REF RF452

DADE BEHRING

Dimension® clinical chemistry system
terog Immun: y Module

Flex® reagent cartridge

FPSA

Free Prostate Specific Antigen Flex® reagert cartridge

CAUTION: bnited States Federal law restricts this device to sale and
distribution by or on the order of a physician, or to a clinical
{laboratory: and use is restricted to, by or on the order of a physician.
Warning: The concentration of PSA in a given specimen determined
with assays from different manufacturers can vary due to differences
in assay methods and reagent specificiy. The results reported by the
{laboratory to the physician must inchude the identity of the PSA assay
used. Values obtained with different assay methods cannot be used

. The FPSA method should be used with the
Dimension® TPSA method to calculate the ratio of free PSA to total
PSA (percent free PSA).

Specimen Collection:
Serum can be collected by normal procedures.9 Serum should be
sepi&edfmcellsmdre{ngem&edwdwn} 4 hours after

Ja
Samples should be kept at 4°C and analyzed within 24 hours. Samples
held for longer times {up to 4 months) shoutd be frozen at -20°C or
colder. Storage at -70°C is preferred for fong-term storage. Samples
stored at room temperature show  significant loss of
immunoreactivity within 4 hours.10.1%
Specimens shotld be free of particulate matter. To prevent the
appearance of fibrin in serum samples, complete clot formation
stwdukeplacebdomwtrﬂugauon Clotting tirme may be
p d due to thrombolyti

fatended Use: The FPSA method for the Dimension® clinical chemistry
system with the heterogeneous immwnoassay module is an &1 vitro
test intended 1o gt ively measure free prostate specific
umgm(FPSA)anansemm MeaslnmemsofFPSAnusedn
conjunction with total PSA (TPSA} method on Dimension® system to
calculate FPSA to TPSA ratio expressed as a percent FPSA. The percent
FPSA ks used as an aid in distinguishing prostate cancer from benign
prostate conditions in men S0 years or older with TPSA of 4010 10.0
ng/mL[py/L} and digital rectal examination (DRE) findings not
Suspicious

for cancer.
Prostate biopsy is required for diagnosis of cancer.
Summary: Prostate cancer is the most common type of cancer found
in men in the United States and the second leading cause of male
cancer mortality, accounting for more than 30,000 deaths in 1999.'
Prior to the use of PSA for earty detection of prostate cancer, the
traditional method of digital rectal examination (DRE) detected
considerably fewer twmors.:2 The most sensitive method for earty
detection of prostate cancer uses both DRE and PSA. The American
Cancer Society and the American Urological Association {AUA)
recommend that earty detection of prostate cancer should be offered to
asymptomatic men 50 years of age or older with an estimated life
expectancy of more than 10 years.!
Thespedulyo{PSAmpfostatetmuenukeslasangnurkerm
meuiydemcummdnw\agm\et prostate diseases.
Prostate specific antigen (PSA) is a serine protease of approximatety
mowﬂdmmedbywepﬁwkicalsdﬁnpvmymd}-‘
The level of PSA in serum and other tissues ts normally very low. In
malignant prostate disease (prostatic adenocarcinoma} and in non-
malignant disorders such as benign prostate hypertrophy (BPH) and
prostatitis, the serum leved of PSA may become elevated.2
In serum, PSA exists primarity as three forms: complexed with either

@l- ypsin (ACT) or a2 + andfree 5.6 The
PSA protein with o 2 globulin is enc and
unavailable for measurement by curnent immonoassay sys(ems The
Di FPSA assay the free of serum PSA.

Measurement of free PSA heips to discriminate between prostate cancer
and benign peostatic diseases. The of free PSA has been
stiown to enhance the specificity of PSA testing for prostate cancer
detection.?.8 The percentage of free PSA is lower in patients with
prostate cancer.
Principles of Pracedure: The FPSA memod is 3 one step enzyme

y based on the ™ " principle. Sample is incubated
with chromium dioxide particles coated with monoclonal antibodies
specific for a binding site on free PSA, and conjugate reagent (8-
galactosidase labeled monoclonal antibodies specific for a second
binding site on the PSA moalecule) to form a partide/PSA/conjugate
sandwich. Unbound conjugate and anafyte are removed by magnetic
separaum and washmg The sandwich bound B-galactosidase is

substrate ¢ phenol red-8-d-

gdacmpyranosode {CPRG}. Hydm(ysls of CPRG refeases a

Eachlaborawysf«xﬂdde(mﬂveacwﬁahhydasownblood
collection tubes and serum separation products. Vaniations in these
products may exist between manufacturess and, at times, from lot to
lot.

