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Augu=l 28, 1997

Mr_Joe lovino

Supsigan, Inc.

2 Annabel Lane, Suite 220
San Ramon, CTA 94583

RE: REPORT OF FACILITY DECONTAMINATION SERVICES
SUPERGEN FACILITY, EMERYVILLE, CALIFORNIA

Dear Mr. lovins;

This mepont presenis the results of facility decontamination activities at a former laboratory facility
operated by Supergen. Inc., {(Supergen) at 8450 Hollls Strest In Emeryville, Califomia (the Sits), The
decortamination activitles were parformed by DECON Environmental Services. Inc., (DECON) under
conleact to Supergen. The materials and methods used te perform the project were based on
information provided by Mr. Joe lovine and Mr. Donald Ebersman of Supergen reganding the histary and
useg of the Site. The following sections of this repont describe background information: 8 summary of
the Meld activities Including pankaging and disposal of wastes and usable materfals, equipment and
ducting removal, decontamingtich eactivities, and sample collection and analysis; and additional
dacoantarminatian and sampling activities.

1.0 BACKGROUND

This section includes dascriptions of the Site features, hlstory, and use information provided by Supergen
and the decontamination project objectives propesed by DECON and agreed to by Supergen.

1.1: 8ite Features, History, and Use: Accorting to information provided by Mr. lovino and M.
Ebersman, Supergen had (egsed the former laboretory facility and surrounding office sgace to support
research and development and/or production of Supergen's products, which inclsded bisengineered
drugs and cancer chemotherapy agents. Supergen had maved its operations cut of the Emeryvilie facility
prior to DECON's Involvement in this project. In early May 1937, Mr. lovino oentacted DECON and
requested a proposal to perform chemical decontamination of the |aboratory facility.

The |aboratory room contained a 72-inch fume hood, a reach-in refrigerator/freezer, and & 24-inch
counier-top fume hood. Storage cablnets with internal shelves, deors, and a counteriop were located
along portions of the narth, esst, and south walis, The 72-inch furne hood was eonnected by sheet metal
exhaust ducting 1o & blower on the building roof, The reach-in refrigeratoriffreezer was used to stora a
variety of chemical products.

Al the time of the decantamination activities, the laboratory contained a variety of laboratory equipment,
chemical products, and hazardeus and nen-hazardous wastes. Acconding 1o Mr. loving and Mr.
Ebersmap, none of the chemica!l products or wastes in the laboratory were biologically active or
infectious (with the exceptlon of a small quantity of bioinfactious wasia |hal wes siored in an spprapriete
conteiner, and which Supergen arranged to have disposed of by a company ofher ihan DECON).
Supargen pravided a tentative inventory of the existing chemicals and wasles at the Site. The Inventory
indicated that the !aboratory conlained more than 40 chemlcal products. ©Of these, ope product
(Mitomycin C, or MMC) comprised the majority of the chemical products in the facility, |n addilion,
Supargen provided Materia) Safety Dala Sheets (MSDS8) for seversl af the products oonsidered by
Supergen to be of most concern regarding level of toxicity, Of these, Supergen stated that the MMC was
by far the most toxlc.
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1.2: Decontamination Project Objectives
The objactives of the decomamination activities included the following:

* To properly package and €ispose of existing laboratory wastes at the Site.

s To properly package and ship usable chemical products (as defined by Supergen) to another
Supergen facility. o

* To remove and/or decontaminate existing exhaust ducting. laboratory equiprment, and building
surfaces Including walls, celllngs, floars, and structural members which may have been exposed to
hazardous substences.

= To determine the effedtiveness of the decontamination activities by cellecting wips samples of
surfaces of objects that would remain al the Site and analyzing the samples al sn appropriate
laboratory for contarninants of concern.

