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DO NOT REMOVE THIS ROUTE SLIP!!!!

K-92-5794 2/18/93

| FROM: | LETTER DATE |LOGIN DATE |DUE DATE

| TRACE AMERICA INC. | 11,/13/92 | 11,/16/92 05/18,/93 |
| ATTN: DAVID JOHNSTON | ——— e | e
| 7260 NORTH WEST S58TH STREET | TYPE OF DOCUMENT \ | CONTROL #

| | 510 (k) K925794 |
| MIAMI, FL 33166 R e I
| PHONE NO: 305-592-8§2¢1 |
| SHORT NAME: TRACAMER ESTABLISHMENT NO: 8020041 | |
T — oo - |
| TO: | CONT. CONF.: ? ,ww |
| ODE/DMC | STATUS R \w< |
| | REV PANEL CH Q |
| | PAN/PROD CODE(S): |
R ot L I
| SUBJECT: |
|  TRACE MICROPROTEIN REAGENT MAR 29 1983 |
| _________________________________________________________________
| DECISION: | RQST INFO DATE: 12/09/92 | INFO DUE DATE: 01,/08/93|
| DECISION DATE: a4 | DATE: 01/27/93 | DATE: 02/26/93|
| | DATE: | DATE: / [/ |
| | DATE: / / | DATE:  / / |
| | DATE: /S / | DATE: / /|
I | DATE /S / DATE / /|
___________________________________________________________________________ l

Caaze 77
LG S

SUPPLEMENT: 01 LTR DATE: 930119 LOGIN DATE: 930119

SUPPLEMENT: 02 LTR DATE: 930204 LOGIN DATE: 930217

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
MAR 29 1993 1390 Piccard Drive

Rockville MD 20850

WEALTY
ot L]
S 4,

Mr. Peter Murphy Re: K925794/B

Technical Manager Product: TRACE MICROPROTEIN REAGENT
Trace America Incorporated Dated: February 4, 1993

7260 North West 58th Street Received: February 17, 1993

Miami, FL 33166 Regulatory Class: 1II

Dear Mr. Murphy:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above and we have determined the device is substantially
equivalent to devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments. You may, therefore,
market the device, subject to the general controls provisions of the Federal
Food, Drug, and Cosmetic Act (Act). The general controls provisions of the
Act include requirements for registration, listing of devices, good

manufacturing practice, and labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special
Controls) or class III (Premarket Approval), it may be subject to such
additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. 1In
addition, the Food and Drug Administration (FDA) may publish further
announcements concerning your device in the Federal Register. Please note:
this response to your. premarket notification submission does not affect any
obligation you might have under the Radiation Control for Health and Safety
Act of 1968, or other Federal Laws or regulations.

This letter immediately will allow you to begin marketing your device as
described. An FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device
and permits your device to proceed to the market, but it does not mean that
FDA approves your device. Therefore, you may not .promote or in any way
represent your device or its labeling as being approved by FDA. If you desire
specific advice on the labeling for your device, please contact the Division
of Compliance Operations, Device Labeling Compliance Branch (HFZ-326) at (301)
427-1342. Other general information on your responsgibilities under the Act,
may be obtained from the Division of Small Manufacturers Assistance at their
toll free number (800) 638-2041 or at (301 443-6597.

Sincerely yours,

Thomas M. Tsakeris

Director

Division of Clinical Laboratory Devices
Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301—79(—81 18
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DO NOT REMOVE THIS ROUTE SLIP!!1)

K-92-5794 1/21,93
FROM: o |LETTER DATE |LOGIN DATE |DUE DATE
TRACE AMERICA INC. | 11,13/92 | 11/16/92 | 04/19,93 |
ATTN: DAVID JOHNSTON R e S | ===
7260 NORTH WEST 58TH STREET | TYPE OF DOCUMENT: | CONTROL #
| 510 (k) K925794 |

MIAMI, FL 33166 | e e e

l

|

l

l

| |
| PHONE NO: 305-592-8221 |
| SHORT NAME: TRACAMER ESTABLISHMENT NO: 8020041 |
|

l

|

I

:

|

l

__________________________________________________________________ I
TO: |CONT. CONF.: ? . |
DE/DMC | STATUS : R |

ﬁmc 0/-2)-47 /fald( |REV PANEL : CH |

| PAN/PROD CODE(S): CH/ / / I

SUBJECT:
TRACE MICROPROTEIN REAGENT

| DECISION: | ROST INFO DATE: 12,09,/92 | INFO DUE DATE: 01,08

| DECISION DATE: /S | DATE: sy | DATE: /

| p DATE: oy 1 DATE: /

| | DATE: sy | DATE: /

| | DATE: sy | DATE: /

| [ DATE: oy ] DATE /

[ _____________________________________________________________________ e
Uyl iS5 / ’

SUPPLEMENT: 01 LTR DATE: 930119 LOGIN DATE: 930119

Mﬁ' —«/'1 s

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 331-796-84

/93|
f
|
|
|
|
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DO NOT REMOVE THIS ROUTE SLIP!!!!

K-92-5794 11/19/92
FROM: i [LETTER DATE |[LOGIN DATE |DUE DATE
TRACE AMERICA INC. | ll/l3/92 | 11,16,92 | 02/14/93
ATTN: DAVID JOHNSTON = |=rrm—rm———m—— oo m o o
7260 NORTH WEST 58TH STREET | TYPE OF DOCUMENT: CONTROL #
| 510 (k) K925794

MIAMI, FL 33166

SHORT NAME:

E/DMC | STATUS : R v
%m4"2”7“21 sioid |REV PANEL : CH 'fﬁ#
): CH

SUBJECT:

| CONT. CONF.: ?

