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nas DOCUMENT U STS OBSERVATIONS MADI: HY THE f DA REPRESENTATlVE(S) DURING THE INSPECTION OF YOUR FACIliTY. T H ~Y ARE INSPf CTIONAL
OBSeRVATIONS: mo0 0 NOT RI' PRl:SENT A FINAL AGENCY DETERMINATION RI:GARDING YOUR COMPLIANCE. II' YOU HAVE AN OBJECTION REGARDING AN
0 8SfRVATION. OR HAVE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RE8 PQN8 E TO AN OBSERVATION. vou M.AY DISCUSS THE
OBJECTION OR ACTION V"oHH THE FDA REPRESENTATIVE(Sj OUf'ING THF INSPECTION Of!. flU !!MIT THIS I N~ORMATlON TO FDA AT Htlo ADDRESS AHOVE. Jr
YOU HAVE ANY QUESTIONS, Pl EASE CQNTACT FDA AT THE PHONE NUMIl ER M ID ADDRES~ ABOVl:.

DURING AN INSPECTION OF YOUR FIRM (I) ('1'.'1'.) OBSERVED;

1. Procedures designed to preven t microbiolog ical contami nat ion of dru g products purporting to be ster ile are not
established, written 01' followed . Specifically,

a) There was a failure to handle.and store components and drug products at all times in a manner 10 prevent
call tam illatio n. For example, between 9/23/10 and 7/1 1/1 1, single-usc via ls of Avast inOO (bevaciz um ab) so lution
for intravenous infusion were frequently used as multiple-use vials during you r firm's re-packaging operations
into individual syringes for intraocular inject ion without taking into consideration the microb iological, physical
and chemica l s tability of thc opened vial of Avastin after the initial puncture , A ccording to the package insert for
Avastin, afte r openin g the v ial the manufactu rer recommends to "d iscard any unused portion left in a v ia l, as the
product contains no preservatives." 1Iowever, your firm conducte d the followi ng repacking ope ratio ns that were
not in acco rdance wit lt the manufacturer's recommendations for thi s drug product:

1) As pCI'your statement on 7/19/11, two (2) vials of Avastin 4ml, lot # 879296 were received by your firm
and were repackaged into 0, I ml syringes on multiple days as follows:

1) Lot 062120 II repackaged on 6/21/ 11: 16 syringes
ii) Lot 070 120 11 repacked on 7/1/ 11: 4 syringes
iii) Lot 0705201 1 repackaged on 7/5/1 1: 30 syri nges
iv} Lot 070620 11 repackaged on 7/7/11: IS syri nges

These batches of repacked Avast in have been associated with twelve (12) reports o f bacterial infect ions of the eye
after intraocu lar administration ,

2) An unknown qu anti ty o f Avastin 16mI vials, Jot # 883496 was received by your firm and was repackaged
into 0 .1 ml syringes on mu ltiple days as follows:

i) Lot 070720 11 repackaged on 07/07/11: 14 sy ringes
il) Lot O'lU~20 I I repa cka ged o n U'IIUX/I 1: 'I syringes

Fourteen ( 14) unused syringes of the nbove mentioned 101 0707201 1, along wlth one (1) unope ned vial o f Avas tin

-
l MPLOY[[(SJ f:lIGNATUHE: E!VPLOYCC(.(;) NAI~C AND TITlC (PlI lI/ or rypt:) DATE-ISSUED

SEE
I~ Ethan P.Stegman . InvestigatorHI:\l I:HSf.

Of THIS
.>:~o/d:;?;<d-

LT Tannnu J. Hcndersuu, Im'e, tigil(ul UY12"/11.0 11PAGE
CDR IleanaBarreto-Pettit, Investigator

FO RM f DA 411 3 (9 /011) f'I< I- VII)U~ 1:111l iON OIiSU l l- II- INSPECTlONAL OBSERVATI ONS Peqe 1 0( 10

http://www.fda.gov/oc/industry


Pilge 2 of l OINSPECTIONAL OBSERVATIONS

DEPARTMENT Of HEAL TM AN D HUMAN SERVICES
FOODAND DRUG ADMINISTRATION

DISTRICTOFFICEADDRE: IlS AND PHONE NUMBER DArEtS) OF INSPECTION

FDA Florida District 711 8-7122/11 ,9119-23/1 1& 9/27111
555 Winderley Place, Suite 200
Maitland PI. 32751 Te l, (407) 475-4700 FEINUM8E:R

Industry Information: www.fda.gov/oc/utdustry
3008058540

i;iAl.I EANPT ITl E OF-INOIVlOUAlTO-<M10 M REPORT IS ISSUED

TO: Michae l (nnu) Rleo, Director ofl'harmacy & Owner

FIR ~1 NAME STREETADDRESS

lnfuphanna, LLC 2013 ! lard ing St.