2.0 FIELD ACTIVITIES

The field actlvities performed at the Site took place between May 30, 1997, and June 16, 1997, 2nd are
summarized as fo||ows:

2.1: Package and Coordinate Disposal of Existing Wastes: Fxisting chemnical waste materials In the
laboratory room were packaged for shipping in accordance with U.S. Department of Transpartation
{D.Q.T.) raguistions. The waste was transported by DECON, B licenzed hazardous waste hauler, to the
permitted hazanjous waste transfer facility operated by Crosby and Overton, Ine., (CRO) at 8430 Amelia
Street in Oakland, Califomia. The waste was then transporied by C&0, & licensed hazardous waste
halgler, to the permitted hazardous waste treatment and disposai facillly pperated by CEO at 1830 W.
17" Streat In Long Beach, Califomnia, far recycling and/or disposal by landfilling or thermal trestment, as
apprapriate. Copies of Hazardous Waste Manifests No, 86554680 and 98554663 are attached to this
mepart,

2.2: Package Usable Materials for Shipping: As directed by Supergen, existing chernlcals in the
laboratory room were packaged for shipping in accordance with D.O.T, regulations. and shipped via
United Parcel Sarvice to the Superpen facility st 3158 Des Plaines Avenue, Suite 14, in Des Plaines,
llingis, A copy of the Straight Bill of Lading for the shipment Is attached to this report,

2.3: Remaval and Disposal of Fume Hood Exhaust Ducts and Roof-Meunted Blower: The existing

fume Rood exhaust ducts, blower motor, and roof-mounted equipment were removed from the bullding.

The remaved malerial was decontaminated by vacuumning with a vacuum equipped with a HEPA (High .
Efficiency Particulate Air) filter and wet wiping with a solution of sodlum hypochiorite (ehlorine hleach) in

water, then transported off the Site for recycling.

2.4: Remova Fume Hoods and Refrigerator/Freezer: The reach-In refrigaratorifreczer, countertop
fume hood, and 72" fume hood in the laboratery room wers removed from the facllity and transposted by
DECON to the Supsargen facliity st 1059 Serperting Lane in Pleasantan, Galifornia.

2.5: Decontaminate Laboratory Room: To remove particulates from surfaces, crevices, and accessible
spaces, the floors, ceilings, walls, countertops, cablnet interiors, and other remaining objects and
surfaces in the Isburatory roem were vacuumed using & vacuum equipped with HEPA fitter. Chemical
decontamination and biological sterilization were performed by hand wiping with non-ionic surface wipes
and wet wiping wih a solution of sedium hypochlorite (chlorine bleach) In water. Wasle generated by the
performance of the decomtamination activities was packaged for shipping in acoordance with D.O.T.
reguiations, then transporied and disposed of as described in Section 2.9 above.

2.5; Collgction And Analysis ©f Cenfirmation Wipe Samples: Following complstion of the
decontamination activities, DECON coilected confirmation wi pe samples from locatlons *hroughout the
laboratory room en June 2, 1957. The sampling locations were selected to include the areas that were
considered to be most likely to have been £xposed to the highest Ievels of possible contamination. For
example, the two samples collecied fram the countertops were collected from locations where equipmerit
layout indicated that chemleals had been most often handled. Sampling lozations on the ceiling, walls,

Fid WMy GoaumaniaiConl Eatrpaten\Supetgand
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and floor were selected to be above, below, or adjacent to the sreas where chemicals were most often
handied. Wipe samples were ¢ollected fram a total of fifteen locations, In addition, nine sample blanks
weara shipped at the request of the analyzing laboratory to facilitate callbration of the anzalylical method.
A diagram illustrating the sampling locations [s attached to this report,

The wipe samples were collected using new [aberstory fiter papers. Priar to collection of a sample, each
fiter paper was wetted with de-ionized distilled water, then wiped over an area measuring four inches by
four inches at the sampling Iocation. The fiiter paper was then placed immedIately Into a glass Jar which
was sealed and labeled with the sampling location, date, and the sampler's initinls. The glass jars were
immediately placed Into a coolar with wet ica snd shipped avernighl to the analyzing laboratory. The
cooler was sealed to prevant light fram entering.

The samples were submitted to Custom Testing and Development Laboratory (GTD) in Stantan,
Delawara. Tha sarmples were snalyzed for MMC for the following reasons.

=  MMC comprised the majority of the chemlical praduct In the laboratory, and
» MMC was considered 1o ba the most toxic of the chemical products used in the laboratory.

