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YBa:kaeMbIi I0JIb30BaTED,

Coobmaem BaM 0 TOM, 4TO ObUTa BBISBICHA MHTep(EepeHnus mpermaparoM MeTwiaona C aHAIM30M
Non-Prostatic Acid Phosphatase (NPP2: ACN (8)022 na cobas ¢ 311/501/502/702). Otu nanHbIe
OCHOBAHBI Ha HEAABHUX pe3ysbTaTax Mactep-mpoekTa cobas ¢ 503, o koropom ObL10 00BsIBIIEHO B MN-
RDS-CorelLab-2022-183.

Onucanmue CUTYallud

B xone mactep-npoekra cobas ¢ 503 moBTopHO ObLiia MPOBE/ICHA OlICHKA XapaKTePUCTHK aHan3a NPP2
Ha TpenMeT JieKapcTBeHHOW uHTepdepennmu. HoBoe 3asBieHune o0 WHTEp(EpeHIMH MpernapaTom
Metmngomna (7,5 mr/n) He Obuto moaTBepkaeHO anss NPP2, xors HaOmoganuch BCe OCTalbHBIC
nokasarenu uarepdepernun. OnucanHas CUTyalys He BIusAeT Ha mpuMenenue tecta Acid Phosphatase
(ACP2) u unctpymentsi COBAS INTEGRA 400 plus nim cobas ¢ 111.

st recta NPP2 B cootBercTBytomue MHCTpYKIIMK 110 UCHOAB30BAHUIO OyIyT BHECEHBI CIEAYIOIINE
oOHOBJIEHHA: Tpenapar Mertungona no0aBieH B KadecTBe wHHTepdepeHta B WMHCTpykKuuu 1O
MCIIOJIb30BaHUIO peareHTa Ha cobas ¢ s ACP2.

[Tonpobuas napopmanus B pasaene «Orpannyenus — Matepdepenuus»:

B MHcTpyKumu 1o MCHONIB30BaHHIO peareHTa Ha Cobas € Obu1o 100aBIeHO Cleayrolee OOHOBICHHE:
«JIlexapcTBEHHBIE MTpeNapaThl: MHTEPPEPEHIHS He 0OHAPYKUBACTCSI ITPH UCTIOIH30BAHUH CTAHIAPTHBIX
NaHesel JISKapCTBEHHBIX CPEJICTB B TEPAIIEBTHUECKIX KOHIICHTPAIHSX.

Ucknrouenne: Metunpona, LlepokcutnH u J{OKCHIMKIMH BBI3BIBAIOT MCKYCCTBEHHO 3aBBHIIICHHBIE
pe3yibTaThl HENPOCTaTHUECKOM Kuciao docdaTaszpl.17,18».

st COBAS INTEGRA 400 plus npu ncnosibp30BaHUM OOHOBJIEHHBIX crieU(pHUKAIMA HHTephepeHIus
He 00HApYKHBAIACh.

CnenosarenbHo, HUKakuX u3MeHeHud B pazgene COBAS INTEGRA 400 plus komMOuHMpOBaHHOM
Wuctpykuuu o ucnonb3oBanuio cobas ¢ 311/501/502/COBAS INTEGRA 400 plus He TpeOGyeTcsi.

Amnamus ACP2 nenoctynen s cobas ¢ 111.
Hacrpoiiku [Tporokona meroauku Acid Phosphatase Gen.2 octaroTcst HEeM3MEHHBIMH.

IIpyynHA BO3HUKHOBEHMS

OnucanHOE U3MEHEHHE OCHOBAHO Ha HEJIAaBHUX BBIBOJIAX, MOJYYCHHBIX B X0JIe MacTep-mpoeKkTa cobas
€ 503, o kotopom 06110 00BsBICHO B MNRDS-CorelLab-2022-183:

[TockonbKy MBI cOOMpaeM JOMOJHUTENbHBIE JaHHBIE 0 CObas ¢ 503, Ham HeoOXOAMMO COOJIOAATh
HOBelIIMe HopMaTuBHble TpeboBaHus (Hampumep, IVDR), a HekoTopele paboume MpoLeaypsl
M3MEHUJIUCh U3-3a OOHOBJIEHHBIX BEPCHM OCHOBHBIX MEXIYHAPOJHBIX PEKOMEHIAlHil (Hampumep
CLSI). HoBble BHemIHME TpeOOBaHMSI MOTYT IIPUBECTH K IPYTUM HacTpoikam [IpoTokoina MeToTuKu 1

pa3IMYKsIM B pe3ysibTaTax, MOTy4eHHBIX Ha CObas ¢ 503 mo cpaBHEHHUIO CO CTaphIMU JaHHBIME Cobas ¢
501.

OcHoBHasl MpHUYMHA BOZHUKHOBEHHUsI HHTEepepeHnu npenapata Metungona ¢ NPP2:
N3-3a ommOku, 00yCIOBICHHOM YenoBeYecKM (hakTopoMm, OBbLIO MPOIMYIIEHO OOHOBIIEHHE KPUTEPHUS

paborocrocobHoctn pekomeHmanuii CLSI mo TecTupoBaHMIO JIeKapCTBEHHBIX IpenapaTroB. ObLia
YCTaHOBJICHA CIIMIIKOM HU3Kasl TepaneBTHYECKasi KOHIEHTpauust MeTtunaons! (4 Mr/n BMecto 7,5 mr/m).
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OneHka puckKa

YacToTa BOZHHKHOBEHHUS
Hu oana pexnamanus He Oblaa nepeaana B I'pymimy paccienoBanus pekinamanuii (CIR).
BeposiTHOCTBH 00HaApY:KeHMsI

[IpoGnema mokeT ObITH OOHAapy>K€HAa TOJBKO B TOM Cily4ae, €CIM MCKYCCTBEHHO 3aBBILICHHBIN
pe3yabTaT HE COOTBETCTBYET OKUJIa€MbIM 3HAUCHUSIM.

Cepbe3HOCTh NOCJIEACTBUH

BeposiTHOCTh TIpHUMHEHUS Bpela B COUYCTAHHHM C CEPbE3HOCTHIO TMPOOJIEMBI U OOIIUM PHUCKOM
ofpezieNieHa KaK «IpueMJIeMblid 0CTaTOUHBIN puck». Takum oOpazoM, O1ieHKa CTEeHH OMacHOCTH JIJIst
310pOBbst HEe TpeOyeTcs. [ moTydeHus TOMOIHNUTEbHOW HHPOPMALIUU 0OPAaTUTECH K MPEICTOSAIIEMY

Beinycky SN-RDS-CorelLab-2024-093.

