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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION
DISTRICT OFFICE ADDRESS AND PHONE NUMBER ; DATE(S} OF INSPECTION
FDA 9/4-7; 10,12-13,17,19/07
4040 Morth CZWWSW}* #300 FEI NUMEBER
Dallas, TX 75 14) 253-5204Q 3000717703

NAME AND TITLE OF INDVIDUAL TC WHOM REPORT IS ISSUED

10: Bruce W, Bagley, Genersl Manager

FIRM NAME STREET ADDRESS

Pharmedium Services LLC : 12620 West Airport Bivd. #] 30
CITY, STATE AND 2IP CODE TYPE OF ESTABLISHMENT INSPEGTED
Sugar Land, TX 77478-6141 Sterile Drug Manufacturer

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

Tuis document lists observations made by the FUA representatives dnrfog the inspection of your facility. They ave inspeetional observations, and do
not represent a finel Ageacy determination regending your complianee, If you himve sn objection regardiog an abservation, or have implemented, or
plan to Implement corrective scion In response to an observation, you may discnss the objection or action with the FDA representatives during the
imspection ot anbmit this information to FIPA at the addresy above, B you have vy qmmﬁm: conboct FDA st the phone namber and sddress
abave.

-

_. [OBSERVATION #1

The firm's sampling and testing plan for stefility and potency testing of manufactured lots of
terile drug products does not provide assurance that statistical critena and specifications are
Ene:. Based on your firm’s volume of production, your sampling of product is not representative

f the total lots manufactured.

The firm utilizes a X&) by which lots of manufactured, sterile drug products are
sampled on a [DYE (XN (DB arid tested for sterility and potency.

For sterility testing, a total of DXE) ‘

For potency testing, the fim

The firm manufactures approximately ((JNEGY units, or about [((SXEI lots of sterile products
annually which are distributed nationally.

Some examples of recent shipments for drug products which were not tested for sterility of
ipotency consist of the following:

Cefazolin 2 Grams [[QYEI 100 ml 5% Dextrose Injection USP, lot #100723400051, was

manufactured on 34“22!07 {(Expiration date: 9/21/07) and shipped on 8/27/07 to
consignees.

Oxytocin 20 Unit(QEIIR 1000mi 0.6% Sodium Chloride Injection USP, lot
PLOYEE(S) B OVERS; NAME AND TITLE (Primt or Zope) DATE IS8UED
mrfégs - ff%z ‘;:)_ Stephen D. Brown, Investigator 91977
3 Daniel J, Lahar, Investigator
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION
DISTRICT OFFICE ADDRESS AND PHONE KUMBER : DATE(S) OF INSPECTION
FDA 2/4-7; 10,12-13,17,19/407
4040 North Central Expressway #300 FE| HLPABER
Dallas, TX 75205 (214) 253-5200 3000717703

NAME AND TITLE OF INGIVIDUAL TO WHOM REPORT 15 ISSUED |

T0: Bruce W. Bagley, General Manager :
Fiftht MAME STREET ADDRESS

Pharmedium Services LLC 12620 West Airport Blvd. #130

CITY, STATE AND ZIP CODE 'WPE:OF ESTABLISHMENT INSPECTED

Sugar Land, TX 77478-6141 Stertle Drug Manufacturer
#100723600016 , was manufactured on 8/24/07 (Exptratlon date: 10/8/07) and shipped to
consignees on 8/26/07. i
Magnesium Sulfate [DIE) 500 mi 5% Dextrose, lot #100724000048, was
manufactured on B28/07 {Expiration date: 10/1 2IDT) and shipped to consignees on
8/30/07. _

»® |

BSERVATION #2 ;

he firm’s procedure for sanitizing supplies and equzpmént used to manufacture lots of sterile
ug producis does not pmwde assurance that adequaté sanzt:zat:s}n with the secondary method

f using [CNCINNN is performed. |

pecifically, review of SOP# CPS-310 entitled, "Santtlzat:on of Vial Stoppers and Bag Injection
Ports Including Preparation of Sanitization Solution” (lssue date: 5/16/06) revealed that the SOP
id not include the following: g