IPAN/PROD CODE( S

TRACE MICROPROTEIN REAGENT

DECISION:

DECISION DATE:

| ________________________
PHONE NO: 305-592-8221
TRACAMER ESTABLISHMENT NO: 8020041

| RQST INFO DATE: 4 |INFO DUE DATE

/ /] DATE : VA DATE:

| DATE : /] DATE :

DATE: 4 | DATE:

DATE: 4 | DATE:

DATE: ;S | DATE:
| e e o - -
/

(ozo yv4
’ ' ,’/

)
)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs:gav 01-796-8118
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K DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3 (f
- 2, {)-93 Memorandum

Date

N R Iy
From REVIEWER(S) - NAME(S) _ _ / Aot /" /i//..é/y i
N

e s oA 025194/ 15

To THE RECORD

It is my /recommendation that the subject 510(k) Notification:
(A) 1Is substanmtially equivalent te marketed devices.
(B) Requires premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

(D) Other (e.g., exempt by regulation, not a device,
duplicate,_etc.)
Trace America,Inc. Micro Protein reagent for use
Additional Commemts: .in.the quantitative determination of protein in
urine for manual/automated systems.Turbidimteric method/Benzethonium
T thid device subject to Postmarket Surveillance? Yes [:] No Chloride

This 510(k) contains: {(check appropriate box(es)) <SEto Turbidimetric,Total

P Protein
[:] A"510(k) summary of safety and effeetiveness, or

A 510(k) statement that safety and effectiveness information
will be made available

[:] The required certification and summary for class III devices

The submitter requests under Predicate Product Code w/panel
21 CFR  807.95:% and class:
No Confidentiality 11/ 75/ JGO
Confidentiality for 90 days Additional Product Cede(s)

w/Panel (optional):
Continued Confidentiality
exceeding 90 days

REVIEW: [)M l cLca D/&5
(BRANCH CHIEF) BRANCH CODE (DATE)
FINAL REVIEW: é ) % M >

g ..
{DIVISION DIRECTOR) ﬂ -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.

*DOES NOT APPLY TO ANY "SE" DECISIONS Revised 11/18/91
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510(k) "SUBSTANTIAL EQUIVALENCE"

DECISION-MAKING PROCESS (DETAILED)
- ' New Devioe s Comparcd to
1 Marketed Devioe*
i No Dethe Differences Alter the Lntended Yes
Docs New Device Have Same ———+ peticiete. e
Indication Statcments? Effect (in Deciding, May “Not Substantially
Coustder Impact ou Safety and Equivalent®
Yes Effcctiv X i Determination
'______‘ No l
Deseriptive Information New Devioe Has Same Intended New Device Has New ——e
about New or Marketed Use and May be “Sabstantlally Intended Use 1
Device Requested Equivalcnt”
as Needed
Docs New Device Have Same  Ng CouldtheNew yeg Do thic New Characteristics ch(L
Tectinologieal Charncteristics, ——————"" Charscteristics s———" Radse New Types of Safety or —
e.g., Design, Matectals, cte.? Affect Safety Effectdvencss Questions?**
or Effcctiveness?
Yes No
9 “
I- N Arc the ve Do Accepted M
. NG qiaractertstics Precise Enough Exdst for Assesslng Effects of ——1
ta Ensure Equivalence? the New Characteristics? No
© |- |
NO 4 re Performance Data Avallable Are Performance Data Avallable No
to Assess Equivalence?*® 1o Assess Effects of New
Characteristics?***
Yes
Yes
Performance Performance
Data T Data
Required Reguired
L Performance Data anomtntey-vcf Q —) — Performance Data Demonstrate v-\
Equivalenec? cs Yes Equivaience?
l No l No
«Substantially Equivaient®
To @ Determination To @

*  510(k) submissi
between market

*+* This decision is normally based on descriptive information alonc, bu

+** Data may be in the 510(k), other 510(k)s, the Ceater’s classification files, or the !itcrat;rc.

ons compare new devices to marketed devices. FDA req
ed and "predicate” (pre-Amendments or reclassificd post

t limited testing informatiofi is sometimes required. .

uests additional information if the relationship _
-Amendments) devices is uncleat. o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVIEWER: JA//ZZM/ 7 7»% M

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATYON
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OMMON NAME:

vaxstou/nmcu- ﬂﬂ[,f)/ )

N M,MU

PRODUGCT TO muct{ CHPaRED: wDaM e 5@{2&%&9‘%&4’475) (%/Mw/ 2%

(510(k) NUMBER IF KNOWN)

I5 PRODUCT A DEVICE?
DEVICE SUBJECT TO 510(k)?
SAME INDICATION STATEMENT?

DO DIFFERENCES ALTER THE EFFECT

- OR RAIXSE NEW ISSUES. OF SAFETY OR

- EFFECTIVENESS?.. .

10.

@)

.—NOTE‘ IN ADDITION TO COMPLETIN&; PAGE TWO,

SAME TECHNOLOGICAL CHARAGTERISTICS?

.COULD .THE- NEW CHARAG’.BERISIIGS AI:‘FEGT.-

SAFETY OR EFFECTIVENESS? -

DESCRIPTIVE CHARACTERISTICS PRECISE
ENOUGH?

NEW TYPES OF SAFETY OR: EFFECTIVENESS
QUESTIONS?

ACCEPTED SCIENTIFIC METHODS -EXIST? -
PERFORMANCE DATA AVAILABLE?