JloxxHo 3aBbltieHHbIN pe3ynbTaT ACP MoeT crpoBOLMpPOBaTH AajbHeIee TecTupoBanue. OaHaKo
HUKAKOTO BpeJia /ISl MalMeHTa HeT.

Baknasi nundopmanus

Oo6HnoBieHHBIe THCTPYKIIMY TTO MCTIOJIE30BAHHUIO PEeareHTa MPUJI0KEHBI K HACTOSIIEMY Y BEIOMIICHHIO
10 KaueCTBY.

OOHOBNIEHHBIE 3JIEKTPOHHAS JOKYMEHTAIMs OyIeT coAepkKaTh CChUIKY Ha HAacTosAlee Y BEIOMIIEHUE 110
KAauyeCTBY.

Cpox ny0JHKAIIMN JIIS1 PA3HBIX aHAJIH3ATOPOB:

HoBasa MHCTpykuMs IO UCIOJB30BAHUIO PEAreHTa IMPUIIOKEHA K HACTOALIEMY YBEIOMIICHHIO I10
Ka4ecCTBY.

Bepcust UHcTpyKUImMu mno AHanu3aTop Cpok nyduamnkauumn
HCIO0J1b30BAHUIO PeareHra
8.0 cobas ¢ 311 o 2024 1.
cobas ¢ 501/502
6.0 cobas c 702

PacnpocTpaHeHne HACTOSIILET0 YBEAOMJIEHHS M0 KAYECTBY HA MeCTax

HaCTOﬂH_ICC yBC,Z[OMHCHI/IC MO0 Ka4UCCTBY MPCAHA3HAYCHO HJIs1 BCCX 3aMHTCPCCOBAHHLBIX JIUI[ B Bameit
OopraHu3alvii UM APYIrux OpraHru3aluiax, KOTOPBIC MOJIydYalu JaHHYIO ITPOAYKIIHIO.

[Tokainyiicta, MepenuInTe TaHHOE YBEIOMJICHHE APYTMM OpPraHU3alusAM/IAIIaM, KOTOPBIX OHA MOKET
KacaThbCsl.

[TpuHOCHM CBOM M3BHMHEHHS 3a MPUUYMHEHHbIE HEYAO00OCTBA, KOTOPbIE MOTYT OBITH CBSI3aHBI C JTaHHOMN
CUTYyalluel, 1 HajieeMcs Ha Baille moHMMaHue ¥ NOAIEPKKY.
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KoHTaKkThI

B ciyyae BO3HHUKHOBEHHS BOIIPOCOB 00OpaTUTECh, MOXKANIYyiCTa, B ci1yk0y noaaepxku Roche:

Becnnarnas nuaus: 8 800 100-68-96

Bpewms pa6otsl: moneaenpHuK — nsaTHUIA ¢ 08:00 1o 18:00 mo MockoBckoMy BpeMeHHU

e-mail: russia.rcsc@roche.com.

C yBaxeHnuem,

MeHexep 1o IpoayKIHUH
Ten: +7 (916) 922-64-09

DnexkTpoHHas moyra: ivan.kargov@roche.com

MenuiuHCKui MEHEKEp
Tem: + 7 (495) 229-69-99

OnektpoHHas novra: maria.kosyakova@roche.com

YBenoMieHHUE 110 Ka4eCTBY

0225/1906/2024

NBan Kapros
Digitally signed by WBaH

M Ba H Ka p rOB ng;?:oz4.06.25 15:25:05

+03'00'

Mapus KocskoBa

. Digitally signed by
Ma rla Maria Kosyakova

Date: 2024.07.01

Kosyakova 750310300
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ACP2

cobas’

Acid Phosphatase Gen.2
Order information
Analyzer(s) on which cobas ¢ pack(s
EB] can ge uée>d peckt)
04375351190 | 04375351500 | Acid Phosphatase Gen.2 4 x 100 tests System-ID 07 6930 4 | cobas ¢ 311, cobas ¢ 501/502,
COBAS INTEGRA 400 plus
Materials required (but not provided):
cobas ¢ 311, cobas ¢ 501/502 COBAS INTEGRA 400 plus

10759350190 | Calibrator f.a.s. (12 x 3 mL) Code 401 System-ID 07 3718 6

12149435122 | Precinorm U plus (10 x 3 mL) Code 300 System-ID 07 7999 7

12149443122 | Precipath U plus (10 x 3 mL) Code 301 System-ID 07 8000 6

05117003190 | PreciControl ClinChem Multi 1 (20 x 5 mL) Code 391 System-ID 07 7469 3

05947626190 | PreciControl ClinChem Multi 1 (4 x 5 mL) Code 391 System-ID 07 7469 3

05117216190 | PreciControl ClinChem Multi 2 (20 x 5 mL) Code 392 System-ID 07 7470 7

05947774190 | PreciControl ClinChem Multi 2 (4 x 5 mL) Code 392 System-ID 07 7470 7

04593138190 | cobas ¢ pack MULTI

Open/Close

100l on request
English Test principle*

Colorimetric test

Intended use

In vitro test for the quantitative determination of acid phosphatase in human
serum on cobas ¢ and COBAS INTEGRA systems.

Summary

Measurement of the activity of acid phosphatase (ACP) in serum with this
assay, is used to aid in the diagnosis and management of prostate cancer.

Acid phosphatases (ACPs) are a group of enzymes with optimal activity at a
pH below 7.0 and can be differentiated according to their immunological
properties, tissue distribution and subcellular localisation. To date, at least 5
different ACPs have been reported in human tissues. Lysosomal acid
phosphatase is stored in the lysosomes of all body cells, while the highest
concentrations of extralysosomal ACP activity occur in the prostate, bone
(osteoclasts), spleen, platelets and erythrocytes. ACP activity in blood
serum is usually distinguished into tartrate-resistant and
tartrate-refractory.’22 A specific form of ACP sensitive to tartrate inhibition
is the secretory prostatic acid phosphatase (PAP), which is normally
secreted by prostate tissue. In prostate cancer, circulating levels of PAP are
increased.>* PAP has therefore extensively been used as a serum marker
for prostate cancer until the introduction of the current gold standard
prostate-specific antigen (PSA).® Serum PAP levels are particularly
increased in individuals with metastatic prostate cancer and correlate with
tumor stage. It has been suggested that PAP has clinical application in
patient management, in predicting disease recurrence or monitoring the
effects of treatment.*6 However, PSA is indicated as the preferred test for
screening, monitoring and predicting prostate cancer outcomes. Presence
or absence of malignant disease can only be confirmed with a prostate
biopsy. A multi-parametric magnetic resonance imaging (mpMRl) is
Ire<:omm7¢a8n9cj1(3d before prostate biopsy to facilitate the targeting of suspected
esions.”9%

Activity of total acid phosphatase increases in pathologic conditions of
increased osteolysis and bone remodeling, in case of bone metastasis and
other types of malignancies, in Gaucher's and Niemann-Pick diseases.
Prostatic and total acid phosphatase levels increase after prostate surgery,
biopsy, manipulation or catheterization, in the presence of benign prostate

The 1-naphthol released during the enzymatic hydrolysis of 1-naphthyl
phosphate is converted to an azo dye by coupling with diazotized fast red
TR*. The tartrate is used as a specific inhibitor for prostatic acid
phosphatase.