Known Interfering Substances
The following substances do not ikerfere with the FPSA method when
present in sefum al the concentrations indicated. S

(CPR). The color change measured at 577 nm due to formation of CPR
s directly proportional to the concertration of PSA present in the
patient sample.
FPSA Cr0,-Ab-FPSAF(ab), B-gal

+ .
Cr0,-Ab —_— > G

. +
F(ab'),-P-gatactosidase Flaty),p-galactasidase
Cr(,-Ab-FPSA-f(ah),-B-gat

N wash Cr0,-Ab-TPSA F(ab'), f-gal
Cr0,-Ab _—

+ Cr0,-Ab
Flab"),-B-galactosidase {transierred to cuvette)
CPRG CrO,-Ab-FPSA-F(ab'), B gal

g ————

naccuracies (bias) due to these substances are less than 10 % at
FPSA levels of 1.0 - 2.0 ng/ml {pg/L ).
ation
Acetaminophen 20 mg/dL [1322 pmatfL)e
‘ .G gidL
ikaci 15 mg/dt. [2
vt thimide 6 ng/mi [26 nmolit]
Ampiclin 5 mg/dl [143 pmoi ]
ic acid 3 %dL 170.3 pmol }
Bilicubin 60 mgydi [1026 pmolil)
Caffeine 10 mg/dC [515 umoUL}
ine 12 mg/dL {508 !
Chloramphenicol 25 mg/dL {774 pmoliL
azepoxide 2 mg/dL {67 pmotiL]
Chiorpromatine 5 mg/dL [157 pmoliL}
Cl mg/dL (12 9 mmoliL]
Cimetidine 10 mg/dL [397 pmoliL]
Creatinine 30 mg/dL {2652 uno(/]L]
C ide 25 mg/dL [896
Coaran 78 1000 mg/dL {10 g/}
Diazepam 2 mg/dL {70 pmolit]
Diethyistioestrol 0.02 mg/dL (700 nmoliL]
in 5 6.4 nmolL]
Doxonsbicin-HCI 7 mg/dL [121 pmolt |
20 mg/dl {272 pmoliL
Estramustine phosphate dL {343 ot |
thanol 350 mg/dL (76 mmol/L)
Ethosuximide 30 mg/dL {2125 pmoliL}
Finasteride 0.2 mg/dt [5. (%]
Flutamide 1 mg/dL 36 psmotil]
Furosemide 2 my/dL [60 wmolrL]
Gentarmicin 12 mg/dL (251 pmold]
Goserein acetate 0.01 mg/dL [79 nmol/L}
1000 mg/dL [0.62 mmolL] (monomer)
BOOC UL unj
Human plasma kaltikrein 100 pgfml [1 L]
Ibuprofen c dL (1939 pmol/t ]
Immunaglobulin 6 g/ml
Ketoconazole T mg/dL {132 pmolfL ]
Leuprofide acetate 10 ma/dL_ {86 umolit ]
leocame & mg/dL [25 }
dL. [33.9 mmaolfL) (trighyceride)
thlum 35 %dL 5.04 mmo!/L]
rol acetate 2 mg/dL [52 umolL}
Metl Yate 300 mg/dL {7 mmolL]
Nicatine 2 ma/dl [123 pmolL )
Penicifiin G 25 Wml [25.000 UL]
Puﬂobarmd 10 mg/dL [442
' 15 ma/dL [646 prmoli
Phenyloin 10 m/dL [396 pmolt |
Primidone 58 umoliL ]
0.4 mg/dL [12 wmol/ }
Prostatic Acid Phosphatase 1000 ng/mL {1000 /L)
A g/ [40 grL)
Protein ) 12g/dt [120911)
Rheumatoid factor 500 W/mL (500 L]
Saficylic acid SO moydL [3.62 mmoifL]
Theophyliine 25 ma/dL {1388 pmaliL
Urea 500 mg’dL 83.3 mmol/L
Uric acid 20 mg/dL (1.2 mmoin )
Valproic acid 50 mg/dL [3.467 mmoliL)

€. Systeme intermational d'Unites [St units] are in brackets.
Procedure
Materials Needed

