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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRLG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER ' | DATE(S) OF INSPECTICN
New York District 5 A -
ugust 07/08/11/14/22, 2014

138-15 Liberty Aveme f :

Jamaica, New York 11433 : FEI NUMBER

{718) 340-7000 .

Tudustry Information: www.ida.govioo/indosiy To'be assigned.
NAME AMD TITLE OF INDIVIDUAL TO WHOM REPORT 18 ISBLED
To: Kevin C, Ellsworth, Chicl Fmanm a! Officer
| FIRM NANE h [ STREET ADDRESS

Sina LLC, dba Oanr::d. (Oncu360) | 225 Community Drive, Suite 100 J
CITY, TATE AND ZIP CODE B h TTvPE OF ESTABUSHMENT INSPECTED )

Cireat Neck, New Yok, 11021 I Produocer of Stevile Drugs

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA RE’-‘RLS‘EN"N'VE{S] EIURI'\I; THE INSPECTION OF YOUR FACILITY. '|HI:Y ARE IMSPEG"IIONAL
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION RESARDING YOUR COMPLIANCE. IF YOU HAVE AN QRIECTION REGARDING AN
CRSERVATION, OR HAVE |MPLEMENTED, R PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBZERVATION, YOU MAY DISCUSS THE
GBJECTICN OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIE INFORMATION TO FDA AT THE ADDRESS ABOVE. IF
YDOU HAVE ANY QUESTIONS, FLEASE CONTAGT FOA AT THE PHONE NUKBER AND ADDRESS AROVE.

DURING AN INSPECTION OF YOUR FIRM (I (WE) OBSERVE(:

OBSERVATION [ -

Aseptic processing areas are deficient regarding systems for mainiaining any equipment used to control the aseptic
conditions.

Specifically,

A) Smoke studies, conducied in the ISG-5 biological safety eabinats (BSC) and lamninar flow hoods (LAFW) were
not performed under dypamic conditions to verify that operators, processing equipment or activities do not
obsiruet or aiter the unidirectional flow of HEPA-filtered air where aseptic operations are performed.

B) A ductless air conditionlng unit wes observed mounted to a wall inside the 1S0-7 cleanroom, directly adiacent
to an $50-5 BSC. The quality of aic supplied by this unit cannot bs assured; creating a contamination risk in this
critical area.

C) The wall mounted room air-pressure monitors (Magoehelic Pressure Gauges) used to monitor differential air
pressures of the® ®1S0-7 clean rooms and 130-7 ante room are ot monitored continuously duriag production.
Pressure differentials are recorded onty(D) (4) . There is no mechanism to prevent or identify excursions (i.e.,
no alarms snd/or central monitoring),

D) An automated tablet/capsule counter was observed on 2 rolling cart directly ndjacent to®) ) of the [SO-5
BSCs. This tablst counter, when used, potentially creates and disperscs dust, from potentially cytotoxic and/or
mutagenic drug products.

E) We observed an operator use a wall mounted hand air-dryer (1.2.. “blow-drver”) inside the ISO-7 ante room to
dry his 'aa.nds after washing. When on, this dryer propels high velocity air throughout the ISO-7 ante room,
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crcating a contamivalion risk.

OBSERVATION 2

Clothing of personnel engaged in the processing of drug products is not appropriate for the duties they perform.
Specifically, |

An operator was observed preparing sterile drug products wearing a non-sterile gown, non-sterile facial mask, and
non-sterile hair hornet.

OBSERVATION 3

Aseptic processing areas are deficient regarding the system {or monitoring environmental conditions.
Specifically,

A) Environmental monitoring for viable air counts in the ISO-5 hoods is not performed at least(B) @during sterite
drup processing operations.

B) The work surfaces inside the 180-5 hoods are not sampled and tested for microbial contamination at least®) @)
during sterile drug processing operations and at the end of operations.

C) Operators' gloves are not tested for microbial contamination at least{B) #). Gloved fingertip sampling/testing
(for contamination) is performed only as part of their operator qualification program and generally performed only
(b) (4) for each operator.

D) Environmental monitoring for non-viable particulates in the ISO-3 hoods is not performed under dynamic
conditions. This waz last performed in April 2014.
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OBSERVATION 4

To be essigned.

Drug products puwrperting to be sterile and pyrogen-free are not laboratory tested to determine conformance to
such requirements,

Specifically,

Your firm has not conducted sierility testing or bacterial endotoxin testing for any sterile products dispensed for
patient administeation. _

OBSERVATION 3

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile are not
established, written, and foilowed.

Specifically,

A) An operator was observed putting on shoe-covers in a non-classified area (i.e., outside the ante room), where
be stepped on an unclean floor, then entered the ante room and comtinued into the clean room; potentially
transporting contaminants to the sterile drug processing area.

B) There are no written procedures desoribing the frequency or methods for performing media fills/process
sirnulations. Media Fills/Process Simulations do not simulate actual sterile drug processing activities.

OBSERVATION 6

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and equipment
to produce aseptic conditions.
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Cleaning and disinfection of the ISO-7 cleanroom and ESO-5 hoods are deficient as there are no studies to support
the effectiveness of the cleaning agents (L.e,, frequency and rotation) and methods employed.

Specifically,
A) While observing an operator pcrfonning daily cleaning of the cleanroom, we witnessed the mop, used to clean

the ceiling, floors, and walls, drip onto a wire rack containing sterile companents inciuding syringes and IV bags,
which are used in the processiag of sterile drug products.

B) The firm does not use sporicidal agenis to disinfect the ISO-3 surfaces.
C) Bottles of (b) (4) used to clean 1SO-5 hoods and other cleanroom surfaces, are used for
an undetermined period of time; however, their sterility cannot be assured once the bottles are removed from their

packaging (i.e., overwrap).

D) Non-sterile wipes are used In an attempt to disinfect the interior surfaces of the ISO-5 hoods.

OBSERVATION 7

There is a lack of written procedures deacnbmg in sufficient detail the methods, equipment and materials to be
used for cleaning and mainienance operations.

Specifically,
A) SOP 3.020 “Cleaning and Maintenance of the Clean Room Facility,” which is referenced in SOP 4.06,
“Compounding Equipment,” and SOP 4.02, “Use, Calibration and Maintenance of the Drug Product Refrigerator

and Frecezer,” does not exist.

B) Cleanmg instructions followe d by operators srz inadequate ip that neither the instructions, nor any of their
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current standard operating pro cc.ducs identifies the actual cleaning agents used, or provides instructions for
cleaning solution preparation.

OBSERVATION 8

Laboratory controls do not inglude a determination of conformence to appropriate specifications for drug products.
Specifically,

There are no written procedures requiring the performance of visual checks of all sterile drugs for clarity,
discoloraticn or particufates. Furthermore, there is no documentation to support this practice is actually being
performed.

OBSERVATION 9

Records are not always kept for the cleaning of equipment.

Specifically,

There is no documentation that cleaning of the cleanroom and hoods was performed on the following days in
which sterile drug products were processed:

» 5/1/14: sterile processing of
~ 6/5/14: sterile processing of

» 6/6/14: sterile é)"t,ccss ing of

F(. 6);9.(1 4) : st;:rile ;rocessiﬂg 01"( b) (4)

« 6/27/14: sterile processing o
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