* Fast red TR = 2-amino-5-chlorotoluene

acid
1-naphthyl phosphate + HO —————= 1-naphthol + phosphate

phosphatase

1-naphthol + fast red TR*

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.

Safety data sheet available for professional user on request.

This kit contains components classified as follows in accordance with the
Regulation (EC) No. 1272/2008:

—~ azodye

hypertrophy, prostatitis and prostate infarction."2 111213 |ncreased PAP Warmning
levels should not be considered an absolut test for malignancy and PAP
results should always be interpreted in combination with the patient's Ha73 May catése damage to organs through prolonged or
medical history and further diagnostic evaluations. repeated exposure.
With this assay, PAP is detected with an indirect method by subtraction Prevention:
between ACP and non-prostatic acid phosphatase (NPP). The assay used .
here is a modification of the method described by Hillmann. Addition of P260 Do not breathe mist or vapours.
1,5-pentanediol increases the activity of prostatic acid phosphatase. Response:
P314 Get medical advice/attention if you feel unwell.
2024-04, V 8.0 English 117
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Acid Phosphatase Gen.2

Disposal: results. If the cobas ¢ pack MULTI bottles are not filled correctly, this may
) ) result in faulty reagent pipetting and could cause erroneous results.

P501 Dispose of contents/container to an approved waste

Specimen collection and preparation

disposal plant. . ) . .
posaip For specimen collection and preparation only use suitable tubes or

Product safety labeling follows EU GHS guidance. collection containers.
Contact phone: all countries: +49-621-7590 Only the specimens listed below were tested and found acceptable.
Reagent preparation and cobas ¢ pack MULTI assembly Serum. . . . _
Reagent handling The sample types listed were tested with a selection of sample collection
tubes that were commercially available at the time of testing, i.e. not all
Total acid phosphatase available tubes of all manufacturers were tested. Sample collection systems
) from various manufacturers may contain differing materials which could
R1 Connect one bottle 1 to one bottle 1a using the affect the test results in some cases. When processing samples in primary
enclosed adapter and dissolve the tubes (sample collection systems), follow the instructions of the tube
substrate/chromogen mixture completely in the manufacturer.
buffer. Separate the serum from the clot or cells promptly.
L Perform determinations on the samples immediately. Samples which
Non-prostatic acid phosphatase cannot be examined immediately should be stabilized as follows: Add
Ri Connect one bottle 1 to one bottle 1a using the 1 drop (30 pL) of solution from bottle 3 to 1.0 mL of serum and mix.
enclosed adapter and dissolve the Centrifuge samples containing precipitates before performing the assay.
substrate/chromogen mixture completely in the See the limitations and interferences section for details about possible
buffer. Add a reagent tablet from bottle 2 and sample interferences.
dissolve by gently swirling. Stability:'s 8 days at 15-25 °C
Labeling the cobas ¢ pack MULTI 8 days at 2-8 °C

Turn the barcode labeled side of a new cobas ¢ pack MULTI toward you.
Affix the supplied ACP2 barcode label directly over the existing barcode

label. Freeze only once.

Materials provided
See “Reagents — working solutions” section for reagents.

Materials required (but not provided)
See “Order information” section
General laboratory equipment

Assay

For optimum performance of the assay follow the directions given in this
document for the analyzer concerned. Refer to the appropriate operator's
manual for analyzer-specific assay instructions.

The performance of applications not validated by Roche is not warranted
and must be defined by the user.

4 months at -20 °C (5 °C)

Calculation
Filling the cobas ¢ pack MULTI The systems automatically calculate the analyte activity of each sample.
1. Turn the cobas ¢ pack MULTI toward you as shown above. Conversion factor: UL x 0.0167 = pkatll.
2. Position A of the cobas ¢ pack is now in the center, position B on the A) Total acid phosphatase: See instrument printout.
left side, position C on the right side of the cobas ¢ pack. B) Prostatic acid phosphatase:
3. Unscrew the screw cap of the bottle in position A in the middle of the Activity prostatic acid phosphatase =
cobas ¢ pack MULTI using the Open/Close tool. Activity Tota) acid phosphatase -Activity Non-prostatic acid phosphatase
4. Pour the content of bottle 1 Total acid phosphatase (17 mL) into the When measuring total acid phosphatase (ACP2) on 1 channel and
opened bottle of the cobas ¢ pack (position A). non-prostatic acid phosphatase (NPP2) on another channel, the prostatic

5. Close the bottle tightly using the Open/Close tool acid phosphatase can be determined directly. The instrument-specific
’ ' program prints out the difference between the 2 determinations as prostatic
6. Unscrew the screw cap of the bottle in position B on the left side of the acid phosphatase.
cobas ¢ pack MULT! using the Open/Close tool.
Expected values

7. Pour the content of bottle 1 Non-prostatic acid phosphatase (17 mL) into ; 016
the opened bottle of the cobas ¢ pack (position B). ’\7/'|otal ag’z ’f) 7ES‘(p hgtffoe (i7t/8)

Note for COBAS INTEGRA en <. < 0110 pa

If the cobas ¢ pack is not used for the measurement of non-prostatic acid Women <6.5 U/L (< 0.108 pkatiL)

phosphatase (NACP2), pipette 17 mL NaCl 0.9 % into the opened bottle Prostatic acid phosphatase (37 °C)'®

(position B). The cobas ¢ pack will be rejected by the analyzer if the bottle Men < 3.5 U/L (< 0.058 pkat/L)

(position B) is left empty. Each laboratory should investigate the transferability of the expected values

8. Close the bottle tightly using the Open/Close tool. to its own patient population and if necessary determine its own reference
9. Leave position C empty. ranges.
"‘I;h(: ACP2 cobas ¢ pack is now ready for use. cobas ¢ systems

ote

Use only the cobas ¢ pack MULTI. Always use a new cobas ¢ pack MULTI ~ System information
when preparing fresh reagent. Never reuse accessories designed for single For cobas ¢ 311/501 analyzers:
use, as this may result in reagent contamination and could affect test ACP2: ACN 021 (Total acid phosphatase)