DATA DEMONSTRATE EQUIVALENCE? -

[

[©)

5
'

t

/M/»%/& Aalierd

IF RO STOP

IF NO STOP

IF YES GO TO S

P

-"IF YES GO TO 7

™

“IF YES GO TO 8" -

IF RO GO TO 10
IF YES STOP -~

IF YES STOP -@

IF NO STOP &

IF NO REQUEST DATA

-

"YES" RESPONSES TO QUESTIONS 4, 6, 8, AND

11, AND EVERY "NO" RESPONSE REQUIRES AN EXPLANATION ON PAGE THREE AND/OR FOUR

]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTAJUS@fda.hhs.gov or 301-796-8118
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1. INTENDED USE: Jja df/ szc A ,_L/LL/ e M/’/‘M&z Mo /E&L SL//,%»
L0 4/7 7ide 4y A,,,A ¢ f/’{ Mﬁi w0 (1t ZM"“U fl’fz AR //b / dez (&t

”

MJ L{zi//)ﬁl;/ yﬂf//lzﬂfﬂﬂ Ll 4o tf cth //c /l[t "( s //(41
J

2. DEVICE DESCRIPTION: Provide a statement of how the device is either similar to
and/oxr different from other marketed devices, plus data (if necessary) to
support the statement. The following should be considered when preparing the
summary of the statement. Xs the.device life-supporting or life sustaining? Is
the device implanted (short-term or long-term)? Does .the device design use
software? Is the device sterile? Is the device for single use? Is the device
for home use or prescription use? Does the device contain drug or biological
product as a component? Is this device a kit? Provide a sumtary about the

devices design, materials, physical propert::.es and- toxicology profile if
important.

SUMMARY: J/é Aacii é%/& %’b (. /érc £ /)ﬂé"‘/ 7 /élfﬂ
,.w 2 Z (/) 4 an_._ send JpnIHE. / i D 1 4 a//(/) s
7, Z//({. SO0 /57”5?’6’//& /F// %b/{{&m////ﬂ”a ﬂé{, :
?&/)Z’/?mé/, Zi /[/)//4 A /@Z'%’/’ff_j- a7l I @/Z/
(9"//?@% a0 L%,: Y ”':”z[zf«éwfﬂ‘ z/zzaf:%yc 2 7o .,.U? [45/
| 744/41/ )’/&;dzé //?a&,c,/t S o e 7] /,Ja 04/7446%/7@

/Lf/& /‘7&/(75";7"2”(7"’(/ ff/"f?z””fk A’ézéw//éC J/kz£/iﬁ
///c,b,,m, zae. paloatd s X 2led ar it Catbiilon:
,@/Wz/xﬁ«mw lo oty Lorelic £ C qx The L

s
L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6.

EXPLANATIONS TO “YESw o J

AND *"NO“ ANS

Records processed under FOIA Re&%%?#ZE%-%&E@%S bPEDRAGES/B0/3%S SNEEDED

1. EXPLAIN wHY NOT A DEVICE:

- —

2.

EXPLAIN WHY NOT SUBJECT TO 510(k):

D
 DESCRIBE THE. NEW TECHNOLOGICAL CHARACTERISTICS -

EXPLAIN How NEW
EFFECTIVENESS -

C
HARACTERYSTICS COULD OR COULD NoT AFFECT SAFETY OR )

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hh3: 301-796-8118



7. EXPLAIN HOW DB%&IWI&&SW%Q&ZMEISNQEeIE‘&E&E;SEDMOUéKUZMG

8. EXPLAIN NEW TYPES OF SAFETY OR EFFECTIVENESS QUESTIONS RAISED OR WHY THE
QUESTIONS ARE NOT NEW: ,

AY e L4

9. EXPLAIN WHY EXISTING SCIENTIFIC METHODS CAN NOT BE USED: .

4"’

10. EXPLAIN WHAT PERFORMANCE DA'fA IS NEEDED:

11. EXPLAIN HOW THE PERFORMANCE DATA DEMONSTRATES THAT THE DEVICE YS OR IS NOT
SUBSTANTIALLY EQUIVALENT:

-~

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.govAor 3(1-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Prug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Pocument Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

FEBRUARY 18, 1993

TRACE AMERICA INC. 510(k) Number: K925794
ATTN: DAVID JOHNSTON Received: 02-17-93
7260 NORTH WEST 58TH STREET Product: TRACE MICROPROTEIN
MIAMI, FL 33166 REAGENT

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please remember
that all correspondence concerning your submission MUST be sent to the
Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be
considered as part of your official premarket notification submission.
Because of equipment and personnel limitations we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official.

“.~-The Safe Medical Devices Act of 1990, signed on November 28, states that

you may not place this device into commercial distribution until you
receive a letter from FDA allowing you to do so. As in the past, we intend
to complete our review as quickly as possible. Generally we do so within
90 days. However, the complexity of a submission or a requirement for
additional information may occasionally cause the review to extend beyond
90 days. Thus, if you have not received a written decision or been

contacted within 90 days of our receipt date you may want to check with FDA
to determine the status of your submission.

If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or at their toll-free
number (800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

Y
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@f: ‘a.h@; or 301-796-8118

do .{M
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AC.N. 002 634 442

Incorporating:
TRACE AMERICA inc.
CYTOSYSTEMS PTY. LTD.

4th February, 1993

Reviewing Officer
Pre-Market Notification Section

Centre for Devices and Radiological Health
Document Mail Centre HFZ-401

1390 Piccard Drive ,
ROCKVILLE, MARYLAND 20850 ;
UDSBAI o

Dear Sir/Madam,

Flease find enclosed a revised Package Insert for the above mentioned
product which incorporates your recommendations, mainly -

1. Reference numbers for clinical significance and hook affect.
2.  Clarification of storage temperatures.

3.  Clarification of reaction temperature, and

4. Separate Quality Control Section.

Thank you for your assistance with this application.