CITY. STATE ANDZIP CODE TYPE OF ESTAOUSHMENTINSPECTED

Hollywood, FL 33020 Co mpo und ing Pharma cy

lot #883496 were sampled by FDA. An FnA lab analysis of the sample revealed microbi olog ical growth in three
(3) of the syringes .

b) Environmental monitoring of the Class 5 Laminar Flow Workbenches (L AFWs) and Bio logical Sa fety
Cabinet (RSC), Class 7 buffe r area , lind Class 8 ante -area was not performed adequately and periodica lly
according to a written program . Fo r example,

I) Surface and "a ir" sampling of unspecified locations within the three LAFWs using thfrbTI4 M kit was
performed only on 1/29/10 and 5/211 I . Accord ing to the m Log, the samples were incubated for an
undocume nted number ofdays at a temperature of20-2Y'C. which is not in accordance with the ti
manufacturer' s instructions which requi re incubat ion at ~ '. TIle same media lot #
~ was used for both tests (performed approx imately sixteen (16) months apart ) without documentation of
the expiration date for the med ia and there were no pos itive con trols. The negative results were approved by the
pharmacist on unspecified date s without noting the discrepancies. Furthermore, yo u firm did not follow
you r SOP "Sterile Adm ixture Quali ty Control" rev, 7/2 1/07, which states that 01 41

~(1)' ( 4 )
(b) (4 ) I However, env ironme ntal monitoring for low, med ium and high
risk sterile compounding areas has only been conducted twice sinc e 1/29/2010.

2) Sampling of viahie particles in the clean room was not conducted prior to 71121 11. In addit ion, the rep ort
provi ded by the contractor did not specify the spec ific location where the air sample was obtained, the
identificat ion of tbe organ isms found in the antero om, and the fina l results of the air sampling for the Cl ass 5
LAFWs. Furt hermore, this test wa s not conducted in accordance to a written procedure approved by you r finn .

3) Air pattern analysis v ia smoke studies of tile two (2) C lass 5 LA FWs and the BSe was not adeq uate ly
conducted and document ed to dcm onsuatc propel' unidirectional airflow under dynamic con ditions . On 9/1911 1,
we observed the pharmacist ) Jenning his upp er body under the LAFW whil e conducting aseptic opera tions
during the compounding process of Vancomyci n, lot '# 0919201 I.

c) On 9/19/11. we observed the pharm acist wipinCtile top of the rubber Mopper (If Vaucomyein vials with
non-sterile m pre-moistened prep pads immediate ly prio r to puncture during the
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Hollywood, I'L 33020 Compounding Pharmacy

com pounding process of'Vancomycin, lot # 09 192011. Furth ermore, empty bottles o r stcrtle l f arc rc -
filled with non-s terile rt5i r4'n "(intendcd for floor cleaning) withou t oblitera ting the label to prevent use of non-
ster ile H in steri le compou nd ing operations requiring sterilemu.
d) The now of components, drug product co ntainers , closures, in-process materials through the pharmacy is not
designed to preve nt contamination and control the biobu rdcn ofcomponents. For example, non-steril e
components used in the high-risk comp ounding of the ster ile Hydroxyprogcstercnc caproate (HPC) injection ere
we ighed, mixed and heated in a non-classified area, i.e. the pharmacy hallway, by non-gowne d and non-gloved
personnelbefore being transferred to the Class 7 butle r area through a transfer window fur further processing. In
addition, you lacked bio burden limits for the non-sterile com ponents used for the com pound ing of sterile
prepara tions. Similar ly, pa ckaged compounding supplies and components are wiped down with non-sterile (bJ (