» The SOP addresses the use of (X)) |ni conjunction with the curent method of
using stenle{(QREN) as a sanitizing agent on the injection ports of recipient
bags. However, the SOP does not address the suftabmty of the time of exposure for the

. (b) (4) (DXCY for the destruction of spc?e forming mold and bacteria. Between

6/06 and the present, the firm's environmental moinitoring program for viable particulates
in the Class 100 Laminar Flow Hoods revealed in at least 10 different cases where
setiling and/or contact plates were contaminated \’mth Bacillus spp. or mold during
production.

l

» The SOP does not include an evaluation of the eﬁemwene@s of the [JIG) m
B hich is used to sanitize the in ex:tlor; mrts of up to LAY recipient bags
The firm has not established that the at the end of the

swabbzng process are equivalent to the start of the pmcess with less organic matter
present in the [(JXEY) (b) (4)

|[OBSERVATION #3 |

1 EMPLGYEE(S) l':'lME AND TITLE (Print or Type) DATE ISSUED
SEE: i_ Stephen D. Brown, Investigator 911947
REMLRSE Daniel J. Laﬁlsr_. Investigator '
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DEPARTMENT OF HEALTH AND R;J&EAN SERVICES
FOOD AND DRUG ADM!N!STHAM“

DISTRICT OFFICE ADDRESS AND PHONE NUMBER ' DAYE(S) OF INSPECTION
FDA : 9/4-7; 10,12-13,17,19/07
4040 North Central Expressway #300 : FEI NUMBER

Dallas, TX 75205 {214) 253-5200 5 3000717703

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

10: Bruce W, Bagley, General Manager ;
FIRM NAME STREET ABDRESS

Pharmedium Services LLC 12620 West Airport Blvd. #130
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Sugar Land, TX 77478-6141 Sterite Drug Manufacturer

The firm has not evaluated the appropriateness of sanitizing the surfaces of (XY
bags of [(JECIRdrug products [((JXE)

P . Between 1/06 and the present, the fim's
environmental program for viable particulates in the Class 100 Laminar Flow Hoods revealed that}
. settling plates and/or contact plates were contaminated with bacteria or mold on at least 80
different occasions (i.e. Bacifius spp., Staphylococcus spp. mold, and yeast) during
manufacturing operations.

SOP #CPS519 entitled, [(JNC)
priof to entry into the (N

Process” {Issue date: 3/23/07) documents, in pad, that

. In addition, each unit or bag of
(b) (4) drug p“‘cduc»t B (4)

 [OBSERVATION #4

he firm’s disinfectant effectiveness studies do not include microbiat challenge {microbial
- frecovery) studies to demonstrate that [(SJX€)) and [(9XE)] are effective sanitizing agents in the

interior of the gl Laminar Flow Hoods (Class 100) used in the production of sterile, drug
products.

Between 1/06 and the present, the firm's environmental program for viable particulates in the
Class 100 Laminar Flow Hoods revealed that settling plates and/or contact plates were
contaminated with bacteria or mold on at ieast 80 different occasions (i.e. Bacillus spp.,
Staphylococcus spp. mold, and yeast).

|OBSERVATION #5

The firm does not conduct on-going stability studies for any finished drug products which are
jmanufactured and distnbuted to provide assurance that the established expiry dates of 15 days,
30 days, and 45 days remain valid. Some examples are included under observation #1.

3 Pt
LEM 3(5) SIC E 7{ EMBPLOYEE(S) NAME AN TITLE (Print or Type) DATE ISSUED
j W s Ji Stephen D. Brown, Investigator 9/19/97

SEE
REVERSE - : :
OF THIS Y - Daniel J. Lahar, Investigator
PAGE ﬁ". ;,!é’ 4 g_ = (.’J’V‘{h’l—f"""
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOQD AND DRUG ADMINISTRATION
DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF MSPECTION
FDA 9/4-7; 10,12-13,17,19/07
4040 Norih Central Expressway #300 FE! NUMBER
Dallas, TX 75205 {214) 253-5200 3000717703

NAME AND TITLE OF INDVIDUAL TO WHOM REPORT IS ISSUED
T0: Bruce W. Bagley, General Manager

EiRiM NAME STREET ADDRESS

Pharmedium Services LLC 12620 West Airport Blvd. #130
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Sugar Land, TX 77478-6141 Sterile Drug Manufacturer

dditionally, contracts prepared by PharMEDium for providing services to hospital customers
ntain a statement reading, "Stability: PharMEDium will provide the most current and extended
tability which is commercially reasonable for services, consistent with requirements of the US
Food and Drug Administration ("FDAM."