Your sincerely,

2

Peter Murphy
C

|

HEAD OFFICE: POSTAL ADDRESS: MANUFACTURING: b 2
é‘?f;': Princes gty Questiofyd denaie: FDA/CDRH/TTE/D|DwuwmﬁmSTATUS@fda.rﬁfs,‘}ggyc‘gd‘gq&%31 18 QUEENSLAND:
o, Victoria, 316K ay

- i 15t Floor, 12 Swann Rd
i wtan. Clavtan, Victoria, 3168 Castle Hill. N.S.W. 3154 Teringa, Qld. 4068
Australia Vietoria, 3184 Telephene i) 544 871] Telephane  (02) B89 1123 Telephone 107} 870 1922

Telephone () 544 1288 Fax 1) 844 4404 Toll Pree  {008) 282 227 Fax (071 &™) 1a8 e

Tall Free (TR EREIT



"MICROPROTEIN REAGENT

BENZETHONIUM CHLORIDE METHOD

INTENDED USE

This reagent |8 intended for the in vitro quantitetive
determination of protein in urine for both manual and
automated systems.

CLINICAL SIGNIFICANGE'?

The role of the renal system in the congarvation of plasma
proteins has been recognised for soms time. Under normal

physiclogical conditions srnall molecular welght proteins such .

as insulin pass through the glomerull In relatively large
amounts. Intermediate size proteins such as Transferrin and
Albumin aisc pass through but only In relatively amail amounts.
Most of these proteins are reabsorbed in the renal tubules such
that normal uring conteins less than 150 mg of protein per day.
This aiso includes the protein of non serum origin nermally
sacreted by the distal tubule (muco protein) and collecting
ducts. Incressed levels of urinery protein, (proteinuria) usually
mere than 0.15 g per 24 hours (160 mg/24 hours), eimast
always indicates disease.

Proteinuria may be classified as renal protelnurla or proteinuria
with normal renal function, Renal proteinuria may be further
clagsified as Glomeruler or tubular proteinuria.

Glomerular proteinurie is due to increased glomerular
permeabliity (nephrotic syndrome) and may be seen in
glomerular nephritie or secondary to other diseases such as
diabetic nephropathy. Albumin ie ususlly the predominant
protein In the urine. Tubular proteinurie may be due to renal
tubular damage from any cause especially pysionephritis.
Tubular proteinurla results in medest increases in the low
molecular weight proteina If glomerular permeability is normall,
Protelnuria with normal renai function may be the result of
physiological increases in protein excretion or the production
of abnorrmally large amounts of low molecular weight proteins.
Increased proteln excretion Is seen during normal pregnancy,
after strenuous exercise or following prolonged meintenance
of an upright posture. Increeses in low molecular weight
proteins may be dua to the production of Bance Jones protein,
haemoglobinurie as a result of severs haemolvsis and
myeglobinuria as a result of severe muscis damage.

METHODOLOGY

Methods employed for the determination oftotal proteinin urine
Include dye binding, chemical and turbldimetric procedures, the
latter baing the most commonly employed technique®. The
popularity of the turbidimetric procedures can be attributed to
the simplicity of use and Increased sensitivity.

W ‘
e e - QuiestioRs?-Contact FD -hhs.gov or 301-796-8118-

Tha Trace microprotein kitle a turbidimetric procedure in which
benzethanium chioride Is used as the protein denaturing agent.
Proteins pregent in the urine are denatured by banzethonium
chioride resulting in the formation of & fine suspension which
is quantitated turbidimetrically at 4056 nm. The reagent has
besn modified to overcome the problem of high consantration
(Hook) effect, where very high concentrations of protein In urine
can ceuse an apparent zero or low reading.

REAGENT COMPOSITION

Active Ingredients Concentration
Reagent 1

Carbohate Buffer 100 mmeol/iL
Bodium Chloride 200 mmol/L
EDTA 33 mmal
Reagent 2

Benzethonium Chioride 20 g/L

Reagents also contsin surfactants and stabllisers necessary
for optimum reagent performancs,

WARNING: Do not mouth pipette. If spilt, thoroughly wash
affected areas with weter. Reegent contalns sodium azide
(0.1% W/V) which may react with copper or lead plumbing.
Flush with plenty of water when disposing. For further
information, please consuft the Trace Microprotein Material
Safety Data Shest.

REAGENT PREPARATION
All reagents are supplied ready for use.

STABILITY AND STORAGE

The two reagent components are stable untli the expiry date
shown on the label when stored refrigerated (2 -8°C) orat room
temperature (9 - 26°C).

SPECIMEN COLLECTION AND HANDLING

Urine samples when stored at 4°C ere stable for 2 - 3 days®, If
it ls axpacted that there will be some time delay in transporting
the urine to the [aboratory the use of a chemical preservative
such as Merthiolate (0.24 mmol/L) Is recommended.




|

Records processed under FbIA Request #2016-1895 Released by CDRH on 8/30/2016

ADDITIONAL EQUIPMENT REQUIRED

Thé equipmant required for this procedura is
e A manual or ah automated spectrophotometer capable of
rneasuring absorbance at 405 nm {406 - 416 nm)

e Temperature stability

o 1.0 cm cuvettes or flowoel )

»  Timer if an automated Instrument ls not available

s  Accurate pipsttes or automated dispenser for reagent and
sample addition.