I~ instead of stcrild 'b-rmn in the same uncontrolled area instead orthe Class 8 ante-room prior to the transfer
to the Class 7 buffer area .

e) On 7/20/1 1, we observed an excessive amount of supplies and com ponents in cartons in the C las s 7 buffer area
where the Class 5 LAF Ws and USC arc located. On 9/1911 l, we observed several e lectrical cords and surge
prote ctors on tile floor underneath the Class 5 LAFWs making it difficult to pro perly cl ean the floors with l( as
used by your firm.

f) On 7118111 , we rev iewed your Quality Contro l Temperature Log and observed that the temperature was 1I0t
recorde d on 7/1 411 1 and 7/l5/11. S imilarly, we reviewed your Qual ity Control Pressure Differential Log for the
clean room and observed that the d ifferential pressure was not recorded for 711 211 J, 7/13/11 , 7/1411 1, and 7115/11.
On 7/ l 5/l 1, your firm conducted high-risk compounding of'H yd roxyprogesteronc caproate (HPC) injection, lot #
071520 11.

2. There arc no writte n procedures for production and pro cess controls designed to assure that the drug products
have the identity, strength, quality, and purity they purport or arc represented to possess. Spec ifically,

a) The aseptic repackaging processes ofthc Avastln and 1Juman Chorio nic Gonadotropin (HeG) injcctable s and
the high-risk compounding prncc<; <; o f Hydrox yprogesrero ne caproate (HPC) injecta ble were not validated through
adequate~ med ia fi lls perf ormed by all compounding personnel in accordance with a written program.

EMPlOYEE(S) SIGr4ATURE EMPLOYEE(S) NAME AND TInF. (Print or Typq) DATE ISSUED
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DEPARTMENT OF HEALTH A ND HUM AN SERVICES

FOOD AN D DRUG ADMINISTRAT ION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER OA,TE(,s) OF INSpeCTION
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NAME A ND TITLE OF INDIVIDUAL TO IM-lo i.l REPORT IS ISSUED

TO: Michael (nmi) Rizo, Director of'J'barmacy & Owner

FIRM N" ME STRI::ET ADDRESS

Infupharma, LtC 2Q I311<lrding SI.
CITY, STATE AND ZIP CODe TYPE OF ESTABLISHMENT INSPI::CTED

I lollywood , FL 33020 Compounding pharmacy

For example, between 7/18/11 and 7/22/11, you slated on multiple occasions that you did not conduct media tills,
However, upon resuming the inspe ction on 9/ 19/11, you provided two (2)r5 M Logs which you identified [IS

the media fill records. These records documented that media fil ls were conducted for low and medium-risk level
compound ing (not for high- risk) by three pharm acy technicians on separate dates as follows: 11/19/08 ),
7/8109 .), 1/29/10 [bn6 , )(el and 8/15/1 '-i As pcr your statement on 9/1 9/11, you arc the only one
currently authorized to perform aseptic operations but there is no documentation that you have conducted any
media fills. Also, the media fill records documented incubation of samples at either 2SOC or 35"C for an unknown
number ofdays; however, your finn 's unqualified incubator on ly has n handwritten setting on the temperature dial
of30DC. There was no documentation that the correct temperatu re was maintained and monitored during the
incubation periods.

h) Your finn 's sterilization proce sses by filtrat ion with llbJi4) filler, autoclaving ~~ )J;j~ ~ o~~1~ 4 have not
been validated accord ing to a written progra m. For cxa~ the effectivene ss of(b) 4 OIro j) ~ ster ilization
was not verified by using appropriate biological ind icators and other con firmation meth ods such as temperature-
sensing devices . In addi tion, the suitab ility of thd bN41 fh-r7'4 filter (Product code-If E I·I: :::J ) used for
the filtration of differen t aqueous and oily prepa rations was not established and documented .

