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April 17, 2002

Secretary, ["ederal Trade Commission
600 Pennsylvania Ave., N.W.
Washington, .02 2058

Alln: Angela Flowd
Re: - FTC Docket No. C-4038

Tlear Mg, Iloyd:

. Reference is made to a letter of March 12, 20012 from Laura Koss of the Commuission to James
Ingram, President of our firm concerning the above dncket. This letter requested a report froin
our firm on our caompliance with the *Made in USA™ order of Februavy 27, 2002, liach part of
the order 18 summarized below and is followed by our response.

rder F

It is ordered that PFI, in connection with the labeling and promofion of any non-prescription
drug product caniaining an aenelgesic, sholl not prisrepresent the exteny ip which such product
iy inade i the Unlied Siatex.

Geginning in April 2001, we started removing any “Madc in USA”™ or similar statements from afl
of our analgesic labeling. ‘|’ hese statements were removed whether or not ihe product and its
components were made in the ULS, Al affccted labeling was revised by November 1, 2001,

In eompliance with the order, every attempt was made to depletz the non-complizant finished
goods inventory. A listing of the remaiming balance is attached (Lixhibit 11 These non-
compliant finished goods as well as all non-compliant labeling have been destroyed.

No non-compliant finished poods have been shipped and no non-compliant promotional materials
are in use as of the effective date of the order.
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Order If

PFEY shall, for five years, maintain and make available for copying labeling, promotional
marerinls, ete, containing the pepresenfation.

PFI relains these affected documents and records 1n the normal course of doing business since
they arc required to be retained by the 1.5, Food & Drug Administration. They will be made:
available for inspection and copying by the FTC as required.

Order I

PFI shall deliver a copy af the arder io alf current and future officers, directors and employees
hiving responsibifities with respect to the order, and shall secure a statement acknowledging

receipt of the order.,

All officers, directors, and employees with responsibilitics with respect to this order have been
providad with a copy of the order. Signatures acknowledging receipt are attached (Exhibri 2}, A
listing of Lhe emplovess is arached (Exhibit 3).

All [uture affected officers, directors, and emplovees will be provided with a copy of the order
and will acknowledge such receipt.

Order 'V

PFI shall notify the FTC ai least 30 days prior to any change in the corporation that may
affect compliance obligadons under this erder.

PTT has included this Order in its corporate files and agraes to notify the Commission priot to any
vorporate change that may affect its compliance obligarions under this order.
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Crder V

PFI shall, within 00 days of this order, file a report detaifing the manner and form in which it
has compliod with the order.

This document serves as this requested compliange report,
if you have any questions or require addibonal information, please feel free to contact me.

Sincerely,

B caa) W Jox Mo

Rrian Rarhee,
Y. P, of Scientific Affairs

BB/mp (,'/',li’?, oL _ %é/ﬁ"‘
cc: J Ingram M %ﬁ

Eng.
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