FPSA Flex® reagent cartridge, Cat. No. RF452
Reaction Vessels, Cat. No. RXV1

{non-absorbi > CPR (absorbs at S77 nm) Chemistry Wash, Cat. No. RD701
577 nm) Sample Probe Cleaner, Cat. No RD703
Reagents Test Steps
Wetlss Form Ingredient Concentratio®®  Source Sampling, reagent delivery, mixing. separation, processing and
printing of results are automatically performed by the Dimension®

; u“gm E?;rg& factasidase (" 8 mglmi /mL Mouse. monocional system with the heterogeneous immunoassay module. For details of
3 Tablete Amnboaycm, 18 mglmL Mause, monodonal this processing, refer to your Dimension® system manual.
456 Tabletsd CPI 10.3 mg/mt Test Conditions
1 Liquig CPRG dityent 42 mg/mi o
2. Welts are numbered consecutively from the wide end of the cartridge Vessel
b. Nominal value in hydrated cart - Sample size 60 L
;?mbodymumdcmmemymmmuwm « Antibody- Cr0. 304

ablets contain excipent, bt - Antibody B-galactosidase 50 L
Precautions: Used cuvettes contain human bady fluids; handle with - Temperature i
apprapriate care to avoid skin contact or ingestion. : Incubation period 9 minutes
For in vitro diagnostic use Reaction Cuvette

~ - Transfer Volume 60 pl
:ezgenl Pmpara;m. Mixing and dituting are automatically performed < CPRG Reagent Volume 150 4L
y the Dimension® system. - Temperature 37.01£01°C

Starage Instructions: Store at 2-8°C. + Reaction period S minutes
Expiration: Refer to carton for expi date of individual . 577 and 700 nm

reagerd cartridges. Sealed or unhydrated cartridge welts on the
instrument are stable for 30 days. Once welts 1, 2. 3 and 7 have been
entered by the instrument, they are stabie for 15 days. Once wells 4, 5
and 6 have been entered by the instrument, they are stable for § days.

6.0 @ 100 %

- Typeof fmeasurement Bichromatic Rate
- Units ng/ml{g/L}

Dimension® FPSA insart Sheet
PN 755452.001 RevD
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Calibeation

The general [ s n your system
manual. The following i ion should be i when g
the FPSA method:
- Asszy 005 - 45.00 gl
- Reference Material TA PSA Cakbrator C&. No. RCASZ
+ Suggested Calibration Leves 00, 40,100, 200, 500 ngmLign]
- Calibration Scheme, Repiicates S.Z.Z.!.loevﬂshm.b\nloh'gh)
= Cafbration Frequency: £ach new reagent cartridge ok,
Sueryilﬂryslwmylm
= Assigned Coefficients. -1000.0
. (c:‘: 30000
¢, 20
€, 200
cs 05

L The UF PSA calibrator has 6 ievels. Yo calibrate FPSA, ise lewets: 1, 2,3, 4, S,

Quatity Control
At least once each day of use, analyze two levels of 2 quakity control
material with known FPSA concentrations. The results obtained shoutd fall
within acceptable Wmits defined by the laboratory. For further detats refer
w0 your Dimension® system manual.
A system malflunction may exist if the following five-test precision is
observed:

FPSA Concentration 0.

400 ng/mL (pgnL| >0.27 ng/ml [ugL)
10.00 ng/ml_ gL ] >0.70 ng/ml. [g/L]

Results: Free to Total PSA ratio expressed as a percent FPSA has been
shown ta be effective in patiert management. Both total and free PSA

Individual Patient Risk
mmmwmysmmk\&mm

TPSA range of 4 - 10 ng/mijagAL | has been described as the “gray zone”.
Percent free PSA is of increased utility in this area as seen in the table

below.

