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This document i:sts obmanons made by the FDA representative(s) dunng the inspection of your fac: Ilty They are inspr.cl::oml
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding 2a
observation, or have implemented, or plan to implement, corrective action in response to an observation, vou may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. I you have 20y

qQuestions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

OBSERVATION 1

There is a failure to thoroughly review any unexplained discrepancy and the failure of a batch or any of its components to
meet any of its specifications whether or not the batch has been already distributed.

Specifically,
A. Final Field Alert | ated 07/19/11, is associated with the presence of a particle in a vial

identified during the( Jretain inspection of Hospira Propofol (NDA 77-908) with Lot # 02-268-
DJ. The aforementioned partlcle was retrieved from the product and submitted to the Hospira particle

identification laboratory. The particle was identified to be a 1,200 micron size stopper particle.
Additionally, a medical assessment provided by the Medical Director from Global Product Safety
revealed the 1,200 micron size particle is not likely to result in patient injury in the absence of any
sinaller particles and could not be injected into the patient because of its size. Your firm failed to assess

the potential of smaller particles being introduced into the product.

B. Final Field Alert Report, dated 02/24/12, is associated with the presence of a particle in a vial of
Hospira Propofol (NDA 77-908), with Lot # 02-221-D1J, identified by a customer. The aforementioned
particle was retrieved from the product and submitted to the Hospira R&D laboratory. The particle was
identified to be a 3,950 micron size stopper particle. Additionally, a medical assessment provided by the
Medical Director from Global Product Safety revealed the 3,950 micron size particle is not likely to
result in patient injury in the absence of any smaller particles and could not be injected into the patient
because of its size. Your firm failed to assess the potential of smaller particles being introduced into the

product.
EAUPLOYEEID) SIGRATURE DATE ISSUED
SEE REVERSE | Viviana Matta, Investigator WW
0c/2012
OF THIS PAGE PRI
|_FORM FDA 443 (03/58) FHREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 1 OF | PAGES

Clayton, NC 27520-9465



www.fda.gov/oc/industry