217 2024-04, V 8.0 English
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NPP2: ACN 022 (Non-prostatic acid phosphatase)
For cobas ¢ 502 analyzer:

ACP2: ACN 8021 (Total acid phosphatase)

NPP2: ACN 8022 (Non-prostatic acid phosphatase)

Reagents - working solutions
R1 Bottle R1:

Citrate buffer: 150 mmol/L, pH 4.8; 1,5-pentanediol:
220 mmol/L; detergent: 3.3 mL/L

Bottle R1a:

1-Naphthyl phosphate: 12.1 mmol/L; fast red TR
salt: 1.2 mmol/L

Bottle R2:

Sodium tartrate: 100 mmol/L (additionally for
non-prostatic acid phosphatase determination)

Bottle 3:
Acetic acid: 0.8 mol/L (sample stabilizer)

CH;COOH

Storage and stability

Shelf life at 2-8 °C: See expiration date

on cobas ¢ pack
label.
On-board in use and refrigerated on the analyzer: 5 days
Application for serum
Total acid phosphatase and Non-prostatic acid phosphatase

cobas ¢ 311 test definition

Assay type 2 Point Rate

Reaction time/  10/28-57

Assay points

Wavelength 700/415 nm

(sub/main)

Reaction direction Increase

Units UL (pkat/L)

Reagent pipetting Diluent (H;0)

R1 120 uL -

Sample volumes Sample Sample dilution
Sample Diluent (NaCl)

Normal 10 L - -

Decreased 3.3uL - -

Increased 10 L - -

Total acid phosphatase and Non-prostatic acid phosphatase
cobas ¢ 501 test definition

Assay type 2 Point Rate

Reaction time / 10/ 42-70

Assay points

Wavelength 700/415 nm

(sub/main)

Reaction direction Increase

Units U/L (pkat/L)

Reagent pipetting Diluent (H;0)

R1 120 L -

Sample volumes Sample Sample dilution
Sample Diluent (NaCl)

cobas’

Normal 10 L - -
Decreased 3.3puL - -
Increased 10 pL - -

Total acid phosphatase and Non-prostatic acid phosphatase
cobas ¢ 502 test definition

Assay type 2 Point Rate

Reactiontime/  10/42-70

Assay points

Wavelength 700/415 nm

(sub/main)

Reaction direction Increase

Units U/L (pkat/L)

Reagent pipetting Diluent (H20)

R1 120 pL -

Sample volumes Sample Sample dilution
Sample Diluent (NaCl)

Normal 10 pL - -

Decreased 3.3puL - -

Increased 20uL - -

Calibration

Total acid phosphatase:

Calibrators S1: H,0
S2: C.f.a.s. Use the assigned ACP2
value.

Non-prostatic acid phosphatase:

Calibrators S1: H,0
S2: C.f.a.s. Use the assigned NPP2
value.

Calibration mode Linear

Calibration frequency 2-point calibration
- after reagent lot change
- as required following quality

control procedures

Traceability: This method has been standardized against the Roche system
reagent using calibrated pipettes together with a manual photometer
providing absolute values and the substrate-specific absorptivity, €.

Quality control

For quality control, use control materials as listed in the "Order information”
section.

In addition, other suitable control material can be used.

The control intervals and limits should be adapted to each laboratory’s
individual requirements. Values obtained should fall within the defined
limits. Each laboratory should establish corrective measures to be taken if
values fall outside the defined limits.

Follow the applicable government regulations and local guidelines for
quality control.

Limitations - interference

Criterion: Recovery within + 10 % of initial value at a total acid phosphatase
activity of 7 U/L (0.12 pkat/L) or at a non-prostatic acid phosphatase activity
of 4 U/L (0.07 pkat/L).

Icterus:'” No significant interference up to an | index of 1 for conjugated and
unconjugated bilirubin (approximate conjugated and unconjugated bilirubin
concentration: 17 pymol/L or 1 mg/dL).

Hemolysis:'” No significant interference up to an H index of 200
(approximate hemoglobin concentration: 124 umol/L or 200 mg/dL).

2024-04, V 8.0 English
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Lipemia (Intralipid):'” No significant interference up to an L index of 200.
There is poor correlation between the L index (corresponds to turbidity) and
triglycerides concentration.

Drugs: No interference was found at therapeutic concentrations using
common drug panels.'819

Exception: Methyldopa, cefoxitine and doxycycline cause artificially high
non-prostatic acid phosphatase results.

In very rare cases, gammopathy, in particular type IgM (Waldenstrém’s
macroglobulinemia), may cause unreliable results.?

The addition of stabilizer to the sample interferes with the determination of
other parameters.

For diagnostic purposes, the results should always be assessed in
conjunction with the patient's medical history, clinical examination and other
findings.

ACTION REQUIRED

Special Wash Programming: The use of special wash steps is mandatory
when certain test combinations are run together on cobas ¢ systems. The
latest version of the carry-over evasion list can be found with the NaOHD-
SMS-SmpCin1+2-SCCS Method Sheets. For further instructions refer to the
operator's manual. cobas ¢ 502 analyzer: All special wash programming
necessary for avoiding carry-over is available via the cobas link, manual
input is required in certain cases.

Where required, special wash/carry-over evasion programming must
be implemented prior to reporting results with this test.

Limits and ranges

Measuring range

Total acid phosphatase and non-prostatic acid phosphatase

0.5-200 U/L (0.01-3.34 pkat/L)

Determine samples having higher activities via the rerun function. Dilution

of samples via the rerun function is a 1:3 dilution. Results from samples
diluted using the rerun function are automatically multiplied by a factor of 3.

Lower limits of measurement
Lower detection limit of the test
0.5 U/L (0.01 pkat/L)

The lower detection limit represents the lowest measurable analyte level
that can be distinguished from zero. It is calculated as the value lying 3
standard deviations above that of the lowest standard (standard 1 + 3 SD,
repeatability, n = 21).

Specific performance data

Representative performance data on the analyzers are given below.
Results obtained in individual laboratories may differ.