PROCEDURE

These instructions apply for manual instrumentation, but can
be adapted to most automated instruments, Specific
Instructions are aveilable upon request. (Refer to table 1.)

SYSTEM PARAMETERS

Temperature Constant (see Note 2)
Wavelength 405 nrn (405 - 415)
Absorbance Range 0-2AU

Cuvetta Path Length 1.0 cm

Rengent 1 Volume 1.5mL

Sample Volume 0.04 mL.

Reagent 2 Volume 0.3ml

inoubation 5 minutes

1. Label & tast tube or cuvette for a reagent blank, each

standard, control and unknown specimen.

Add 1.5 mL of Reagent 1 to each tube.

Add 0.04 mL of HyO to the reagent blank tube and 0.04

mL of each standard, control and unknown spacimen o

the approprietely lubelled tube.

Select @ wavelength of 405 nm and zeroc the

spactrophotometer with the reagent blank.

Measure and record the absorbance of each standard,

control and unknown sample tube or cuvette (A1),

Add 0.3 mi of Reagent 2 to each tube o cuvette, mbxand

Incubsate for § minutes.

7. Zero the spectrophotometer at 405 nm with the reagent
blank.

8. Measurs and record the absorbance of each standard,
control and unknown sample tube or cuvette (A2).

WP

o o »

TABLE 1

REAGENT BLANK STANDARD JESTS
Water o04am. - -
Standard — 0.04mL v
Sample -— — 0.04 mL
Reagent 1 1.6 mbL 1.6 mb 1.5mL
Measure and record A1 abscrbance
Reagent 2 0.3mL Daml 03 mL

incubate for 5 minutes. Measure and record A2 absorbance

CALCULATIONS
Celculste the results as foliows:

Final Absorbance = A2 - A1

Questions? Contact FDA/CDRH/OCE/DID J%—O‘I{m
t}

i

Prepare a standerd curve by plotting absorbance versus
conosntration of at least 5 standards ranging from 0.1 to 2401
(100 to 2400 mg/L). (See Calibration Bection)

The protein concentration for controls and unknowns can be
determined by locating the applicable sbsorbance value onthe
standard curve and reading the corresponding protein
concentration.

24 HOUR URINARY PROTEIN EXCRETION

1. Msasure and record the 24 hour urine velume in litres.

2. Determine the protein concentration In g/l or mg/t. using
the above procadure.

3, Multiply the protein conoentration by the 24 hour urine
volurme. This value Is the protein excretion/24 hours.

Example; 24 hour urine volume = 1,12 litres

Urine proteln concentration = 0.13 g/l or 130 mgi.

24 haur urine protein exoretion
0.13 x 1.12 = 0. 146 g/24 hours
130 % 1.12 = 146 mj/24 hours.

NOTES

1. The reagent and sample volumes may be altersd
proportichally to accommodate ditferent
speoctrophotometer requirements.

2. The temperature of the reaction s not critical, however,
the temperature of the spectrophotometer should be hald
constant between room temperature and 37°C.

3. The final absorbance should be measured within 10
minutes

4. Unit conversion: giL X 1000 = mg/L

CALIBRATION

Commercially avaliable urine protein standards should be used
for callbration purposes. Trace recommend that each run
sholld be calibrated with st least 5 standards, referenced to
NI&T material and ranging [n velue from 0.1 to 2.4g/L (100 to
2400mg/L).

QUALITY CONTROL

To ensure adequate quality control, each run shoukl aiso
include & normal and abnormal urine control with asseyed
values handied as unknowns. It should be reafised that the use
of quality control checks both instrument and reagent functions
together. Factors which might affect the performance of this
test include proper instrument function, temperature control,
cleanliness of glassware and accuracy of pipetting,

LIMITATIONS

1. No "hook" affect was observed with ssmples containing
protein concentrations up to @ level of 80 g/L°.

2. For a comprehensive review of factors affecting urine
protein determination refer to the publication by Young'.

EXPECTED VALUES

Urinary excretion of protein is normally fess than 0.15 g/24
hours (150 mglaq hours). Values above this almost aiways
indicates disease’

It Is recommended that each laboratory verify this vaiue or
derives a reference Interval for the population that it serves.

US@fda.hhs.gov or 301-796-8118
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PERFORMANCE DATA

The follewing data was obtained using the Trace microprotein
reagent on an automated clinical chemistry analyser.

iIMPRECISION:
Within Run Leveli Levelll Level ili
Number of Samples 20 20 20
Maan g/l 0.18 - 0.51 1.75
8D 0.008 0.024 0.03
CV% 5.0 4.7 17
Qverall Level | Level Il Level Il
Number of Samples 20 20 20
Mean gL 0.18 0.51 1.76
8D 0.01 0.02 0.03
CV% 58 38 1.7

ACCURACY:

Comparison studies were carried out using another
commercially available Benzethonium Chioride method as a
reference. Normal and abnormal urine specimens were
assayed in pearallel and the results compared by ieast squares
regression. The following statistics were obtained:-

Number of sampies 63

Rangs of reaults (g/L) 0.08t0 1.41
Refarence method mean (g/.) 0.42

Trace mean (g/L) 0.44

Slope 1.14
Intercept -0.04
Carreiation coefficient 0.882

LINEARITY:
When run as recommended the assay s linearto 2.0 g/i. (2000

my/L)

SENSITIVITY!
The reagent when run according to the recommended
procedure Is sensitive to a level of 0.05 g/L (50 mgiL).

REFERENCES

1. Zilva JF, Panneil PR. "Plagma Proteins and
immunoglobulins” in Ciinlcal Chemistry in Disgnosis and
Treatment. Lioyd-Luke 1879; Chap XIV:305-26.