Moreover, you had two formulation instructions for the high-risk compounding of HPC injectable wh ich differed
in the temperature and length of the sterilization proc ess b;,rH ,.rC41Yofthe compound filled in vials. One
formulation required a temperature ofCD1't41 fblbJt4 hours and the other required a temperature of [151T.41 for
haul'. You lacked data to demonstrate that both methods were equally effective in ster iliz ing without affec ting the
stability and quality of the compound. Furthermore, you lacked documentation showing which method wa s used
by your firm.

c) The effectiveness of' tbe IbTI~l1 dcpyrogcnation cycle for glassware, e.g. vials, was not conducted according to
a written program incorporating the usc of endotoxin cha llenge vials to verily that the cycle is capable of
achieving a Jclog reduction in endotoxin, In addition, there was no doc umen tation of the dcpyrogenatton ofvial s
used in your aseptic process for I-IPC.

3. Employees are not trained and qua lified on proper garb ing practices and aseptic techn iques prior to perform ing
aseptic compounding operations. Specifically,

EMPtOYEE(Sj SIGNATURE EMPLOYEE(S) NA'.1E AND TJTtt (Plinl or Typ8) DATE ISSUED

'E' Elf.:, Ethan P. Stegman, InvestigatorREVE.RSE
OFT/i IS J!!i' LT Tamar a J. Henderson, Investigator 09f27 fZO t t
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DEPARTMENT OF HEA LTH AND HUMAN SERVI CES
FOODAND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRFSS AND PHONE NUMBER DATE(S) or INSPECTION

FDA Florida District 7/18-7122/11,9/19-23/1 1 & 9127/11
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NAME AND TITLE OF INOIVlDUAL TO "''HOM REPORT IS tssueo

TO: Michael (nmi) Rlzo , DirectorofPha rmacy & Owner

FIRM NN J E STREET ADDREss

Infuph arma, LLC 2013 Harding SI.

CITY. STATE AND.lIP CODE TYPE OF I: STAOUSIWENT INSPECTED

Hollywood. FL ]3020 Compouuding Pharmacy

a) Compounding personnel, l.c . the pharmacists and pharmacy technicians, were not properly qua lified on aseptic
techniq ues by providing tra ining, evaluating their competency in gar bing lind glov ing procedures , performing
media fills of h igh-risk preparations, and conducting glove fingert ip sam pling befo re being allo wed to compound
sterile preparations for human and vete rinary use. According to your SOP "Sterile Admixture Quali ty Con tro l"

rev. 7/2 1/07J 6Ti41

b ~)
(blW I You statC'dthat your linn docs not perform an)' groved
fingertip ~ampl lng.

h) On 7/19/ 11, during II mock demonstration of the repackaging process of Avastin injectable in the Class 5
Biological Safety Cabinet, we ob served the Pharmacy Technician usc non-sterile g loves when handling
sterile supplies and prod ucts .

c) Oil 9/19/1 1, we observed the compounding process of Vanc omycin lot # 09192011 by the pharmacist .)
and noted the foll owin g defi ciencies:

I) The pharmacist removed his non-d edicated shoes prior to entering the ante-area, walked in his socks in the
ante- area which lacked demarcation of d irty and clean areas, and donned his shoe cove rs over his socks in the
sa me area he had prev iously walked in socks .

2) He did not properly wash his hands and forearms with an approved disinfectant prior to donning his gown.
He washed his hands after donning his g OWI1 and dried them with kitchen-grade paper towels, which are not
designed to prevent particulate shedd ing.

3) IIe sanitized his hands by using a water-based Hand-Sanitizer instead of an alcohol-based band scrub.

4) The gown worn by the pharmacist w as too small thus exposing his back side and wrist area . We observed a
- 1" gap of exposed skin between the pharmacist's gloves and gown sleeves while performing aseptic operations in
the Cla ss 5 LAF\V.

EMPLOYEE(S) SIGNATURE EfiJPLOYFE[S) NAM E AND TITLE (Print or fyp") DATE ISSUED
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DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPI::Cn ON

FDA Florida District 7/18-7/22/11, 9/ 19-23/1 1 & 1)127/11
555 Winderlcy Place, Suite200
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3008058540

NAME AND tm.r OF INDIV!lJUAL TO Wfjm~ REPORT IS ISS'UED

TO: Michael (nmi) Rizo, DirectorofPharmacy & Owner
FIRM NAMF Sl"REET ADDRESS

Infuph arma, LLC 2013 Harding SI.
cnv. STATE AND ZIP CODE lYPE OF ESTABLISHMENT lNSPECTEl'J

Ilollywood, FL 33020 CompoundingPharmacy

5) During the compounding process, we observed him leaning his upper body under the LAFW while
cond ucting asept ic operations,

d) On 9119/1I, we observed the pharmacy technician inside the clean room performing a mock
demonstration of the~' test in the Class 5 LAFW. Her haimet on ly covered her head and not the - 15"
pony tail which was exposed to the environment.

