DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

8050 Marshall Drive, Suite 205 May 16-21,23-27/16 & 6/8/16
Lenexa, KS 66214 T;;‘;';;;

{913)495-5100 Fax:(913)495-5115

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Jonathan J. Rushford, Site Head/Vice President Operations

FIRM NAME STREET ADDRESS

Hospira Inc. A Pfizer Company 1776 Centennial Dr.

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED

McPherson, KS 67460 Human Drug/Device Manufacturer

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

Drugs — Quality System:

OBSERVATION 1

Investigations of an unexplained discrepancy and a failure of a batch or any of its components to meet
any of its specifications did not extend to other batches of the same drug product and other drug
products that may have been associated with the specific failure or discrepancy.

Specifically,

A) Despite performing an investigation with a root cause implicating an entire product line and
finding widespread impact across the line during numerous retention sample reviews, you did not
expand your investigation beyond individual lots to the whole line:

On 2/12/15, you received a complaint of multiple label defects (missing label, double labels, and
pealing label) for Diltiazem ADD-Vantage Vial lot 39105DD, and you determined the primary
root cause of the defects was the use of label adhesive that was optimal for glass vial adhesion
but not for plastic vials. This label adhesive was used for your six ADD-Vantage products, all of
which use plastic vials:

- Diltiazem HCI] 100mg/vial;

- Erythrocin Lactobionate-I1.V. 500 mg/vial;

SEE REVERSE | Michele Perry-Williams, Investigator
OF THIS PAGE Carl A. Huffman, Investigator Mﬂ"

Shafiqg S. Ahadi, Investigator,

Brett R. Havranek, Investigator 4

FORM FDA 483 (09/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 1 OF 20 PAGES




(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



(D) (4)

(b) (4)
(b) (4) (b) (4)

(b) (4)



(b) (4

(b) (4
OIGE

(b) (4)

(b) (4)

(b) (4)



(b) (4)
(b) (4)



(b) (4)

(b) (4) (b) (4)

(D) (4)



(b) (4) (b) (4) (b) (4)

(b) (4)

(0) (4)




(b) (4) (b) (4)

(b) (4)
(OXO)
(b) (4) (b) (4)
(b) (4)
(b) (4)
I
(b) (4)

(b) (4)



DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

8050 Marshall Drive, Suite 205 May 16-21,23-27/16 & 6/8/16
FEI NUMBER

Lenexa, KS 66214 1925262

(913)495-5100 Fax:(913)495-5115

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Jonathan J. Rushford, Site Head/Vice President Operations

FIRM NAME STREET ADDRESS

Hospira Inc. A Pfizer Company 1776 Centennial Dr.

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED

McPherson, KS 67460 Human Drug/Device Manufacturer

2. As noted in Observation 1, you had numerous complaints of the same label defect. Your only
investigation (ER 214194, closed 4/22/15) stated there was no repeat occurrence of this issue.
Additionally, you did not put in place an effectiveness check.

B. During the investigation of your Vancomycin Hydrochloride for Injection, USP, involving
complaints received for particulates from cardboard, you did not extend your investigation to
review of other distributed lots. After your evaluation of the retain sample for lot no. 56-500-3A
where you identified a unit which contained fibrous particles, you did not evaluate other retain
samples.

In addition, your Risk Assessment Register (RAR) #991 dated 02/12/16, you did not include
information regarding an additional complaint no. 3133219 which was received on 1/6/2016.
This Vancomycin Hydrochloride for Injection, USP, lot no. 421503 A (Canada), was reported to
have particulates which were also found to be cardboard.

OBSERVATION 5

Written records of investigations into the failure of a batch or any of its components to meet
specifications do not always include the conclusions and follow-up.

Specifically,

A. In your Annual Product Reviews for the following products you identify label defects but fail to
initiate appropriate corrective and preventive actions to address and correct this failure:
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Drugs — Packaging and Labeling System:

OBSERVATION 14

Labeling or packaging materials which did not meet written specifications were not rejected to prevent
their use in operations for which they are unsuitable.

Specifically,

All[OFEY batches of incoming ADD-Vantage labeling from 7/3/2013 until 4/9/2015 were accepted for
use despite not meeting internal specifications outlined in Monograph Y-011, even though the
Certificate of Conformance for each of these batches specifically listed the wrong adhesive.
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The observations of objectionable conditions and practices listed on the front of this form
are reported:

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or

2. To assist firms inspected in complying with the Acts and regulations enforced by the
Food and Drug Administration.

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or
employee making the inspection shall give to the owner, operator, or agent in charge a
report in writing setting forth any conditions or practices observed by him which, in his
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1)
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has
been prepared, packed, or held under insanitary conditions whereby it may have become
contaminated with filth, or whereby it may have been rendered injurious to health. A copy
of such report shall be sent promptly to the Secretary."
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