2. First MR. "Renal Function" in Clinical Chemistry theory,
analysis and correlstion. Kaplan LA, Amadeo JP (Ed). CV
Mosby Co. 1884; Chap 23:418.

3. Koller A "Totsl Urine Protein” in Clinical Chemisiry

theory, analysis and correlation Kapian LA, Amadec JP

{Ed). CV Mosby Co. 1884; Chap 80: 1318-20.

Wetkins |, Jenking L. Clinical Chemistry 1887, 33:2127-8.

Shephard MDS, Mazzachi RD. The Clinical Biochemist

1983; 4. 81.7.

Data on file with manufacturer.

Young DS, Effects of Drugs on Clinical Leboratory Tests.

Third Edition 1880; 3. 296-300.
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5,
6.
7.

Questions? Contact FDA/CDRH/OCE/DID at CDR}{{: IS ATUS@fda.hhs.gov or 301-796-8118
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Date Started:....ocummrenimearsnese:
Lot NUMDBI: . ccusmersansmrarasass

EXplry Datei i

For use with Trace Reagents:

Catalogue No Slize
TRE0001 1x125mL
Hasml

ORDERS & TECHMCAL SUPPORT

Phone Facsimile

Austraila (008) 333 110 (03) 643 6719
USA. (800) 8722313 (308} 477 0258
international 6135431286 613543 8719

Made in AUSTRALIA

TRACE SCIENTIFIC ply. L. TRACE AMERICA Inc

410 Treforest Drive, Clayton 7260 N.W, 58th Street,
Melboume, VIC. 3168 Miami, FL, 33168
AUSTRALIA us ,

S.A
Phonea 3(03%34255 ;hm::: (306) 592 8221 i
Fax: (03) Bns? Contact FDAT®E
Telex: Ab 154470 Telex; 4 Eﬁ%@fo'smms@f{hh .gov or 301-796-8118
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Public Health Service

JANUARY 28, 1993

TRACE AMERICA INC.

ATTN: DAVID JOHNSTON

7260 NORTH WEST 58TH STREET
MIAMI, FL 33166

We are holding your above-referenced Pre
days pending receipt of the additional i
the Office of Device Evaluation. Please
concerning your submission MUST be sent
Center (HFZ-401) at the above letterhead
any address other than the one above wil
official premarket notification submissi
personnel limitations, we cannot accept
official premarket notification submissi
you by an FDA official.

If after 30 days the requested informati
discontinue review of your submission an
our review system. Pursuant to 21 CFR 2
submission will remain in the Office of
wish to resubmit this 510(k) notificatio
and your submission will be considered a
submission.

Please remember that the Safe Medical De
may not place this device into commercia
decision letter from FDA allowing you to

If you have procedural or policy questio
Small Manufacturers Assistance at (301)
number (800) 638-2041, or contact me at

Questions? Contact FDA/CDRH/OCE/DID at G

Food and Drug Administration
Center for Devices and
Radiological Health

office of Device Evaluation
Document Mail Center (HFZ—401)
1390 Piccard Drive

Rockville, Maryland 20850

510(k) Number: K925794
Product: TRACE MICROPROTEIN
REAGENT

arket Notification (510(k)) for 30
hformation that was requested by
remember that all correspondence
in duplicate to the Document Mail
address. Correspondence sent to

1 not be considered as part of your
bn. Because of equipment and
telefax material as part of your

bn unless specifically requested of

L

bn is not received, we will

d proceed to delete your file from
D.29, a copy of your 510(k)

Device Evaluation. If you then

n, a nev number will be assigned
new premarket notification

vices Act of 1990 states that you
] distribution until you receive a
do so.

ns, please contact the Division of
143-6597 or at their toll-free
(301) 427-1190.

Fincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation

DRH-FOISTATUS @fdg. or 301-796-8118
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DO NOT REMOVE THIS

ROUTE SLIP!!!!

K-92-5794 1/28/93
FROM: LETTER DATE ]LbGiN DATE |DUE DATE
TRACE AMERICA INC. 11/13/92 11/16/92 04/19/93
ATTN: DAVID JOHNSTON | |=—=———mmmmmmm e | e
7260 NORTH WEST 58TH STREET | TYPE OF DOCUMENT: CONTROL #
| 510 (k) K925794
MIAMI, FL 33166 | |eeemmmmmmmm e e
PHONE NO: 305-592-8221
SHORT NAME: TRACAMER ESTABLISHMENT NO: 8020041
TO: | CONT. CONF.: ?
ODE/DMC | STATUS : H
| REV PANEL CH
“ | PAN/PROD CODE(S): CH/ / /
SUBJECT:
TRACE MICROPROTEIN REAGENT
DECISION: | RQST INFO [DATE: 12/09/92 |INFO DUE DATE: 01,/08/93
DECISION DATE: ,/ / | DATE: 01,/27/93 | DATE: 02/26/93
| DATE: /s 7/ | DATE: S/
| DATE: / / | DATE: [/ [/
| DATE: / / | DATE: / /
| DATE: / / | DATE: / /
SUPPLEMENT: 01 LTR DATE: 930119 LOGIN DATE: 930119

Questions? Contact FDA/CDRH/OCE/DID aff CDRH-FOISTATUS@fd \.hhs.

v or 301-796-8118
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“,

gf DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

L |

D Memorandum
Date

From REVIEWER(S) ~ NAME(S) \;Zééiﬁéuiz /ﬁ?ééﬁli7/yj
Subject  510(k) NOTIFICATION '/7 Ci 2- 7 q 4 / A

To THE RECORD

It is my recommendation that the subject 510(k) Notification:
(A) 1s substantially equivalent to marketed devices.