4. Each batch of drug product required to be free ofobjectionable microorganisms is not tested through
appropriate laboratory tes ting. Specifically,

a) Units of IlPC 250mg/mL oil injectable drug product which are manufactured in batches ofapproximatcly~
b'M'4~ arc routinely released about five (5) days after compounding prior to the comple tion of the -day

sterility test. Furthermore, 110 bacte rial endotoxin (pyrogen) testing is conducted for this product. HPC injectab le
is administered to pregnant women at risk of pre-term delivery.

b) Avastin® IOOmg/4-mL single-usc vials for infusion repacked into individual syringes for intraocular injection
are not tested for conformity with micro biological speci fications prior to release.

5. Drug products failing to meet established specifications are not rejected. Specifically, Hydroxyprogesterone
caproate (H.PC) 250-mg/mL, batch # 030 12011@07 compounded as a high-risk preparat ion on 3/1111 had an out-
of-specification result o f75.9% (spec: fbT.1Af."'I) for assay (potency) on 3/1011 1. As per your verbal statement on
9/2711 1, in order to achieve the desired concentration of25 0mg, your firm re-packed (for the second time) the pre-
filled single-usc ImL syringes into new syringes on 3/22/ 11 under batch # 032220 11, and changed the fill volume
from ImL to 1.3 ml.. Your film lacked scientific data to demonstrate that this addi tional manipulation did not
affect the safety, quality, and purity of this compound ed drug product. Furthermore, your finn lacked
documentation that a second re-pack ing ope ration occurred and did not lest the repacked 1.3 ml. syringes for
sterility and potency before releasing them for administration to pregnant pat ients at risk for pre-term de livery.

6, Initial qualification and routine calibration, maintenance and cleaning of automatic, mechanical, and electronic .
equipment is not performed according to a written program designed to assure propel' performance. Specifica lly,

EMPLOYEE(Sj SIGNATURE EMPLOYEE(S) NAME AND TITLE (Pfintor Typa) DATE ISSUED
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DEP ARTME NT OF HEALTH A ND H UMAN SERVICES
fOOD AND DRUG ADMIN ISTRATION

IJISTRICT OFFICE ADDRESS ANO PHONE NUMBER DATE(S) OF INSPECTION

FDA Florida District 7/18-7/22/11 , 9119-23/1 1 & 9127/11
555 Winderic)' Place, Suite 200
Maitland FL 32751 Tel. (407) 475-4700 FEI NUMBER

Indus try Information: www.fda.go v/oc/lndust ry
300805 8540

NAME AND TITlE OrTNOlVlOUAL TO- V'Io5fQM REPORT IS ISSUED

TO: Michael [nrui] Ri-o, Director of Pharmacy & Owner
rlRM N A.~lF S TREET ADDRESS

lnfupharma, LLC 2013 Hard ing 51.
-

CITY. STATE AND Lff> CODF. TYPE OF ESTAIl LISHMF.NT INSPECTED

Hollywood, FL 33020 Compoundtng Pharmacy

a) TheTb~~( . Oven used to depyrogenate glass vials and to steri lize tilled 20-cc
glass vhils ot C nas not occn qualitica, mamtained or cleaned according to a written program.

b) Ther m 4 IFully Automat ic Autoclnvc used for the sterilizatio n ofall aqueous injectable solutions and
rubber stoppers has not been qualified, maintained or cleaned accord ing to a written program. In addition, the
programmed sterilization cycles have not been validated and the thermometer has not been calibrated against an
NIST standard.

c) The Jj bench-top incubato r used for the incubation ofmcdla fills and environmental monitoring
samples has 1I0t been qualified, maintained or cleaned according to a written progra m. Visual inspection of the
incubator showed a - Y!" gap between the door and the chamber when closed and the temperature dial only
showed a single handwritten setting of 30nC.

d) The analytica l balance model rbn~~ used to weigh all components for compounding
lacked calibration records for the most recent calibration performed by a contractor on 8/4/11 . In add ition, there
was 11 0 documentation demonstrating the minimum weight that could be accurately weighed on this balance.
Furthermore, daily checks with cerrifled weights are not conducted.

c) All thermometers used in the refrigerator, incubator, autocl ave, lind compound ing processes lacked calibrations
against an NIST-standard. The temperatures of your refrigera tor and freezer used to store components and
finished drug products are 1101 monitored daily to ensure that proper storage conditions arc maintaine d.

