_/‘ DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration

-7 Central Region

New Jersey District
Waterview Corporate Center
10 Waterview Blvd., 3" Floor

Telephone (973) Parsippany, NJ 07054
526-6014

August 4, 2005

Mr. Vito Grisanti, President/Owner
AlphaTec Testing LLC

67 Woodland Avenue

Westwood, NJ 07675-3114

Dear Mr. Grisanti:

We are enclosing a copy of the establishment inspection report (EIR) for the inspection conducted at
your premises at 67 Woodland Avenue, Westwood, New Jersey on June 21, 2005 by Barbara Maulfair
of the U.S. Food and Drug Administration (FDA). This new procedure is applicable to EIRs for
inspections completed on or after April 1, 1997. For those inspections completed prior to the above
date, a copy of the EIR may still be made available through the Freedom of Information Act (FOIA).

The Agency is working to make its regulatory process and activities more transparent to the regulated
industry. Releasing this EIR to you is part of this effort. The copy being provided to you comprises the
narrative portion of the report; it reflects redaction’s made by the Agency in accordance with FOIA
and 21 C.F.R. Part 20. This, however, does not preclude you from requesting any additional
information under FOIA.

If there 1s any question about the released information, feel free to contact the undersigned.

Sincerely,

Lisa Harlan
Supervisory Investigator
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SUMMARY

This initial inspection of this control testing laboratory was conducted pUrsuonI to
NWJ-DO FY 2005 Workplan FACTS Assignment #638332; OP ID #24083%96. Guidance
was provided by CP7356.002 Drug Process Inspection.

There was no previous inspection.

The current inspection focused on the quality systems and facilities and equipment
systems. There were no deviations were observed. No FDA 483 was issued. No
samples were collected.

ADMINISTRATIVE DATA/ INDIVIDUAL RESPONSIBILITY/ PERSONS INTERVIEWED

Inspected firm: AlphaTec Testing LLC
Location: 67 Woodland Ave
Westwood, NJ 07675-3114

1of5