Precision

Precision was determined using human samples and controls in an internal
protocol with repeatability (n = 21) and intermediate precision (3 aliquots
per run, 1 run per day, 21 days). The following results were obtained on the
cobas ¢ 501 analyzer:

Total acid phosphatase:
Repeatability Mean SD cv
UL (ukat/L) UL (ukat/L) %
Precinorm U 27.6 (0.461) 0.1(0.002) 0.5
Precipath U 53.1(0.887) 0.1(0.002) 0.2
Human serum 1 6.20 (0.104)  0.05 (0.001) 0.7
Human serum 2 124 (2.07) 0.4 (0.01) 0.3
Intermediate precision Mean SD cv
UL (ukat/L) UL (ukat/L) %
Precinorm U 28.3(0.473) 0.2 (0.003) 0.7
Precipath U 53.4 (0.892) 0.5 (0.008) 0.9
Human serum 3 4,77 (0.080)  0.11(0.002) 2.4
Human serum 4 28.9 (0.483) 0.1 (0.002) 0.5

cobas’

Non-prostatic acid phosphatase

Repeatability Mean SD cv

UL (pkat/L) UL (pkat/L) %
Precinorm U 13.1(0.219) 0.1 (0.002) 0.7
Precipath U 35.2 (0.588) 0.1(0.002) 0.4
Human serum 1 3.18(0.053)  0.04(0.007) 1.3
Human serum 2 13.7 (0.229) 0.1(0.002) 0.5
Intermediate precision Mean SD cv

UL (ukat/L) UL (pkat/L) %
Precinorm U 13.4 (0.224) 0.1 (0.002) 1.0
Precipath U 35.1 (0.586) 0.4 (0.007) 1.1
Human serum 3 3.00 (0.050) 0.1 (0.002) 4.6
Human serum 4 18.5 (0.309) 0.2 (0.003) 0.8

The data obtained on cobas ¢ 501 analyzer(s) are representative for
cobas ¢ 311 analyzer(s).

Method comparison

Total acid phosphatase and non-prostatic acid phosphatase

Acid phosphatase values for human serum samples obtained on a
cobas ¢ 501 analyzer (y) were compared with those determined using the
corresponding reagent on a Roche/Hitachi 917 analyzer (x).

Total acid phosphatase:
Sample size (n) = 66

Passing/Bablok®’ Linear regression
y =0.999x + 0.045 U/L y=0.977x + 0.766 U/L
T=0.994 r=1.000

The sample activities were between 4.38 and 190 U/L (0.073 and
3.17 pkatlL).

Non-prostatic acid phosphatase:

Sample size (n) =72

Passing/Bablok?" Linear regression
y=0.971x-0.010 UL y =0.957x +0.292 U/L
1=0.980 r=0.999

The sample activities were between 2.32 and 161 U/L (0.039 and
2.69 pkat/L).

The data obtained on cobas ¢ 501 analyzer(s) are representative for
cobas ¢ 311 analyzer(s).

| COBAS INTEGRA systems

System information

Test ACP2 (Total acid phosphatase)

Test ID 0-268 on COBAS INTEGRA 400 plus systems
Test NACP2 (Non-prostatic acid phosphatase)

Test ID 0-269 on COBAS INTEGRA 400 plus systems
Profile ACP2P

Test ID 0-270 on COBAS INTEGRA 400 plus systems
Ratio ACP2R

Test ID 0-271 on COBAS INTEGRA 400 plus systems
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Reagents - working solutions
R1 Bottle R1:

Citrate buffer: 150 mmol/L, pH 4.8; 1,5-pentanediol:

220 mmol/L; detergent: 3.3 mL/L

Bottle R1a:

1-Naphthyl phosphate: 12.1 mmol/L; fast red TR
salt: 1.2 mmol/L

Bottle R1b:

Sodium tartrate: 100 mmol/L (additionally for
non-prostatic acid phosphatase determination)
Bottle 2:

Acetic acid: 0.8 mol/L (sample stabilizer)

CH;COOH

Storage and stability

Shelf life at 2-8 °C See expiration date on

cobas ¢ pack label
On-board in use at 10-15 °C 5 days

Application for serum and plasma

Measuring mode Absorbance
Abs. calculation mode Kinetic
Reaction mode ACP2 R1-S
Reaction mode NACP2 R2-S
Reaction direction Increase
Wavelength A/B 409/659 nm
Calc. first/last 57/66
Unit UL
Pipetting parameters ACP2
Diluent (H;0)
R1 120 uL
Sample 10 uL 10 L
Total volume 140 L
Pipetting parameters NACP2
Diluent (H20)
R2 120 pL
Sample 10 L 10 L
Total volume 140 L

Ratio definition for prostatic acid phosphatase
Abbreviated ratio name

COBAS INTEGRA 400 plus system ACP2R (0-271)
Equation ACP2 - NACP2
Unit uiL

Use the predefined profile (ACP2P, 0-270 on COBAS INTEGRA 400 plus
systems) for simultaneous order entry of total (ACP2) and nonprostatic
(NACP2) acid phosphatase tests from the same sample. The result for
prostatic acid phosphatase will automatically be calculated after result
output of both tests.

Calibration
Callibrator f.a.s.

Use deionized water as zero
calibrator.

Calibrator

Calibration mode Linear regression

Calibration replicate Duplicate recommended

cobas’

Calibration interval Each lot and as required following

quality control procedures

Traceability: This method has been standardized against the Roche ACP
test on a Roche/Hitachi MODULAR P system.

Quality control

Reference range Precinorm U plus or

PreciControl ClinChem Multi 1

Precipath U plus or
PreciControl ClinChem Multi 2

24 hours recommended

Pathological range

Control interval

Control sequence User defined

Control after calibration Recommended

For quality control, use control materials as listed in the “Order information”
section. In addition, other suitable control material can be used.

The control intervals and limits should be adapted to each laboratory’s
individual requirements. Values obtained should fall within the defined
limits. Each laboratory should establish corrective measures to be taken if
values fall outside the defined limits.

Follow the applicable government regulations and local guidelines for
quality control.

Limitations - interference
Criterion: Recovery within + 10 % of initial value.

Icterus:22 No significant interference up to an | index of 1 for conjugated and
unconjugated bilirubin (approximate conjugated and unconjugated bilirubin
concentration: 17.1 ymol/L or 1 mg/dL).

Hemolysis:?? No significant interference up to an H index of 100
(approximate hemoglobin concentration: 62.1 pmol/L or 100 mg/dL).

Lipemia (Intralipid):2 No significant interference up to an L index of 200.
There is poor correlation between the L index (corresponds to turbidity) and
triglycerides concentration.

Drugs: No interference was found at therapeutic concentrations using
common drug panels.'8°*Exceptions: Ascorbic acid, cefoxitine and
doxycycline cause artificially high prostatic and non-prostatic acid
phosphatase results.

In very rare cases, gammopathy, in particular type IgM (Waldenstrém’s
macroglobulinemia), may cause unreliable results.?

The addition of stabilizer to the sample interferes with the determination of
other parameters.

For diagnostic purposes, the results should always be assessed in
conjunction with the patient's medical history, clinical examination and other
findings.

ACTION REQUIRED

Special Wash Programming: The use of special wash steps is mandatory
when certain test combinations are run together on COBAS INTEGRA
analyzers. Refer to the CLEAN Method Sheet for further instructions and for
the latest version of the Extra wash cycle list.

