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I oppose the petition.

The Prescription Drug Marketing Act of 1987 (PDMA), as modified by
the Prescription Drug Amendments of 1992, amended sections 301,
303, 503, and 801 of the Federal Food, Drug, and Cosmetic Act (the
Act) to establish requirements related to the wholesale distribution of
prescription drugs.

A primary purpose of the PDMA was to increase safeguards to prevent
the introduction and retail sale of substandard, ineffective, and
counterfeit drugs in the U.S. drug supply chain.

FDA has a legal obligation to protect the public, however delayed this
to the point it will never be enforced.

“Based on concerns raised by various stakeholders, the agency
delayed the effective date of §§ 203.3(u) and 203.50 several times.”

“In February 2004, FDA delayed the effective date of §§ 203.3(u) and
203.50 until December 1, 2006, in part because we were informed by
stakeholders in the U.S. drug supply chain that the industry would
voluntarily implement electronic track and trace technology by
2007."

.."it appears that the use of electronic pedigree will not be widely
adopted by 2007.” (See insert FR cite when published.)

FDA cites “Factors to Consider for Enforcement Focus”, however
enforcement was absent. In absent of enforcement, the public is
bound. FDA instead relied on voluntary implementation, and nothing
happened.
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Are there prlor cases of the
drug being counterfeited or
dlverted in the U.S.? Is there a
hlstory of false pedigrees
 associated with the product’?
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Phentermine to misbrand is attached. Iplex is misbranded attached.

David Lowe
Ida, MI
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Introducing IPLEX
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introducing

IPLEX (mecasermin rinfabate [rDNA origin] injection) is indicated for the treatment of growth failure in
children with severe primary IGF-1 deficiency {Primary IGFD) or with growth hormone (GH) gene deleti

who have developed neutralizing antibodies to GH.

Therapy with IPLEX should be directed by physicians experienced in the diagnosis and tre t
patienis with growth disorders. It is contraindicated in patients with closed apiphyses, active or susped
neoplasia, or an allergy to IPLEX, Because of insulinike hypogiveemic effects, IPLEX shouid be
administered at approximately the same time each day, and patients should avoid missing meals and
valanced diet. Tonsillar and adenoid hypertrophy was reported in a clinical friak patients should have
periodic examinations to detect potential complications of adencionsillar enlargement. Headache was
reported in 8/36 children In a clinical trial. Papliiedema was reported in a clinical irial, including one cas
with increased intracranial pressure that resclvad with revision of 2 blocked axisting veniriculoperions

shunt. Please refer to the full Prescribing Information.