Thewobibd«ydde(ecﬂngcawwmhopsybypumfm?ﬂ
ncreases with the age of men as shown below:
Probability (%) of detecting Prostate Cancer:
Men with Non-Suspicious DRE Results
(Parentheses indicate Binomial 95% Confidence intervals)

Thece is an y of

Age Group (Years)

% Free PSA $0-59 0-69 0+

Tatal PSA Range 0% 0.2 411 66.0
4.0 %0 10.0 ng/mi| (33.1-50.9) | (37.3-58.2) | (52.1-79.1

11%-19% w71 241 316
£9.1-23.5) § (179-32.0) §(23.4-41.9]

220% 7t "3 125
(18-338) | (73-27.2) | (68-22.4)

Prostate Cancee Prevatence (%) p-A ) 235 327

Single cutoft: A single cutofl may be used for men of oK age groups.
Sensitivity (% of prostate cancer (PCA) detected) and specilicity (% of
biopsies avoided in men without PCA) for various % free PSA cutoffs ace
shown below. A cutoff of 19% results in the detection of 91.2% of
prostate cancers and avoids unnecessary biopsy in 27.9% of men without

shoudd be on the same speck and prostate cancer.
usedmukxllelhepetwngedﬁumwrgme(olowmgeq(mm Benign Biapsies ignarst iopsies
Free PSA (ng/mLpg/L1} 1002 % Percent of Patents with Forcen of Palients with
- % FPSA ° v | of Pajient
Total PSA (ng/mk [pg/L]) indecated o the ndicated al the o
With the Calcutated Resuits feature activated, the Dimension® system T;PSA %7 Not8] Lol N-204 2%
I(79487)  325.412] 81278204 824915
po ‘m"w‘:;“ Wg‘;’:ﬁm FPSA “xm:ﬁi 0 TA(S0A67)  203-%68] 897 (18W204) 853 935
oo processed 1 sing same sample 9 2190136487 238321 | 912 (186/204) 870947
e n 195(95M487)  160-233| 941 (192204) _ 905.969
Limitations of Procedure F3] 129 (61/487)  100-162 5.1 (1941204 9NL-916
Resuls: >45 ngfeal gL | 25 94 (46/A87)  T14-124 961 (1967204) 910983
Manal diution: MWWQMWMM Water to 2 0 (07487} WA 995 (201204) 982 1000
Sotain resulks within 552y *95% O - 95% Confidence ktervdl
laaorilussay mmsmmq /A = ot apphcable

Autadilution: Wumwmw
Recommended Auka Diuste volume is 6 jul.

Resuks <0.05 ng/mL {ag/L] should be reported as ess than
0.05 ng/mt_ fpgrLT.

One step sandwich & ic a55ays are eptible 10 2 high-dose

“hook effect”, where an excess of antigen prevents simudtaneous binding
of the capture and detection atibodies t0 a single analyte molecute.’2 The
FPSA method shows 0o haok effect up to 10,000 ng/ml [g/L].
Patient samples may contain heterophike antibodies that could react in
umwmssaysmqvelalsdydevtedudqxasedmws Thsassayhas
been designed to minimize i ce from

Mnrsmmmponmgsys&anwumsmmesageswwmm
operator of specific Any report shp g such emor
messages should be held for foliow-up. Pder(nyerlmersan system
manual
Expected values: A multicenter praspective chinical study was conducted
0 evaluate the effectiveness of percent free PSA (FPSA/TPSA x 100 ratio
as measured on the Dimension® system.
ThepamFPSAnsusednmmdmdasungnQungMemfm
benign prostate conditions i men SO years oc older with TPSA of 4.0 to
10.0 ag/mL{pg/L] by the Dimersion® system TPSA method and DRE
findings not suspicious for cancer. The study consisted of 691 patients
from eight dinical sites referred to a urologist for evaluation of prostate
cancer.
All patients underwent 3 transrectat prostate biopsy. The diagnasis of
prostate cancer of benign prostate disease was based on
examination of a minimum of six-cores from each patient. Ethiic

ition of the popubation studied included 584 (84.5%) Caucasian, B4
{12.2%) African-Acnerican, 8 (1.2%) Hispanic or Mexican, 7 (1%} Asiaq, §
{0.7%) Native American and 3 (0.4%) Filipino men. The median age for
both cancer and benign disease groups was 65.1 years. The table below
displays the distribution of FPSA, TPSA and %FPSA by biopsy result.

Distribution of FPSA, TPSA and % FPSA by biopsy result

el
Stended | 5% | 0% | Banigm
Siopny Eovar of | Lowar | idpper v
Resut JCount | tean Iiedivn] wesn | Bound | Beund | mangnem

PPSA fBosign | aa7 | om | 0w | 0021 | 09 | aw
) Tostgount] 20¢ | 075 [ oee | 0o | 060 | o
TPSA 47 Jeu | 57 Loora | o |8 |
togml)
Mebgram] 204 | 60 | 65 | oroe | €4 | 62
wepsa oo 4o Losa ] e {00 | vl wo] o0
satgrant | 206 | 118 | w0 § oo | wr | w23

Analysis of the mean values of % FPSA for the benign and malignant
disease groups indicates a significant difference exists between the

groups.