Where required, special wash/carry-over evasion programming must
be implemented prior to reporting results with this test.

Limits and ranges

Measuring range

0.5-200 U/L (0.01-3.34 pkat/L)

Determine samples having higher activities via the rerun function. Dilution
of samples via the rerun function is a 1:3 dilution. Results from samples
diluted using the rerun function are automatically multiplied by a factor of 3.
Lower limits of measurement

Lower detection limit of the test:

0.5 U/L (0.01 pkat/L)

The lower detection limit represents the lowest measurable analyte level
that can be distinguished from zero. It is calculated as the value lying

3 standard deviations above that of a zero sample (zero sample + 3 SD,
repeatability, n = 21).

Specific performance data

Representative performance data on the analyzers are given below.
Results obtained in individual laboratories may differ.
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Precision

Precision was determined using human samples and controls in an internal
protocol with repeatability (n = 21) and intermediate precision (1 aliquot per
run, 1 run per day, 21 days). The following results were obtained on the
COBAS INTEGRA 800 analyzer:

Total acid phosphatase

Intermediate
precision

Repeatability

Mean cv
UL (ukat/L) %

Mean cv
UL (ukat/L) %

Precinorm U 24.9(0.42) 0.4 |25.0(0.42) 0.6

Precipath U 50.1(0.84) 0.5 |50.7 (0.85 0.6

Human serum 1

(0.85)
2.90(0.05) | 15 |520(0.09) | 2.3
(0.97)

Human serum 2 131 (2.19) 0.3 |58.2(0.97 0.4

Non-prostatic acid phosphatase

Intermediate
precision

Repeatability

Mean cv
UL (ukat/L) %

Mean cv
UL (ukat/L) %

Precinorm U 129(022) | 08 [12.8(021) | 12

Precipath U 33.6 (0.56) 0.7 |33.7(0.56) 0.8

Human serum 1 1.44(0.02) 4.1 |3.18(0.05) 49

Human serum 2 14.7 (0.25) 0.8 |13.4(0.22) 2.0

The data obtained on COBAS INTEGRA 800 analyzer(s) are representative
for COBAS INTEGRA 400 analyzer(s).

Method comparison

Total acid phosphatase

Acid phosphatase values for human serum samples obtained on a
COBAS INTEGRA 400 analyzer (y) were compared with those determined
using the same reagent on a Roche/Hitachi 917 analyzer (x).

Sample size (n) = 56

Passing/Bablok?' Linear regression
y=1.015x+0.159 UL y=1.019x+0.123 UL
7=0.906 r=0.999

SD (md 95) = 0.672 Sy.x=0.272

The sample activities were between 1.72 and 115.2 U/L
(0.029 and 1.92 pkat/L).

Non-prostatic acid phosphatase

Non-prostatic acid phosphatase values for human serum samples obtained
on a COBAS INTEGRA 800 analyzer (y) were compared with those
determined using the same reagent on a Roche/Hitachi 917 analyzer (x).

Sample size (n) =59

Passing/Bablok?' Linear regression
y=1.032 x-0.236 U/L y=1.033 x-0.319 UL
1=0.887 r=0.999

SD (md 95) = 0.905 Sy.x=0.350

The sample activities were between 0.960 and 134.7 U/L
(0.016 and 2.25 pkat/L).

The data obtained on COBAS INTEGRA 800 analyzer(s) are representative
for COBAS INTEGRA 400 analyzer(s).

cobas’
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A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard:

Contents of kit

 — Volume for reconstitution

GTIN Global Trade ltem Number

Rx only For USA: Caution: Federal law restricts this
device to sale by or on the order of a
physician.

COBAS, NAVIFY, PRECICONTROL, PRECINORM and PRECIPATH are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.

Additions, deletions or changes are indicated by a change bar in the margin.

© 2024, Roche Diagnostics

C€oms

d Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305 Mannheim
www.roche.com
R +800 5505 6606
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Acid Phosphatase Gen.2
Order information
Analyzer(s) on which cobas ¢ pack(s
EB] can ge uée>d peckt)
05975905190 | 05975905500 | Acid Phosphatase Gen.2 System-ID 03 6930 4 | cobas ¢ 701/702
4 x 100 tests ACP2/100 tests NPP2 or
4 x 200 tests ACP2
Materials required (but not provided):
10759350190 | Calibrator f.a.s. (12 x 3 mL) Code 401
12149435122 | Precinorm U plus (10 x 3 mL) Code 300
12149443122 | Precipath U plus (10 x 3 mL) Code 301
05117003190 | PreciControl ClinChem Multi 1 (20 x 5 mL) Code 391
05947626190 | PreciControl ClinChem Multi 1 (4 x 5 mL) Code 391
05117216190 | PreciControl ClinChem Multi 2 (20 x 5 mL) Code 392
05947774190 | PreciControl ClinChem Multi 2 (4 x 5 mL) Code 392
English Test principle
Colorimetric test

System information

ACP2: ACN 8021 (Total acid phosphatase)

NPP2: ACN 8022 (Non-prostatic acid phosphatase)
ACPX: ACN 8432 (Total acid phosphatase only)

Intended use

In vitro test for the quantitative determination of acid phosphatase in human
serum on cobas ¢ systems.

Summary

Measurement of the activity of acid phosphatase (ACP) in serum with this
assay, is used to aid in the diagnosis and management of prostate cancer.

Acid phosphatases (ACPs) are a group of enzymes with optimal activity at a
pH below 7.0 and can be differentiated according to their immunological
properties, tissue distribution and subcellular localisation. To date, at least 5
different ACPs have been reported in human tissues. Lysosomal acid
phosphatase is stored in the lysosomes of all body cells, while the highest
concentrations of extralysosomal ACP activity occur in the prostate, bone
(osteoclasts), spleen, platelets and erythrocytes. ACP activity in blood
serum is usually distinguished into tartrate-resistant and
tartrate-refractory.’23 A specific form of ACP sensitive to tartrate inhibition
is the secretory prostatic acid phosphatase (PAP), which is normally
secreted by prostate tissue. In prostate cancer, circulating levels of PAP are
increased.’* PAP has therefore extensively been used as a serum marker
for prostate cancer until the introduction of the current gold standard
prostate-specific antigen (PSA).5 Serum PAP levels are particularly
increased in individuals with metastatic prostate cancer and correlate with
tumor stage. It has been suggested that PAP has clinical application in
patient management, in predicting disease recurrence or monitoring the
effects of treatment.*® However, PSA is indicated as the preferred test for
screening, monitoring and predicting prostate cancer outcomes. Presence
or absence of malignant disease can only be confirmed with a prostate
biopsy. A multi-parametric magnetic resonance imaging (mpMRlI) is
recomm7e8ngd1%d before prostate biopsy to facilitate the targeting of suspected
lesions.”8::

Activity of total acid phosphatase increases in pathologic conditions of
increased osteolysis and bone remodeling, in case of bone metastasis and
other types of malignancies, in Gaucher's and Niemann-Pick diseases.
Prostatic and total acid phosphatase levels increase after prostate surgery,
biopsy, manipulation or catheterization, in the presence of benign prostate
hypertrophy, prostatitis and prostate infarction.’2111213 |ncreased PAP
levels should not be considered an absolut test for malignancy and PAP
results should always be interpreted in combination with the patient's
medical history and further diagnostic evaluations.

