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PBSERVATION 1 
rrne system for cleaning and disinfecting the aseptic processing areas are deficient. 

Specifically, 

1. [(o) (4) cleaning within the phrumacy cleanrooms were done sporadically. 

a. The Environmental Management Service (EMS) deprutment is responsible for conducting 

[(or(4)] cleanings ~(6r(4)] cleanings) and (15J<4 cleanings (mopping floors an d cleaning 

door handles) . For example, 2016 phrumacy cleaning records document: 

i. No {b),~ cleanings OCCl7r&l(b) (4) 
ii. No~. cleanings occuned(o) (4) . 

J 
b . Phatmacy staff is responsible for conducting 4b) ( } cleanings of the (6) (4)rt Laminar Air 

Flow Workspace LAFW (ISO 5 Hood) and (b) ( 4) (ISO 5). For 

example, 2016 phrumacy cleaning records document: 

I

D 4 1. 6) (4 ' cleanings did not occur (6) (4 for the (b) < (ISO 5) . 

11. b) (4 cleanings did not occur (b) (4 ~ for the LAFW (ISO 5 Hood). 

2 . Housekeeping ~nnel stated they have entered into the ISO 7 areas to mop an d empty the trash 
while a phrumacist or phrum acy technician is actively perf01ming aseptic operations. 

3. Visible discoloration that appears to be m st was observed: 
a. on the [(6Y 4Y Istaging shelf, located approximatley 3 feet from the LAFW (ISO 5 

Hood); 
b . on the outside wall on the left side of the LAFW (ISO 5 Hood); and 
c. on the retum air vents. 

4 . Visibly discolored HEP A filters were observed in the LAFW (ISO 5 Hood), located in the IV 
Buffer room . According to your fum, the HEPA filters have not been replaced since at least 2012. 
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5. Visible signs of debris and residue build-up were observed in the following ISO 5 areas located in 
the IV Buffer Room: 

a. lmdemeath the "grate" (retum air slots) located on the edge of the LAFW (ISO 5 Hood); 
b. on the florescent light cover located on ceiling of LAFW (ISO 5 Hood); 
c. around the bolts where the HEPA~t>f(ll.l meets the LAFW (ISO 5 Hood); 
d . on and under the[{6) (<4) J,used in the l(l:>) (4~ process, located on the LAFW (ISO 5 

Hood) . 
6. Visible signs of debris and residue build-up were observed in the following ISO 7 areas located in 

the IV Buffer Room: 
a. lmdemeath the supply shelf, located approximately 17'2 feet from the LAFW (ISO 5 Hood); 
b. on the automatic light switch, located approximatetly 17'2 feet from the LAFW (ISO 5 

Hood); and 
c. alongside the [(6r(4} I, located approximately 5 inches from the LAFW (ISO 

5 Hood) . 
7 . A thread-like material that appeared to be from a mop head was observed on the wheel of the 

[(6) (4) J(ISO 5) located in the ISO 7 area of the IV Chemo room. 
8. Lint-free cloths used for cleaning in the LAFW (ISO 5 Hood) and (b) <4> (ISO 5) are not sterile. 
9. On 02/10/2017, in the IV chemo buffer room (ISO 7), a chair was observed to not be suitable as a 

cleanroom chair; and appears to be not easily cleanable, and may not ensure aseptic cleaning. 

PBSERVATION 2 
1Your fum continued producing sterile dmg products while constmction was ongoing within your facility 

~ithout establishing adequate controls to prevent contamination of the production environment. 

Specifically, your fum produced sterile <hugs on 06/10/2010 and did not have adequate controls in place 
o protect the production environment within these areas. The initial air certification for the clean rooms 

11ISO 7 and ISO 8 areas), LAFW (ISO 5 Hood) and 4 b)( (ISO 5) were completed on [{6) {<4) J. 
!However, the occupancy release date for the clean rooms was l(6) (4) ,J. Fmthe1more, additional 
~onstmction occmTed in the general phrumacy area during this time ana was not completed until 
P2/01/2011. Your fum continued to produce sterile <hug product in the Chemo Buffer Room and IV 
!Buffer Room . 
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~BSERVATION 3 
~e system for monitoring and maintaining environmental conditions in the aseptic processing areas was 

~eficient. 

Specifically, the air and surface samples lack meaningful data. For example, 
1. Your fum used[(6) (~) to conduct in-house surface sampling, air sampling, and personnel 

fmgettip sampling. According to the manufacturer's recommendations, this media requires 
incubation in a controlled environment. Your fum failed to place the Ko) (~) I in an 
appropriate controlled environment. 

2 . In 201 6, surface and air sampling was not perf01med in the ' 6J{41 (ISO 5). 
3. In 201 6, your fitm failed to conduct fmgett ip sampling on approximately 27% of your phatmacist 

and approximately 43% of your phrumacy technicians. 
a. In addition, recorded growth for Staph, was documented on 09/ 13/2012 for who 

perf01ms aseptic operations . According to your fitm, c.c>~~>T~ continued to perf01m aseptic 
operations. 

l::l· ., 

b . On 02/0 1/201 7, your fum used an outside contractor to conduct viable surface and non­
viable air samples . However, the contractor 's sampling plan did not represent worst-case 
activities and conditions that provide a challenge to aseptic operations. For example, 
according to your fum, the sampling was not perf01med under dynrunic conditions in the 
6f(2 (ISO 5). 