The % FPSA result may be used in two ways:

1. provide an indivdual patieat risk assessment of prostate cancer, of
2. use a single artofl to indicate the need for additional follow up.

Bade Betwing tnc.
Newark DE 19714, US A

u:eumngumed
us Horse, Aft
mxeynesm(ws

60" @ 100 %

Serum FPSA concentrations. regardiess of the value, should not be
interpreted s definitive evidence for the presence o absence of prostate
cancer. Prostate biopsy & requiced for the diagnosis of cancer.

Each taboratory should establish its own expected values foc percent free
PSA as performed on the Dimension® system.

When changing PSA assays in the course of monttoring a patient,
additional sequential testing should be carried out 10 confer baseline
values.

Specific Performance Characteristics 9

Repmducbdrty i
Within-Run Total
Material nglrrl. l,.yu SO (%W SD (%CV)
Serum pool 1 138 002 (1.8) 0.04 (3.0)
Serum pool 2 72 LE TR 053(3.1)
Liquichek™ 1 028 0.02 (5.6) ¢.02(8S)
Liquichek™ 2 157 0.02 (1.6} 004 2N
Liquichek™ 3 1215 021013 032026
' * Immunoassay Pius Control s a trademark of Bia-Rad Laboratories,
brvine, CA 82618
9. All spedific performiance characteristics tests were run after nommal
recom Tnpvmlq;dnymddmjsmpe"mm(rﬁuw
i sSystem with y modue

h testing was done in accordance with the NCCLS aved
%l«?v&amdﬁm%’mmdwcwm
Dcvm(EPS A.l'm 1999}

i each level were analyzed in duphicate. twice a day, for 20 days.

wlhlnnmtrﬂ!oulslandmddevnuons calcutared by anatysis of
variance method.
Analytical Sensitivity

The sensitivity of the FPSA methad is 0.05 ng/mL {g/L| and represents

the lowest concentration of FPSA that can be distinguished from zero. This

sensitivity is defined as the concentration & two standard deviations above

the levet 1{0 ng/mL {jug/L] } Calbrator (n= 20}.

Anatytical Specificity

See known interfering substances section for details.

The fokowing substance does nat cross-react with the FPSA assay at the

concentration indicated:

Ce i Appaent FP:

100 ng/ml. 0.23 ng/ml g/}
Re

Mutiple dlutions of serum samples with PSA values of 5.8 to

39.8 ng/mi [/ ] were made with water,

Sample FPSA concentr Rions were measured and the percert recovery

calculated. Recovery ranged from 100 to 104 % with an average recovery
of 101 %.

Symbots Key: See adjacent panel.
Bitliography: See adjacent panel.
Dimension® and Flex® are registered trademarks of Dade Behring

inc..inthe U. S. Patert and Trademark Office. in Germany and many
other countries

PSA-ACT

* An asterisk in the margin dertoes a revised section.

W_2001-01-09 {fDA Changes) D PN 755452,001-US

C € 0843
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Heterogeneous Immunoassay Module

REF RC452

DADE BEHRING

Dimension®clinical chemistry system
Heterogeneous Immunoassay Module

T/F PSA Calibrator T/F PSA Calibrator
Symbols Key Total/Free Prostate Specific Antigen Calibrator
Symbaotschlissel Intended Use
Explication des Symboles The T/F PSA Calibrator is an in vitro diagnostic product intended to be used to calibrate the
Interpretazione simboli Total (TPSA) and Free (FPSA) Prostate Specific Antigen methads for the Dimension®
Clave de [os Simbolos clinical chemistry system with the heterogeneous immunoassay module. This product was
Chave dos Simbolos designed to meet the needs of users to assure accurate results over the assay range of these
methods.
Manmt : A P Canstituents
dalrmdobgr/rabme;ompolf pact The T/F PSA Calibrator is a liquid product. Calibrator levels 2 through 6 contain human
R e { Bevollmachtioted prostate specific antigen {free PSA) in a bovine serum albumin base. Leve! 1 is a horse
leclrer ] /7 van / Represertante A serum base with no detectable PSA. The kit consists of twelve vials, two at each of six

i spresentame Autorizado

In Vitro Diagnostic Medical Device / in Vitro Diagnosticum
Diagnostic i Vitro/ Dispositivo Medico
Dmsl-:anmoli’mduﬂoaniumpand
dstico In Vitro/ Dispositiva Médico para Diagndstico
anmo