With this assay, PAP is detected with an indirect method by subtraction
between ACP and non-prostatic acid phosphatase (NPP). The assay used
here is a modification of the method described by Hillmann. Addition of
1,5-pentanediol increases the activity of prostatic acid phosphatase. '

The 1-naphthol released during the enzymatic hydrolysis of 1-naphthyl
phosphate is converted to an azo dye by coupling with diazotized fast red
TR*. The tartrate is used as a specific inhibitor for prostatic acid
phosphatase.

* Fast red TR = 2-amino-5-chlorotoluene

acid
1-naphthyl phosphate + HO —————= 1-naphthol + phosphate

phosphatase

1-naphthol + fast red TR*
Reagents - working solutions

R1 Bottle R1:

Citrate buffer: 150 mmol/L, pH 4.8; 1,5-pentanediol:
220 mmol/L; detergent: 3.3 mL/L

Bottle R1a:

1-Naphthyl phosphate: 12.1 mmol/L; fast red TR
salt: 1.2 mmol/L

Bottle R1b:

Sodium tartrate: 100 mmol/L (additionally for
non-prostatic acid phosphatase determination)

Bottle 2:
Acetic acid: 0.8 mol/L (sample stabilizer)

_— azo dye

CH;COOH

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.

Safety data sheet available for professional user on request.

This kit contains components classified as follows in accordance with the
Regulation (EC) No. 1272/2008:

Warning
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H373 May cause damage to organs through prolonged or
repeated exposure.

Prevention:

P260 Do not breathe mist or vapours.

Response:

P314 Get medical advice/attention if you feel unwell.

Disposal:

P501 Dispose of contents/container to an approved waste

disposal plant.

Product safety labeling follows EU GHS guidance.
Contact phone: all countries: +49-621-7590

Reagent handling

Total acid phosphatase

Connect 1 bottle R1 to 1 bottle R1a using the enclosed adapter and
dissolve the substrate/chromoagen mixture completely in the buffer. Fill the
mixture into cobas ¢ pack position B.

For ACPX prepare the total acid phosphatase reagent as described above
in duplicate and fill 1 bottle of the mixture into cobas ¢ pack position B and
the other into cobas ¢ pack position C so that both cobas ¢ pack positions
contain the same mixture.

Non-prostatic acid phosphatase

Connect 1 bottle R1 to 1 bottle R1a using the enclosed adapter and
dissolve the substrate/chromogen mixture completely in the buffer. Add a
reagent tablet from bottle R1b and dissolve by gently swirling. Fill the
mixture into cobas ¢ pack position C.

Storage and stability

Shelf life at 2-8 °C: See expiration date

on cobas ¢ pack

label.
On-board in use and refrigerated on the analyzer: 5 days
On-board on the Reagent Manager: 0 hours

Specimen collection and preparation

For specimen collection and preparation only use suitable tubes or
collection containers.

Only the specimens listed below were tested and found acceptable.
Serum.

The sample types listed were tested with a selection of sample collection
tubes that were commercially available at the time of testing, i.e. not all
available tubes of all manufacturers were tested. Sample collection systems
from various manufacturers may contain differing materials which could
affect the test results in some cases. When processing samples in primary
tubes (sample collection systems), follow the instructions of the tube
manufacturer.

Separate the serum from the clot or cells promptly.

Perform determinations on the samples immediately. Samples which
cannot be examined immediately should be stabilized as follows: Add
1 drop (30 pL) of solution from bottle 2 to 1.0 mL of serum and mix.

Centrifuge samples containing precipitates before performing the assay.

See the limitations and interferences section for details about possible
sample interferences.

Stability: ™ 8 days at 15-25 °C

8 days at 2-8 °C

4 months at -20 °C (5 °C)
Freeze only once.
Materials provided

See “Reagents — working solutions” section for reagents.

Materials required (but not provided)
See “Order information” section

cobas’

General laboratory equipment

Assay

For optimum performance of the assay follow the directions given in this
document for the analyzer concerned. Refer to the appropriate operator's
manual for analyzer-specific assay instructions.

The performance of applications not validated by Roche is not warranted
and must be defined by the user.

Application for serum
Total acid phosphatase and Non-prostatic acid phosphatase
cobas ¢ 701/702 test definition

Assay type 2-Point Rate

Reaction time / Assay points 10 /23-38

Wavelength (sub/main) 700/415 nm

Reaction direction Increase

Units UL (pkat/L)

Reagent pipetting Diluent (H,0)

R1 120 UL -

Sample volumes Sample Sample dilution
Sample Diluent (NaCl)

Normal 10 L - -

Decreased 3.3L - -

Increased 20 pL - -

Calibration

Total acid phosphatase:

Calibrators S1: H,0

S2: Cf.a.s. Use the assigned ACP2 value.
Non-prostatic acid phosphatase:

Calibrators S1: H,0
S2: C.f.a.s. Use the assigned NPP2 value.
Calibration mode Linear

Calibration frequency 2-point calibration

* after reagent lot change

* as required following quality control
procedures

Traceability: This method has been standardized against the Roche system
reagent using calibrated pipettes together with a manual photometer
providing absolute values and the substrate-specific absorptivity, €.
Quality control

For quality control, use control materials as listed in the "Order information”
section.

In addition, other suitable control material can be used.

The control intervals and limits should be adapted to each laboratory’s
individual requirements. Values obtained should fall within the defined
limits. Each laboratory should establish corrective measures to be taken if
values fall outside the defined limits.

Follow the applicable government regulations and local guidelines for
quality control.
Calculation

cobas ¢ systems automatically calculate the analyte activity of each
sample.

Conversion factor: U/L x 0.0167 = pkat/L

A) Total acid phosphatase: See instrument printout.
B) Prostatic acid phosphatase:

ACtiVityProstatic acid phosphatase =

ACtiVityTotaI acid phosphatase = ACtiVityNon-prostatic acid phosphatase
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When measuring total acid phosphatase (ACP2) on 1 channel and
non-prostatic acid phosphatase (NPP2) on another channel, the prostatic
acid phosphatase can be determined directly. The instrument-specific
program prints out the difference between the 2 determinations as prostatic
acid phosphatase.

