DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOQD AND DRUG ACMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER (NOL-DO - temporary office) DATE(S) OF INSPECTION
297 Plus Park Bivd. 1125106, 1/26/06, 1/27/06
Nashville, TN 37217 FEINUMBER
615-695-4654 | 3004153061

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED

T0: Reginald C. Fu'nches quality manager

FIRM NAME i ' STREET ADDRESS

PharMEDium Services, LLC dba COMPASS 213 N. Davis Avenue

CITY, STATE AND 2IP CODE ] _ ITYPE OF ESTABLISHMENT INSPECTED
Cleveland, MS 38732 drug manufacturer

DURING AN lNSPECTION OF YOUR FIRM | OBSERVED:
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7
8)
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Failure to perform finished product testing for identity, potency, and sterility as a requirement for ;clease of every lot
produced. | i
The quallty control unit is not designated in wntmg and given the respomtblhty and authority to accept and reject
tncoming raw, IEmal:erlalst in process tests, and finished product release, among other functions.” Further certain production
technicians, who are not employees of the quality departmem are gwen authonty to approvefrelease labelmg for use
during the packag“mg and labeling of finished products.
Finished prodl'wt quarantl ne and release procedures are madequate in that ™9 units of lot #060120087; 0.2 mg/mL
Hydromorphone HCI in 0.9% Sodium Chloride, 30 mi fill in a(b) (4) , are documented as “shlped” when the Jot
was Quaranlmed per form #F-611-2 on 1/13/06.
In process product is hot adeqiiately labeled to identify the conténts of the product: Spemﬁcaily, (b) (4)
(b) (4) i in (b) (4) :(6) (%), and only(B) (4) * has a (b) (4) ., (b) (4) ]
®)(4) therefore, it is possible-for his'label 1o be lost or removed-before-labeling of the finished product

(b) (4) are in at least™™ of the ¥ laminar air flow. hoods in the production clean room. One ‘technician
(b) (4) 1. This practice could lead to a mix up.:
There is no ongmhg stability program in that one lot per year of each product is not placed on stability to validate the
product malmams potency and sterility through its labeled explranon date. . g ! A
Failure to maintain reserve samples of products:mamyfactured.. it s e T
Line clearance achwt:es are inadequate in the labeling and pouchmg ‘area in that (b) (4), ] ‘of
multiple drug’ products are \(b) (4) T e . 7 ¥
Failure to mmate investigations into production deviations |rnmed1ately upon the event occurrmg :f the event occurs when
quality assurdnce ‘staff are not preserit (ie: [Bj@)" ). Specifically, two in-process ; (B)1#) Morphine Sulfate
(b) (4) :lot (b) 4) Hydromorphone (B) (4)syringe lot (B) (4) ) were observed in a quarantine
area, but rev1§w of the accompanying batch production records did not reveal the reason for their quarantine status.
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