The method used by CTD 1o analyze the samples is described in CTD's report which is attached to this
reporl. In summary, the anslysis by CTD indicated that MMCT was hot detected at or above laboratory
detection limits in 12 of the 15 samplas submitted, |ow cuncaentrations of MVIC were detecled in threa of
the samples (SC-1, 5G-2, and 8G-4). Samples SG-1 and $G-2 were callected from the 1abaratary room
ceiting, and sample SG-4 was collected frum the laboratory room floor. However, according to Mr.
Robert S. Lenklewicz of CTD, the source of the NMIMC In the three samples was likely cross-
cortamination in theJaboratory, Therefors, Supergen requested that DECON collect additiona) samples

fram the three Iucati&'«si
30  ADDITIDNAL DECONTAMINATION AND SAMPLING ACTIVITIES

On June 16, 1997, DECON returned to the Site and performed additiona! decontamination and sampling
activities. The ceiling and the floor were wet wiped with a solutlon of sodium hypachiorite (chlorine
bleach) in water. Following completion of decontamination actlvities, cenfirmstion wipe samples were
collected from the same locations where samples $G-1, SG-2, and SG-4 had bean collacted. The thrae
samples (Celling 7, Cailing 2, and Floor 1) were collected, packaged, shipped, and aralyzed as
dezcribed in previous seclions of this report, The results of laboretory analysis by CTD indicated that
MMC was not datected at or above laboratory detection limits in any of the three samples submitted. The
results of confirmation wipe sample laboratory analyses for MMC are included in CTD's repord which is
attached to this repon.

4.0 CLOSURE
This report documents facliity decontamination activities parfarmead by DECON st Supergen's Emeryville
facility. If you have sny questions ragarding this report, please call ma at (510) 732-6444,

Sincerely,

MZC

William £, Bassett, Jr,
Project Manzger

LWy Bounienbs\Cosy Esiimates\Supergeni
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CONFIRMATION WIPE SAMPLING LOCATIONS
Supergen Facility
8450 Hollis Street
Eme viile, Cahforma
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Repor: an Mitomyein Resiques Follpwing Decontominarion &f SuperGen Facliity

SUMMARY

Based an the measured limi of derermination for Mitomycin in the wipes, all sevanteen-
tested | 2em wipe samples (8oor) showed Jess than .2ug Mitomyein. The three 15em wipe
samples (2 ceilng, 1 floor) were found 1o have jess than -3ug Mitomycin,

INTRQDUCTION

Environmental Services Services Inc. of Hayward, California

The wipes were extracted Wwith a known volume of deienized water and any extracted
Mitomycin was measured by high pressure Jiquid chromatography (HPLC)

Tke anniytical procedure developed and its limis of determination are descrbed.

EXFERIMENTAL

cencentration at the following HpPLC conditions:

Column: Dipheny revercs Phasc, 5 micron, 4.0mm 1.D,
30cm length at 28-35°C
Mbbile Phase: 250mL methangl, HPLC grade

3 ml 0.83N ecetic acid
1.54 g. ammonium acetate, HPLC grade
q.8. HPLC grade water o 1000mL
WHPLC prade materials are used, there is ny need to filter through
8 0,45, Blter

Flow Rate: 1.0+/- 0.1 mL/min.

Injection Volume; 5 microliters

v Detecror Wavelength: 165nm at 1.0AUFS
Temperature: 30-35°C
Peak Mcasurement,  Peak boight

The accuracy of the method o5 determined by the recovery of knewn amavin of MMC is
shown by the data in, Table L

ST 190 Pty lwineg .18 e Pagc 2 of §
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TABLET
G OF RY) W
WIIH MYTOMYCIN AND RECOVERY RATES
| Wipe Diameter ug MMC Theoretical pp/mL MMC | % Recovered
Added " MMC in Found in
Extract up/ml. Exrract
licm 158 3.0pg/mL 3.57ug/ml, 119
Ylem 7.5ug | 1.Sug/ml’ 1.37pg/ml 1
i 1lcm 1 Sug 031 /mL 0.3pug/ml 1G0
12ecm 7.5ug ). Sup/ml 1.28y/mL 85
Reference: Lab book, pp. 4539, 83
f . The MMC wus added using an appropriaw volume of a 15,g/ml_ MMC aquecus
selution.
B i tipn

seperate days is used For calcularing the limil of determination of MMC on a wipe. The
lirnit differed for some wipes due to the larger volume of water nseded 1o extact a larger
size wipe, The lowest concentrarion was experimentally measured by diluting a known
concentration of MMC in water and measuring the signal obtained on the chromacograph.
This value was found to be 0.03pg/mL. The chramatograhic response obtained using the
HPLC conditions described above ja shown in Figurc 1. To calcuiate the limu of
determination for each wipe, the valume of warer used 1o extract each wipe is inultiplied
by the lowest concentsation measurable.