Limitations - interference

Criterion: Recovery within + 10 % of initial value at a total acid phosphatase
activity of 7 U/L (0.12 pkat/L) or at a non-prostatic acid phosphatase activity
of 4 U/L (0.07 pkat/L).

Icterus:'® No significant interference up to an | index of 1 for conjugated and
unconjugated bilirubin (approximate conjugated and unconjugated bilirubin
concentration: 17 ymol/L or 1 mg/dL).

Hemolysis:® No significant interference up to an H index of 200
(approximate hemoglobin concentration: 124 umol/L or 200 mg/dL).
Lipemia (Intralipid): "® No significant interference up to an L index of 200.
There is poor correlation between the L index (corresponds to turbidity) and
triglycerides concentration.

Drugs: No interference was found at therapeutic concentrations using
common drug panels.’”18

Exception: Methyldopa, cefoxitine and doxycycline cause artificially high
non-prostatic acid phosphatase results.

In very rare cases, gammopathy, in particular type IgM (Waldenstrém’s
macroglobulinemia), may cause unreliable results.

The addition of stabilizer to the sample interferes with the determination of
other parameters.

For diagnostic purposes, the results should always be assessed in
conjunction with the patient’s medical history, clinical examination and other
findings.

ACTION REQUIRED

Special Wash Programming: The use of special wash steps is mandatory
when certain test combinations are run together on cobas ¢ systems. All
special wash programming necessary for avoiding carry-over is available
via the cobas link, manual input is required in certain cases. The latest
version of the carry-over evasion list can be found with the
NaOHD/SMS/SmpCIn1+2/SCCS Method Sheet and for further instructions
refer to the operator's manual.

Where required, special wash/carry-over evasion programming must
be implemented prior to reporting results with this test.

Limits and ranges

Measuring range

Total acid phosphatase and Non-prostatic acid phosphatase

0.5-200 U/L (0.01-3.34 pkat/L)

Determine samples having higher activities via the rerun function. Dilution
of samples via the rerun function is a 1:3 dilution. Results from samples
diluted using the rerun function are automatically multiplied by a factor of 3.
Lower limits of measurement

Lower detection limit of the test

0.5 U/L (0.01 pkat/L)

The lower detection limit represents the lowest measurable analyte level
that can be distinguished from zero. It is calculated as the value lying 3

standard deviations above that of the lowest standard (standard 1 + 3 SD,
repeatability, n = 21).

Values below the lower detection limit (< 0.5 U/L) will not be flagged by the
instrument.

Expected values
Total acid phosphatase (37 °C°

Men < 6.6 U/L (< 0.110 pkat/L)
Women <6.5 U/L (< 0.108 pkat/L)
Prostatic acid phosphatase (37 °C°

Men < 3.5 U/L (< 0.058 pkat/L)

Each laboratory should investigate the transferability of the expected values
to its own patient population and if necessary determine its own reference
ranges.

cobas’

Specific performance data

Representative performance data on the analyzers are given below.
Results obtained in individual laboratories may differ.

Precision

Precision was determined using human samples and controls in an internal
protocol with repeatability (n = 21) and intermediate precision (3 aliquots
per run, 1 run per day, 21 days). The following results were obtained on the
cobas ¢ 701 analyzer:

Total acid phosphatase:
Repeatability Mean SD cv
UL (ukat/L) UL (ukat/L) %
Precinorm U 22.6 (0.377) 0.1 (0.002) 0.5
Precipath U 44.5(0.743) 0.1 (0.002) 0.2
Human serum A 13.5 (0.225) 0.1 (0.002) 1.0
Human serum B 4.90 (0.082) 0.11(0.002) 2.1
Human serum C 160 (2.67) 1(0.02) 0.4
Intermediate precision Mean SD cv
UL (ukat/L) UL (ukat/L) %
Precinorm U 28.3(0.473) 0.2 (0.003) 0.7
Precipath U 53.4 (0.892) 0.5 (0.008) 0.9
Human serum 3 4.77 (0.080) 0.11(0.002) 24
Human serum 4 28.9(0.483) 0.1 (0.002) 0.5
Non-prostatic acid phosphatase:
Repeatability Mean SD cv
UL (ukat/L) UL (ukat/L) %
Precinorm U 11.8 (0.197) 0.1 (0.002) 1.1
Precipath U 26.5 (0.443) 0.1 (0.002) 0.5
Human serum A 11.4(0.190) 0.2 (0.003) 1.6
Human serum B 2.22(0.037) 0.15 (0.003) 6.8
Human serum C 181 (3.02) 1(0.02) 0.4
Intermediate precision Mean SD cv
UL (ukat/L) UL (ukat/L) %
Precinorm U 13.4 (0.224) 0.1 (0.002) 1.0
Precipath U 35.1(0.586) 0.4 (0.007) 1.1
Human serum 3 3.00 (0.050) 0.14 (0.001) 4.6
Human serum 4 18.5 (0.309) 0.2 (0.003) 0.8

Results for intermediate precision were obtained on the cobas ¢ 501
analyzer.

The data obtained on cobas ¢ 501 analyzer(s) are representative for
cobas ¢ 701 analyzer(s).

Method comparison

Total acid phosphatase and non-prostatic acid phosphatase

Acid phosphatase values for human serum samples obtained on a
cobas ¢ 701 analyzer (y) were compared with those determined using the
corresponding reagent on a cobas ¢ 501 analyzer (x).

Total acid phosphatase:
Sample size (n) = 107

Passing/Bablok?! Linear regression
y = 1.004x - 0.009 UL y=1.009x + 0.113 UL
1=0.979 r=1.000

The sample activities were between 0.900 and 182 U/L (0.015 and
3.04 pkatiL).
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Non-prostatic acid phosphatase:
Sample size (n) = 108

Passing/Bablok?' Linear regression
y =0.992x + 0.046 U/L y=0.991x + 0.221 UL
1=0.827 r=1.000

The sample activities were between 1.04 and 189 U/L (0.017 and
3.16 pkat/L).
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A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the 1ISO 15223-1 standard:

[ CONTENT

21

Contents of kit

Volume for reconstitution

!

GTIN Global Trade ltem Number

For USA: Caution: Federal law restricts this
device to sale by or on the order of a
physician.

Rx only

COBAS, NAVIFY, PRECINORM, PRECIPATH and PRECICONTROL are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.

Additions, deletions or changes are indicated by a change bar in the margin.
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