Ba(chCodeIChargelNumémdaLdlLottol
Cédigo de Lote / Cddigo do Lote

“Use By” datein zearmonm«iay format / Verfalldatum im
Jahe-Monat-Tag Format / Utiiser jusqu’a & date: AAAA-
MM-JJ / Scadanza: AAAA-MM-GG / Caducidad
afo-mes-dia/ A data em "Utifizar antes de” encontra-se
no formato ano-més-dia (AAAA-MM-DD)

EXP

YYYY-MM-00

8:C Limitation / Lagertemp { Limite
de Te 1 Consarvaziona / Limitacida de Temperatura
2:C; / Umitagao da Temperatura

€

REF

CE Mark / CE Zeichen / Marquage CE / Marchio CE/
Macca CE / Marca CE

Catalogue Number / Katalog Nummer / Référence / Codice
Cataloga / Numero de Catdlogo / Numero de Catdlogo

c 2 8/ G <o baacht
Consutter la Notice d'Utilisation / Istruzioni per l'uso /

Consuhar Instrucciones para e Uso / Consutte as
de WUtilizagdo
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fevels.

Precautions

This Praduct Contains Dry Natural Rubber.

trritant. Level 1 contains chioroacetamide. May cause sensitization by skin contact. Avoid
contact with skin, Wear suitable gloves. If swallowed, seek medical advice immediately ard
show this container or label.

Contains sodiumn azide (< 0.1%) as a preservative. Sodium azide can react with copper or
fead pipes in drain lines to form explosive compaunds. Proper disposal of this product as a
biohazard will minimize this possibility.

Contains human source material. When available a blood sample from the donor was tested
and found negative for the presence of the antibody to Human Immunodeficiency Virus Type

1 (HIV-1) and Type 2 (HIV-2), for Hepatitis B Surface Antigen (HBsAg), and for the antibody .

to Hepatitis € Virus (HCV). Where no donor bload sample was available, an extract of the
starting material was tested and found negative for HIV-1, HIV-2, HBsAg, and HCV. Because
no testing can offer complete assurance that these, or other infectious agents are absent,
this material should be handled using good laboratory practice to avaid skin contact and
ingestion. Manuals are available which detail laboratory biosafety tevel criteria and
practices.’

For in vitro diagnostic use.

Preparation

Allow 1o equilibrate to room temperature (22 - 28°C}) and swirl to mix before use.

Starage

Store at 2 - 8°C before and after opening.

Stability

Unopened Praduct: See Expiration Date.

Opened Product: Once opened, the assigned values are stable for 30 days when stored
securely capped at 2 - 8°C.

Calibration Procedure

Refer to the instruction manual for the Dimension® clinical chemistry system.

Six levels are provided.

To calibrate TPSA, use levels: 1 , 4,5,6
To calibrate FPSA, use fevels: 1 3,4,5

EXP
20000 YO oo g YYYY-MM-DD
Constituent Assigned Value ** Units S.1. Units®
PsA EPSA
Level 1 PSA XXX XXX ng/mL ug/L
Level 2 PSA X.XX XXX ng/mL ug/t
Level 3 PSA e XXXX ng/mL ug/t
Level 4 PSA XX.XX XX.XX ng/mt ng/L
Level 5 PSA XXXX XX XX ng/mL po/L
Level 6 PSA XXXXX  meeee ng/mb pg/l

a. The assigned values are referenced to the WHO Standard for free PSA, 1= 1S 1999, 96/668, formerty
known as Stanford Reference Materials for PSA.

b. Users of this product will be notified if there is a change in the assigned values.

€. Systéme Intemationat d'Unités.

Symbols Key: See adjacent pane!.

Blhllography
1. Biosafety in Microbiological and Biomedical Laborataries, HHS Publication No. (CDC) 88-8395,
Superintendent of Documents, US Govermnment Printing Office, Washington, DC 20402.

Dimension® is a registered trademark of Dade Behring Inc., in the U. S. Patent and Trademark
Office, in Germaay and many other countries.
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