BSERVATION #6
firm's procedures do not include requirements for analytical testing of incoming,
ommercially available drug products which are used in the production of sterile, finished drug

roducts distributed to consignees. The firm receives the following products whlch are used in
e production of finished drug products:

» Magnesium Sulfate for Injection USP (Vendor: [(DXE)
(b) (4)

e Cefazolin for Injection USP (Mid. By [DIB) )
» Oxytocin for Injection USP (Vendor:([(XE))
+ Sterile Yancomycin for Injection USP (Vendor{(9XC) )

[OBSERVATION #7

The firm does not maintain reserve samples for any sterile drug products manufactured and
fdistributed.

Review of product complaints for the period between 1/06 and the present reveaied at least 10
mpiaints for Oxytocin products involved iack of therapeutic response. In each case, there were

retention samples available for evaluation and/or analysis during the firm's investigation. The
mplaints consist of the fallowing (See table on following page):

Foan. 1

EMPL E{8 E Eﬂ‘ﬁﬁ?i‘.ﬁ(& NAME AND TITLE Print or Typet DATE _tSSUEU
SEE -bi__ Stephen D. Brown, Investigator 919407
REVERSE Daniel §. Lahar, Investigator
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D"EPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

BISTRICT OFFICE ADDRESS ANDG PHONE RUMBER DATE{S} OF INSPECTION
FDA 9/4-7, 10,12-13,17,19/07
404G North Cenfral Expressway #2300 . FEI NUMBER

Dallas, TX 75205 (214) 253-5200 3000717703

NAME AND TITLE OF INDIVIDUAL TO WHOM REFORT IS ISSUED
vo: Bruce W, Bagley, General Manager

FIRM NAME STREET ADDRESS

Pharmedium Services LLC 12620 West Aurport Bivd. #130

CITY, STATE AND ZIP COBE TYPE OF ESTABLISHMENT INSPECTED

Sugar Land, TX 77478-6141 Sterile Drug Manufacturer

COMPLAINT # ' PRODUCT LOTW | WD, |
DATE

IR-SL-D6-10 20 Units Oxytocin Added to 0.9% Sodium Chlotide Inj. USP 100625700060 | 1¥24/06
IR-5L-06-14 20 Uinits Oxytocin Added 1o 0.9% Sodium Chioide Inj. USE 100627700016 10/4/05
IR-SL-08-12 30 Units Oxytocin Added to 0.9% Sedium Chipdde ln]. USP 100622100029 8/9/06
IR-5L06-20 20 Units Oxytocin Added to 0.9% Sodium Chioride In]. USP 100634200008 | 12/8706
IR-SL-06-18 20 Units Oxytocin Added to 0.9% Sodium Chieride Inj, USP 100630000004 | 10727408
IR-5i-06-13 20 Units Oxytocin Added fo 0.9% Sodium Chioride Inj. USP 100622100067 B/9/06
1R-SL-06-01 20 Units Oxytocin Added to Lactated Ringer's Inj USP 100600300025 | 173106
IR-SL-07-13 30 Units Onoytacin Added to 5% Dexirose and Laclaled Ringer's tnj. USP | 100716660035 | 51507
IR-SLD702 20 Units Oxytocin Added to 0.9% Sodium Chloride Inf. USP 10070450035 20807
IR-51-07-01 #0 Units Oxytocin Added to 0.5% Sodium Chivride Inf, USP 100633400055 | 11730/08

Ay SNIIPRN
EMP 3 E EWMPLOYEE(S) NAME ARD TITLE (Print or Type) DATE [SSUED
e Zi: Stephen D. Brown, Investigator 91907

.» Daniel J, Luhar, Investigator
OF THIS & o
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