
DEPARTM ENT OF HEALTH AND HUMAi'l SERVIC ES 

FOOD AND DRUG ADMINISTRATION 


DISTRICT ADDRESS AND PHONE NUMBER 

6000 Metro Drive, Su ite 1 0 1 
Baltimore, MD 2 1 2 1 5 
(4 1 0)779- 5 4 55 Fax : (4 1 0)779- 5707 

OATE(S) OF INSPECTION 

1 2/1 2/201 6 - 1 2/1 6/201 6 
FEI NUMBER

3004 6 1 0520

NAME AND TI'TLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Wi lliam S . McFarland Owner ' 
F IRM NAME 

Loop Pharmacy & Home Medical 

STREET ADDRESS 

72 6th Ave 
CITY. STATE. ZIP CODE. COUNTRY 

Saint Albans, wv 251 77 - 2769 

TYPE ESTABLISHMENT INSPECTED 

Producer of Steri le Dru g Produ c t s 

TI1is docwuent lists observations made by the FDA representative{ s) during the inspection ofyour facility. TI1ey are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, con·ective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) dwmg the inspection or submit this infollllation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone muuber and address above. 

DURING AN INSPECTION OF YOUR FIRM I OB SERVED: 

OBSERVATION 1 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the to produce 
aseptic conditions. 

Specifically, 
1) Cleaning of the ISO 7 an d ISO 8 rooms and the ISO 5 laminar air flow benches used to produce 

aseptically filled dm g products does not include a sporicidal agent. 

2) 	 Dm g spills in the ISO 5 laminar air flow benches used to produce aseptically filled dmg products 
are cleaned using [(6r(4 } l pom ed into a previously used sterilett>) ('fJ spray bottle. 

3) 	 There is no data to show that the use of~tl) (4~ to perf01m smoke studies in the ISO 5 hoods used 
to produce aseptically filled products is adequately removed by the cleaning procedm es used. 

4) 	 Fom objects that appear to be dead bugs are located between th e ceiling an d the protective cover 
of the light fixtm e in front of the smaller ISO 5 bench in the ISO 7 room. 

OBSERVATION 2 

There is no written testing program designed to assess th e stability characteristics of dmg products . 


Specifically, 
There is insufficient test data supp01iing the labeled Beyond Use Date (BUD) provided for some 
injectable products or[(t:>) (4) 1For example: 
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1) 	 There is no assurance that (6) (4) sterilized and aseptically filled sterile dmg products, 
including Glycerin 98.5 Ophthalmic with a labeled expny period of one month (refrigerated), are 
stable over the labeled expi1y period. 

2) 

3) 	 There is no data to supp01i the 14 day refrigerated BUD of preservative-free aseptically filled 
intrathecal pain pump refills 6 4 of morphine, hydrocodone, 
bupivacaine, and baclofen. 

OATE(S) OF INSPECTION 

1 2/1 2/201 6 - 1 2/1 6/201 6 
FEI NUMBER 

3004 61 0520 

STREET ADDRESS 

72 	6th Ave 
TYPE ESTABLISHMENT INSPECTED 

Produce r of Steri le Drug Product s 

OBSERVATION 3 
Procedures designed to prevent microbiological contamination of dm g products pmporting to be sterile 
are not established an d followed. 

Specifically, 
4) Glycerin 98.5 Ophthalmic is sterilized in a(6) (4) 

t. 

5) 	 During production of aseptically filled hydrom01phone intrathecal pain pump refill syringes on 
12114/ 16, the phan nacist placed E.(D:gloved hands between th e ISO 5 aii·flow and the product 
several · · · while attaching needles to 6 (4) syringes, when attachin (6) (4) 

and while attaching the b 4 
,,---~ 	 ~~~~----------------------~ 
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6) 	 Smoke studies to demonstrate that llllidirectional airflow is maintained in the ISO 5 hood used to 
produce aseptically filled products do not include all of the operations affecting airflow in the 
hood, such as setting up [ b f (4)] compmmding operations[{bf(4) 1 

OBSERVATION 4 
Clothing ofpersonnel engaged in the manufacturing and processing of dm g products is not appropriate 
for th e duties they perf01m. 

Specifically, 
Gowns worn dming the production of aseptically filled products in the ISO 5 hood are placed on an d 
against non-sterile smfaces before being used in the ISO 5 area and are re-used multiple times 
throughout the day . 

OBSERVATION 5 
Dmg product containers and closm es were not sterilized an d processed to remove pyrogenic properties 
to assme that they are suitable for th eir intended use. 