I

~BSERVA TION 4 
!Personnel were observed touching equipment or other surfaces located outside of the ISO 5 area with 
~loved hands and then proceeding with aseptic processing without changing or sanitizing gloves . 

Specifically, 
1. On 02/06/201 7, Investigator JPP observed your phrumacy technician gathering dmg components 

and supplies, located outside the ISO 5 area, without changing or sanitizing their gloved hands 47 
times within a 29 minute timeframe and then proceeding with aseptic dm g processing of 
Vancom ycin, Remicade, Cetuximab, Micaftmgin, and Furoseinide. 

2 . On 02/06/201 7, Investigator JPP observed the same phatmacy technician touching the plunger of a 
syringe during the transfer of sterile-to-sterile dmg products. 
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~BSERVATION 5 
IPersOimel were observed conducting aseptic manipulations or placing equipment/supplies in an area that 
~locked the movement of first pass air around an open unit, whether before or after it is filled with sterile 
product. 

Specifically, dming aseptic operations, a phatmacy technician was observed placing their hands in the path 
pf lmidirectional airflow under the LAFW (ISO 5) over open units with sterile product, therefore blocking 
he movement of first pass air. Additionally, on 02/06/201 7, yom phatmacy technician was observed to be 

!moving rapidly in the vicinity of open sterile lmits, which dismpted the airflow and increased the risk of 
~ringing lesser quality air into the ISO 5 area. 

~BSERVATION 6 
!Personnel donned gowning apparel improperly, in a way that may have caused the gowning apparel to 
~ecome contaminated. 

Specifically, on 02/06/20 17, prior to conducting aseptic operations, Investigator JPP observed yom 
phrumacy technician touching the outside of the glove with their lmgloved hand, compromising the 
~terility of the glove. 

~BSERVATION 7 
!Equipment, materials, and/or supplies are not disinfected prior to entering the aseptic processing areas. 

Specifically, Investigator JPP observed the movement of materials, utilized for sterile dmg production, 
lfrom a dirty area to a cleaner area without being disinfected. For example, a 0C6) (4) I 

4(b>l l components from an lmclassified area to the Anteroom (ISO 8) and from the Anteroom (ISO 8) into 
he IV Buffer room (ISO 7), was not disinfected. 

~BSERVATION 8 
1Yom fum did not conduct smoke studies of the aseptic processing area under dynamic conditions. 

Specifically, dming the [(6) (4 J,!;certification, unidirectional airflow was not verified under 
pperational conditions under the~ (ISO 5). 

L...
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PBSERVATION 9 
rruere is inadequate HEP A filter coverage or airflow over the area to which sterile product is exposed. 

Specifically, 
1. Yom fum 

]
failed 
, 

4 consecutive re-ce1iifications ( on [{6) (~) I 
[ 6} (~I respectively) for the HEPA filters located in the Air Handling Unit (AHU). The AHU 
supphes clean air into all the clean rooms. This air does not pass t1n·ough additional HEPA filters 
before entering the IV Buffer Room (ISO 7) and Chemo Buffer Room (ISO 7). In addition, yom 
fum did not conduct the scheduled re-ce1iification test for [{6) {~). Yom fum did not provide any 
documentation supp01iin~ t) ete ~lmes were corrected. 

2 . A leak was detected on ~ 6 4 dming the re-ce1iification of yom LAFW (ISO 5 Hood), 
located in the IV Buffer Room. Yom fum did not provide any documentation supp01iing this leak 
was conected. 

3. Yom fum failed to re-certify the clean rooms after maintenance and repairs were conducted on the 
HEPA filters in the AHU on 01/14/2016, 10/31-11/0112016, and 02/02-03/2017 . However, yom 
fum continued to perform aseptic operations. 

4 . The room ce1iification rep01i, dated[{6r(4) ] , documents the Chemo Buffer Room 's pressure 
was recorded at (negative) - 0.118. Accordin~om fum's criteria, the acceptance range is 
between [(6) {4) 1. Yom fi1m continued to perf01m 
aseptic operations. 

5. Inadequate pressure differentials between higher quality air rooms and lower quality air rooms 
were observed. 

a. For example, in 2015-2016 out-of-specifications were recorded on yom fum's IV Quality 
Assmance Log: 

1. Approximately 69% of the time in the Anteroom (ISO 8) 

.11. .. 
Approximately 96% of the time in the Chemo Buffer Room (ISO 7) 

111. Approximately 14% ofthe time ~(lj) {l1-~ Room (ISO 7)
lV. Approximately 69% of the time IV Buffer Room (ISO 7) 
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~BSERVATION 10 
!Buildings used in the manufacture, processing, packing or holding of dmg products are not maintained in a 
~lean and sanitary condition. 

Specifically, 
1. The gasket that[(6) (~) located on the ceiling directly above the b)~J: (ISO 5) located in 

the Chemo Buffer Room and directly above the LAFW (ISO 5 Hood) located in the IV Buffer 
Room is frayed. 

2 . Multiple ledges are present in the IV Buffer Room and Chemo Buffer Room (i.e. base boards;~ 
[(6) (~) I) 

a. What appears to be sheet rock dust was observed on the baseboard located approximately 2 
feet from the LAFW (ISO 5 Hood) in the IV Buffer room. 

3. A crack, approximately 4 inches long, which created a gap, was observed on the florescent light 
cover located on ceiling ofLAFW (IS O 5 Hood). 

4 . A missing bolt was observed lmdemeath the retum air slot, creating approximately a 2mm gap. 
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