1) The magnehelic gauge s used to measure differential pressure between areas in the clean room lacked calibration
records.

g) According to your SOP "Lam inar Airflow floods," revision 5/14/2008, "A copy of the operating manual for the
hoods should be availab le to all employees trained in aseptic manipulations." On 9/21/ J1, when we requested the
manuals for the LAFWs, autoclave, incubator , and conve ction oven, the pharmacist ) Slated that there were
not readily available and that it would take seventy-two (72) hours to provide them,

---- -- --
EMPl OYEF(S) SIGNATURE EMPlOYEE(S) NAME AND TITLE ("ri"l or Type) DATE ISSUED
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D EPARTMENT OF HEALTH ANO HUMAN SERVIC ES
FOOD AN D DRUG ADMINISTRA TION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

FDA Florida District 7/ 18-7/22/1 1,9/19-23111 & 9127111
555 Winderley Place. Suite 200
Maitland FL 32751 Tel. (407) 475-4700 FEI NUMBER

Industry Information: www.fda.gowoc/industry
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NAME AND T1 TUo OF NDIVIDUAL TO 'M-IO M REPCRT ts ISSUED

TO: Mlchncl (nmi) Rizo, Director of plrannacy & Owner

FIR'll NA~E STRFET ADDRESS

Infuphanna, !.LC 20 13 Hard ingSt.

CITY, STATE AND l IP cote TYPE OF ESTABLlSflMENT INSPECTED

Hollywood, FL 33020 Compoundi ng Pharmacy

7, Procedures describing the handling of wrilten and oral compla ints rela ted to drug products are defic ient ly
written or follo wed . Specifically,

a) There are two diffe rent written procedures for handlin g complaints neither of which arc followed by your finn.

b) As per your stateme nt on 9/2 1/1 J you received two (2) com plaints from two (2) different sources regarding the
adve rse effects, i.e. eye infections, experienced by some patients that received Avastin intraocular injec tions.
However, as of912 l/11, the com plain ts had not been logged and there was no docu mentation of an investigation
being conducted as per your SOPs.

8. Procedures desc ribing in sufficient detail the controls employed for the issuance and verifica tion of labe ling are
not written and followed to ensure all information is complete and accurate. For example,

a) The immediate label for Ere 17r 250~mglmL injectable, lot # 061520 11 wh ich was compounded on 6/15/ 11
had a Beyond-Usc-Date (BUD) of 6 months (12/ 1511 1), whereas the compounding reco rd showed a BUD of 120
days (10/ 13/11), and the formulation record showed a BUD of90 days (9/15/ 11). The error in the RUD on the
label was detected during tile inspection and not prior to re lease and dis tribution ofthis batch. Both pharmacists

105li6mti\T)rC'l stated that they did not know how to change the nUDs in their 1 Database syste m used to
generate compound ing records and labels.

b) The compounding record and label approved by the pharmacis t on 9/ 19/1I for Vancomycin lot # 09 1920 I I
showed a BUD of I0/ 17/20 I I(28 days); however, the pharmacist .) had stated that the Blm was 14 days as
slated in the Handbook on Injectable Drugs, 15th ed ition. The discrepa ncy in AUD was not detected by the
pharmacist until pointed out dur ing the inspection,

e) When the formulation of Hydro xyprogcsteronc caproate 250-mglmL oil inject ion solution wa s changed from
castor oil to sesame oil, there was flO evaluat ion of the need to revise the product label to declare the use of an
a llergen in the formulation.