Specifically, 
1) There is no data to supp01i the effectiveness ofthe [~6) (4).j andK6 ) (4) J~b) (4~used to 

sterilize in-process equipment, glassware, and fmished product contamers and c osm es used in the 
production of aseptically filled dm g products and to sterilize [(6) (4) ] sterilized Glycerin 98.5 
Ophthalmic. 

2) 	~ (4) Jused to demonstrate the effectiveness ofthe(6) (4) Iused to sterilize 
and depyroge~aCJglassware used in the production of as eptically fifled dmg_products an d to 
sterilize(6 ) (4) sterilized Glycerin 98.5 Ophth almic ar e incubated at (b) 4< > instead of(b) 4< > as 
specified in the m anufactmer 's instructions. 
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3) 	 The printouts showing the [( o ) (4) (b ) (4 ~ used to sterilize in-process e~pment used in the 
production of as eptically fi lled dmg products are kept as ( o ) (4) .~J OCo) (4) ~or
[( o ) (4) Jwith no handwritten records, notes, or other means to conelate specific ~b) (4 )to 
specific batches or pieces of equipment. 

OBSERVATION 6 
There is a failme to th oroughly review the failme of a batch or any of its components to meet any of its 
specifications wheth er or not th e batch has been ah-eady distributed. 

Specifically, 
Methylcobalamin 100 mcg/ml for injection lot 03172016 was tested for potency on 3/22/2016 an d 
found to be sub-potent, with an assay of 71.1% of the label claim. There was no evidence that this 
failme was investigated or that any action was taken to con ect the issue or prevent it from 
reoccmnng. 

OBSERVATION 7 
Container closm e systems do not provide adequate protection against foreseeable extemal factors in 
storage and use that can cause deterioration or contamination of the dmg product. 

Specifically, 
There is no data to r support th e cunent practice ofkeeping dep rogenated glassware an d final 
container~{D -(4 ~~ in the ISO 7 room for[{6f{4)~ . 

OBSERVATION 8 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 


Specifically, 


EMPLOYEE(S) SIGNATURE DATE ISSUED 

SEE REVERSE Matthew B Casale, Investigato r ll/161'2016 1 2/16/2016 
OF THIS PAGE X MatthewBCasale .....,_..,.,. 

~-""Sq'ltdb(: HI~B.C.. -$ 

FORM FDA 483 (09108) PREVIOUS EDmON OBSOLETE INSPE CTIONAL O BSE R VA TIONS 	 PAGE40F5 PAGES 



DEPARTM ENT OF HEALTH AND HUMAi'l SERVICES 

FOOD AND DRUG ADMINISTRATION 


D ISTRICT ADDRESS AND PHONE NUMBER OATE(S) OF INSPECTION 

6000 Metro Drive, Suite 1 0 1 1 2/1 2/201 6 - 1 2/1 6/201 6 
FEI NUMBER Baltimore, MD 2 1 2 1 5 
3004 6 1 0520(4 1 0)779- 5 4 55 Fax : (4 1 0)779- 5707 

NAME A ND TI'TLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Wi lliam S . McFarland ' Owne r 
F IRM NAME STREET ADDRESS 

Loop Pharmacy & Home Med ical 72 6th Ave 
C ITY. STATE. Z IP CODE. COUNTRY 

Saint Albans, wv 251 77 - 2769 

TYPE ESTABLISHMENT INSPECTED 

Produce r of Steri le Drug Product s 

1) 	 Non-viable pmiiculate monitoring and active air sampling for viable pmiiculates in the ISO 5 
area is perf01med[(6) (.21-) l 

2) 	 During production of aseptically filled hydromorphone intrathecal pain pump refill syringes on 
12114/ 16, the phannacist spra:~(6)1o4) ] near the open settling plates used to monitor 
microbial contalllination, with (b) ( 4 )

1
mist entering the plates. 

3) 	 The pressure gauge between the ISO 7 and 8 rooms read 0.005" WC before, during, and after 
aseptic processing activities on 12112/ 16 and 12114/ 16 when read at eye-level despite the fact 
that the SOPs for aseptic processing state that the minimum pressure differential between these 
rooms is [(6) (.21-) I 

OBSERVATION 9 
Each batch of dmg product pmp01iing to be sterile and pyrogen-free is not laborat01y tested to 
dete1mine conf01mance to such requirements. 

Specifically, 
Aseptically filled an~[C6r(4rJsterilized sterile dmg products, including Glycerin 98.5 Ophthalmic, 
are not tested for sterility or endotoxin. 
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