
versus the USP requirement of not less than Q(75%) 5%. Because Covance’s testing
confirms that Bellatal ER fails USP’s minimum requirements for dissolution, it should not
properly be branded as a USP or extended release product zmd shcmld not be dosed, as
suggested in the labeling, once every twelve hours. L

Not only does the product fail USP’s dissolution test, but it is apparent from the test
results that there may be a safety concern with this drug. Covance’s dissolution test results
provided indicate that in twelve hours, less than 50% of the product is released. Based on
this data, a consumer taking the product as recommended, once every twelve hours, would
receive an insufficient dose of the drug. In other words, someone taking the drug would be
getting only half a dose, which means that sufferers of irritable bowel syndrome would not
experience any relief from taking this product. Because Bellatal ER provides an insufficient
“half-dose,” based on the Covance test results, patients suffering from this painful affliction
may experience no relief, or may discontinue treatment and continue to suffer needlessly.
This safety concerns must be evaluated by FDA in order to protect pauents
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~ Moreover, under FFDCA, a drug is deemed misbranded if its labeling is false or
misleading in any particular manner. 21 US.C. § 352(a). Since the dosing regimen listed in
the labeling is incorrect, as seen above, Bellatal ER is misbranded. As demonstrated by the
data provided herein, the product provides an insufficient dose as it is labeled. In addition,
to the extent Bellatal ER purports to be USP compliant, and has in fact failed USP’s
standards for dissolution for an extended release product, it is also misbranded.

For these reasons, FDA should consider initiating a recall of Bellatal ER until such
time as the safety to consumers is addressed and the misbranding of Bellatal ER is corrected.

LBB currently does not have any rinformation as to why the Quahtest Bellatal ER
product fails USP dissolution or Why the product is misbranded.

3.  Questions mwlvzng the approwl of Bellatal ER

'The agency has, through rule makmg procedures, accorded new drug status to
certain drugs. Included among these are extended release dosage form drugs. Specifically,
Title 21 of the Code of Federal Regulations section 310. 502(3.) (14) provxdes

(2) The drugs liste d in this paragraph have been detemmed by mlemakmg
procedures to be new drugs within the meaning of section 201(p) of the act.

- An approved new drug application under section 505 of the act and part 314
of this chapter is reqmred for marketing the following drugs:

(14) Tnned release dosage forms

Thls regulation codifies the new drug status of new extended release drug products
such as Bellatal ER tablets. Upon information and belief, Qualitest first launched Bellatal
ER tablets in 2004 and may not have followed the procedur&c for approval of a new drug
under 21 US.C. § 355(b) or the procedures for approval of an abbreviated application under
21 US.C. § 355(j). Because, upon information and belief, Qualitest may not have followed
the procedures for obtaining approval of its Bellatal ER product, and because such
procedures were required prior to the 2004 launch of the product, on information and belief
Bellatal ER is a non-approved product. Until such time as Qualitest has complied with -
federal law for approval of its Beﬂatal ER product, Bellatal ER should be removed from the
market. |
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4. FDA should conszder initiating recalls ofBellatal ER

'The Federal Food, Dm and Cosmetic Act requires that products be safe for human
use (21 US.C. § 355(b) (1)) and that the labeling of a product accurately and completely
describe the product and not be false or misleading in any way (21 US.C. § 352(2)). Because
independently performed USP dissolution tests confirm that Qualitest’s Bellatal ER product
does not dissolve such that it may be administered once every twelve hours, but in fact
dissolves much more slowly, the product may not be considered safe for human use. In

addition, Qualitest has rmslabeled its product as a USP, extended-release product that can be 0

appropriately dosed every twelfve hours. Based on the dissolution data provxded itis
doubtful that any representations that Bellatal ER is USP compliant or is appropriately dosed
once every 12 hours are accurate. See21 CF.R. § 201. 5(c) 201.56(b). In fact the dissolution
data provided strongly suggests that those representations are false and/or misleading.

FDA should consider i mmatmg recalls so that the i inaccurate labehng of the Qualitest
Bellatal ER product can be removed and corrected. A recall will ensure that the misbranded
product no longer is misidentified as being 2 USP extended~re1ease product that is
appropriately dosed every twelve hours

In addmon, Bellatal ER should be recalled el such txme as FDA has established
that the product has been properly approved for marketing in the US. Extended release
formulations are considered new drugs, pursuant to FDA rule-making procedures. 21
CF.R. § 310.502(a)(14). Because, upon information and belief, Qualitest may not have ,
followed the procedures for approval of a new drug, 21 US.C. § 355(b) Bellatal ER is potan
approved product and should be recalled immediately.

C. Environmental Impact

The petition requests that FDA review the dxssolunon proﬁle of and representations
relating to Bellatal ER. Because the requested action would lead to the institution of a recall, -
the petition is subject to a categorical exclusion from the reqmrement of an environmental
impact assessment. See 21 CF. R. § 25. 30(c)

D.  Economic Impact

Information on the economxc Irnpact of this petltxon wﬂl be submitted if requested
by the Commissioner. ,
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E.  Certification o i :

LBB certfies that, to the best of its knowled’g’é, mfarmatxonandbehef, this petition
includes all information and views on which the petition relies and that it includes
representative data and information known to LBB which are unfavorable to the petition.
Respectfully submitted, |

LORD, BISSELL & BROOK LLP .,

- 4 bl g X LR
Ll ] ,fmim.,fmwm ‘
David G. Greeee Y

DGG:pm

cc:  Thomas W. Abrams, RPh, MBA, Division Director, Drug Marketing, Advertising,
‘and Communication S ‘ ‘
Dennis Linsley, Regional Director, San Francisco Regiond Office
- Alonza Cruse,. District Director, Los Angeles Distric Offie
David J. Horowitz, Esq., Director Office of Compliance
Ralph Lillie, MPh, Director (Acting), Office of Drug Safety
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