Requiresipremarket approval. NOT substantially

ﬁ?/y///’ equivalent to marketed devices.
* ©

Requires more data.

Other (e.g., exempt by regulation, not a device,
duplicate, etc.)

Additional Comments:
Is this device subject to Postmarket Surveillance? Yes [:] No [:]
This 510(k) contains: (check appropriate box(es))

[:] A 510(k) summary of safety and effectiveness, or

A 510(k) statement that safety and effectiveness information
will be made available

[:] The required certification and summary for class II1 devices

The submitter requests under Predicate Product Code w/panel
21 CFR  807.95:% and class:
No Confidentiality 75 /(/GZ@/Z
Confidentiality for 90 days Additional Product Code(s)

w/Panel (optional):
Continued Confidentiality
exceeding 90 days

REVIEW: %&. CH

(BRANCH CHIEF) RANCH CODE (DATE)

FINAL REVIEW:

(DIVISTON DIRECTOR)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@f
#DOES NOT APPLY TO ANY “SE" DECISIONS

i
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

i

.- ' New Device is Comparcd to L
‘1 Marketed Devioe® -

‘ Do the Differences Alter the Intended Yes

No
T S

Does New Device Have Same ——
Indication Statcments? Effect (In Deciding, May “Not Substantially
Cousider Impact ou Safety and Equivalent®
‘ch Effectiveness)?*® Determination
l No l
Descriptive Information New Device Has Same Intended New Device Has New —ee—e
about New or Marketed : Use and May be “Subetaatlally o . Intended Use
Device Requested Equivaleat*
as Needed
Does New Device Have Same No Could the New vy, Do the New Characteristics Yeg
Technological Characteristics, e Ch Ralse New Types of Safety or —
&.g-, Deslgn, Materfals, cte. Affect Safety Elfectiveness Questions?**
or Elffectivencss? 1
Yes No
Q -
l_ No ‘Arc the Descriptive Da Accepted Scientific Methods
- = Characteristics Precise Enough Exist for Assessing Effects of ——1
to Ensure Equivalence? the New Characteristics? No i
© | |¥es |
ol
NO ¢ Performance Data Avallable Are Petformance Data Avsllable Ng
to Assess Equivalence?*** to Assess Effects of New
’ Characteristics?***
Yes
Yes
Performance Performance
Data s Data
Required Required
L Performance Data Denomﬁqv-oc QO +— -0 Perfor Data D strate -J
Equivalence? cs : Yes Equivalence?
lNo kNo

*Substantially Equivalent” ’
To @ Determination To @

«  510(k) submissions compare new devices to marketed devices. FDA requests additional information if the relationship
between marketed and "predicate” (pre-Ameadments or reclassified post-Amendments) devices is uncleas. A

«+ This decision is normally based on descriptive information alone, but limited testing informatiofi is sometimes required. .

**¢ Data may be in the 510(k), other 510(k)s, the Ceater's classification files, or the literat;rc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTAT! fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration

Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)

1390 Piccard Drive
Rockville, Maryland 20850

JANUARY 21, 1993

TRACE AMERICA INC. 510(k) Number: K925794
ATTN: DAVID JOHNSTON Received: 01-19-93
7260 NORTH WEST 58TH STREET Product: TRACE MICROPROTEIN
MIAMI, FL 33166 REAGENT

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please remember
that all correspondence concerning your submission MUST be sent to the
Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be
considered as part of your official premarket notification submission.
Because of equipment and personnel limitations we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official.

.. The Safe Medical Devices Act of 1990, signed on November 28, states that

you may not place this device into commercial distribution until you
receive a letter from FDA allowing you to do so. As in the past, we intend
to complete our review as quickly as possible. Generally we do so within
90 days. However, the complexity of a submission or a requirement for
additional information may occasionally cause the review to extend beyond
90 days. Thus, if you have not received a written decision or been

contacted within 90 days of our receipt date you may want to check with FDA
to determine the status of your submission.

If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or at their toll-free
number (800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
0ffice of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.g(ﬁ@—] ¥-8118
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high quality diagnostic reagents

TRACE-AMERICA, INC.
A Trace Scientific Pty Ltd. Subsidiary

celosed s Yhe u.\:;&t\&
Y RNLE Pacs Kase Iw&cr‘\v
Sor Miaro Protein Reges

SIK) #: KI2S79Y  per
\(our e C(\LES-L !

1-800-872-2313

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MICROPROTEIN REAGENT .

BENZETHONIUM CHLORIDE METHOD -

INTENDED USE

This reagent is intended for the in vitro quantitative
determination of protein in urine for both manual and
automated systerns.

CLINICAL SIGNIFICANCE'?

The role of the renal sysfem in the conservation of plasma
proteing has been recogniged for some time. Under normal
physiclogical conditions smail molecular weight proteins such
as insulin pass through the glomeruli in relatively large
amounts. Intermadiate size proteins such as Transferrin and
Albumin also pass through but only in relatively small amounts.
Most of these proteins are reabsorbed in the rena! tubules such
that normal urine containg less than 150 mg of protein per day.
This also Includes the protein of non serum origin normally
secreted by the distal tubule (mucc protein) and collecting
ducts. Increased levels of urinary protein, (proteinuria) usually
more than 0.15 g per 24 hours (160 mg/24 hours), almost
always indicates disease.

Proteinuria may be classifiad as renal proteinuria or proteinurie
with normal renal function. Renal protainuria may be further
classified as Glomarular or tubular proteinurie.