C. ahye] pe tact Decontamina

Upon receipt at Custom Testing & Development, the samples were placed in a freszer
The wipes ate deseribed as round laboratory filter pepers of various sizes. Samples were
removed from the freczer and each wipe weighed to determine the amount of water on the
wetied test samples. The volume of watar wes calculated for each wipe by subracring the
weight of a dry wipe of the same sizs as the wet wipe from the weight of the wet wipe.
The difference. in grams, was taken g5 the volume in mL on sach wipe. The wipes were
placed in a serew ¢ap culture tube, A sufficient volume of water was added to each test
ssmple to bring the total volume in contact with each wipe as shown in Tabic If under
“Extraction Volume™ The tubes were sheken by hand for S minutes or placed on a Fisher

culrvnet | 59 Tanalyelwipar?. 10, Pagedof 5
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Report an Mitomycin Residwes Follo wing Deconlamination of SuperGen Facility

D DRisqussion:

The chromatographic conditions and extraction procedure demonsrates the ability of the
methed 10 accurarely recover Mitomyecin from the test wipes as shown in Table L.

The sensitivity of the method, 0.2 pp MMC for 12¢m diameter wipes and 0.3 g MMC for
15cm diameter wipes has been calculated based on the ability to messure the concentraton
in the extraction volume shown in Figure I. These velues are lower than those reporied in
the summary report dated 19 June 1997, Those values were based on a guick conservative
evaluation whereas the values reported in this report can be confirmed by a more rigorous
Teview of the experimental method and data analysis

The dara obtained on all test wipes reported in Teble IT indicare no detectable levels of

v MMC on any of the test wipes examined. The limit of dercrmination, also referred to as
the sensitivity of the method, is reported as 0.2)g MMC for 12cm diamecter wipes and
0 3ug MMC for 15cm diameter wipes.

The significance of the levels found and the level of detection as it applies 10 equipment
and facility cleaning in 2 manufacturing facility is discussed in an articles by K. M. Jenkins

and A. J Vanderwielen entitlad “Cleaning Validation: An Overail Perspective,” in
FPharmoceutical Technology p 60-73, (1994),
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Reperr an Mitomyein Residues Following Decantomingiion of SuperGen Facility

IABLET

MITOMYCIN CONITENT OF WIPES USED ON VARIQUS SURFACES
AFTER DECONTAMINATION OF SUPERGEN FaACILITY

. Sumple # - - AsRfwipe”
Cealing 1 <QO3ug
Celing 2 <Q.3ug

5G-3 <0.2up
Floor 1 <0.3up
SG-5 <0.2ug
5G-6 <Q.2pg
5G-7 <0.2ug
SG-8 <0.2pg
SG-9 <02ug
3G-10 <0.2ug
SG-11 <0.2ug
5G-12 <02ug A
$G-12 Countertop 6.0mL. <0.2ug '
506-14 Counrertop 6.0mL <D.2ug
5G-15 Inside L-Cabinet 6.0mL <0.2ug
SG-16 Wer Blsnk 6.0mL <0.2pg
8§G-17 Wet Blank 5.0ml. <0.2ug
5G-18 Wet Blank 6.0mL <02ug
8G-15 Wet Blank 6.0mL Sample lost
S3-20 Dry Blank 5.0mL <Q2.p
5G-21 Dry Blank 6.0mL <0 2ug
SG-22 Dry Blank 6.0mL not tested
8G-23 Dry Blank 6.0ml. Used for recovery
study
< WMmMA 199 Tl ytakeqpes 7- 0, i Page Sof§
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