9. There is no written testing program desiem:c1 to ll IN~SS the stabiIity characteristics of drug produc ts.
Specifica lly, your tirm lacked reliable stabili ty data to support a beyo nd-usc-dare (B UD) 01'30 days tor Avastin
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repacked into I-mT, syringes.

10. The Comp ounding/Logged Formula Worksheets records do nut includ e co mplete and accurate informa tion
relating to the conipounding and control of each batch. Specifically,

a) Sterilization b) rb1"141 OIrbTIAJI including settings, cycles, tempera ture and time is not docum ented. Print-outs
from the autoclave showing tempe rature and time arc not reviewed and ma intained with the compounding record .

b) Integrity testing of tlHJb1\41 sterilizing filter by test or equ ivalent test recommended by the
manufacturer is not documented after compounding operations.

e) Number of con tainers, i.e. syringes and vials, filled per batch is not documented on the compo und ing or
repackaging record.

d) The Avastln Logged Formula Worksheet provided by the firm includes a "Date made" sub-heading. Although
this subhead ing was intended to be reflective of the date on which the Avastin was repacked, the pharmacist .)
expla ined that in somc cases this date is representat ive of the date on which the record was printed, and not the
date on which the Avas tin was repacked. For example, he explai ned that the Avastin record wit h a "Date made"
of 6/2 1/ l l was actua lly repacked on 6/22/11 . He also said that the Avestln record with a "Date mad e" of7/ 1/ 11
was ac tually repacked on 7/5/ 11. These discrepancies were not corrected on the record by the pharmacist before
release of the drug prod uct.

e) Compo unding/repackaging batch record s arc not always created and reviewed prior to compound ing opera tions.
For example, Lot 070620 11 ofAvastin 2.5mg/O.I-mL Injectable was repackaged on 7/61J I as per the label affixed
to the Logged Formu la Worksheet and your verbal state ment on 7/20/1 1; however, the Logged Formula
Workshee t documented the "D ate Made" as 7/7/2 011 and the "Date En tered" and "Date Modi fied" as 7/7/ 11.
These discrepancies were not identifi ed or corrected prior to the inspection.

f) On 711 9/1 1,during a mock demonst ration of'thc repackaging process of Avastin injectable, we observed the
Pharmacy Technician use a Mini Transfer Device for aliquot purposes. The step invo lving the Mini Transfer
Device is not included in the Avastin compounding/repackag ing record.
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II . Written procedures for cleaning lind maintenance fail to include assignment of'rcsponsl bility, maintenance
and cleaning schedules, and a description in sufficient detail ofmethods, equ ipment and materia ls used.
Specifically,

a) After the initiation of the inspection, sponge mops for the clean room floors were replaced with a mop equipped
with replaceable non-shedding covers; however , written procedures have not been written and established to
describe proper mopp ing practices and frequency to replace the cover.".

b) Household bleach was replaced with non-ster ile 127(4 ~:J as the cleaning agent for daily mopp ing of tile floor
in the clean room without evaluating the suitability oi~ as a daily cleaning agent for vinyl floor ing.

c) On 71J91l 1, we observed the Pharmac y Technician spray alc oho l on the walls of the hood and then put he r head
under the hood to wipe the sprayed area.

12. Written procedures arc 110t established and followed for the receipt, identification, storage, handling, appro val
and reject ion of components and drug products, Specifically, your firm lacked written procedures for the
acceptance of comp onen ts and finished products for compounding and repacking operations . Certificates of
Analysis (COAs) for all compound ing compone nts and fin ished products received were not filed and/or signed as
reviewed , Requested COAs were obtained from the supplier's website and printed upon our request durin g the
inspection. There is no documentation that the pharmacist verifies the identity and qua lity of the components prior
to use in compounding ope rations,

13. Written distribution pro cedures are not followed , Specifically, on 9/21/1 1 you stated that you did not have
agreements with delivery carriers or 64 0 1'any other contro ls for the safe and appropriate transportation and
delivery ofcompouuded pharmaceutica ls to ensure they arc held under adequate conditions tha t wou ld not affect
the safe ty and quality of the drug. You failed to follow your SOP "Delivery of PhannaceuticaIs & Ancillaries,"
rev. 12/3/07 which requ ires specific controls for the transportation and delivery of phmm aceuticals to the patient.
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