QGlomerular proteinuria ls due to increased glomerular
permeebliity {nephrotic syndrome} and may be saen In
glomarular nephritis or secondary to other digseases such as
diabetic nephropathy. Albumin is usually the predominant
protain in the urine, Tubular proteinuria may be due to renal
tubular damage from any cause especially pyelonephritis.
Tubular proteinuria results in modest increases In the low
molecular weight proteins if glomerular permeability ls normal.
Proteinuria with normal renal function may be the result of
physiological increases in protein excretion of the production
of abnomally large amounts of low molecular weight proteins.
Increased protein excretion is seen during normal pregnancy,
after stranuous exercise or foliowing prolonged maintenance
of an upright posture. Increases in low molecular weight
proteins may be due to the production of Bence Jones proteln,
haemoglobinuria as a result of severe hasmolysis and
myoghoblnuria as a result of severe muscle damage.

METHODOLOGY

Methods employed for the determination of total proteininurine
includa dye binding, chemical and turbidimetric procedurgs. the
latter being the most commonly employed technique”. The
popularity of the turbidimeatric procedures can be attributed to
the simplicity of use and Increased sensitivity.

AN
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-83118

The Trace microprotein kit Is & turbidirnetric (gmedti?a inwhich
benzethonium chioride is used as the proteliy denaturing agent.
Proteins present in the urine are denatured:y benzethonium
chioride resulting in the formation of & fine suspension which
is quantitated turbldimetrically at 405 nm. The reagent has
been modified to overcoma the problem of high concentration
(Hook) effect, where very high concentrations of protein in urine
tan cause an apparent zero or low reading.*

REAGENT COMPOSITION

Active Ingredients Concentration
Reagent 1

Carbonate Buffer 100 mmold.
Sodiurn Chloride 200 mmoiA,
EDTA 33 mmaoll
Reagent 2

Benzethonium Chiofide 20 gt

Reagents siso contain surfactants and stabilisers necessary
for optimum reegent performance.

WARNING: Do not mouth pipette. If spift, thoroughly wash
sffected areas with water. Reagent contains sodium azide
(0.1% W/V) which may react with copper or lead plumbing.
Flush with pienty of water when disposing. For further
information, please consult the Trece Microprotein Material
Sefety Date Sheet.

REAGENT PREPARATION
All reagents are supplied ready for use.

STABILITY AND STORAGE _
The two resgent components are stable until the expiry date

ghown on the Iahelwhen stored refrigerated (2 -8°C) orat roem
temperature @

SPECIMEN COLLECTION AND HANDLING

Urine samples when stored at 4°C are stable for2-3 days®. If
it Is expected that there will be some time delsy In transporting
the urine to the laboratory the use of a chemical preservative
such as Merthiolate (0.24 mmollL) is recommended.
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ADDITIONAL EQUIPMENT REQUIRED

The equipment required for this procedurs is

e A manual o an automsted spectrophotometer capable of
measuring absorbance et 406 nm (405 - 415 nm)
Temperature stability

1.0 em cuvettes or flowcelt

Tirner if an automated instrument ie not avaliable ‘
Accurate pipettes or sutometed dispenser for reagent and
sample additlon,

PROCEDURE

These instructions apply for manua! instrumentation, but cen
be adapted to most automsted instruments. Specific
instructions are avaliable upon request. (Refer to table 1.)

SYSTEM PARAMETERS
Temperature Constant (see Note 2}
Wavelength 405 nm (405 - 415)
Absorbance Range 0-2AU
Cuvette Path Length 1.0 cm
Reagent 1 Volume 1.5mb
Sample Volume 0.04 mL
Reagent 2 Volume 0.3 mL
incubation & minutaes

4 Label a test tube or cuvette for @ reagent blank, each
standard, contrel and unknown specimen.

2 Add 1.5 mL of Reagent 1 to each tube.

3 Add 0.04 mL of H20 to the reagent blank tube and 0.04
mL of each standard, control and unknown specimen to
the appropriately labelled tube.

4 Select & wavelength of 405 nm end zero the
spectrophotometer with the reagent blank.

5. Measure and record the absorbance of each standard,
control and unknown sample tubse or cuvette (A1).

8. Add0.3 mLof Reagent 2 to each tube or cuvette, mix and
incubate for 5 minutes.

7. Zero the gpectrophotometer at 405 nm with the reagent
blank.

8. Measure and record the absorbance of each standard,
contral and unknown sample fube or cuvette (A2).
TABLE 1

REAGENT BLANK STANDARD TESIS

Water 0.0amL — -—

Standard o 004 mL —_—

Sample -— — 0.04 mb.

Reagent 1 1.6mL 1.5mbL 1.5ml

Measure and record A1 absorbance

Reagent 2 0.3 mL 0.3 mh caml

incubate for 5 minutes. Measure and record A2 abserbance

CALCULATIONS
Caleulats the results as follows:

Final Absorbance = AZ - Al

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or $0T= 61—5‘1

Prepare a standard curve by plofting absorbence versus
concentration of st least 3 standards ranging from 0.1t0 2.4g1
100 o 2400 mglL). (See Calibration Section)
he protein concentration for controls and unknowns can be
determinad by locating the spplicable absorbance vaius on the
standard curve and reading the corresponding protein
concentration.

24 HOUR URINARY PROTEIN EXCRETION

1. Meaaure and record the 24 hour urine volume in litres.

2. Determine the protein conceniration in g/iL or mg/L ysing
the above procedure,

3. Multiply the protein concentration by the 24 hour urine
volume. This value Is the protein excretion/24 hours.

Example: 24 hour urine volume = 1.12 iftres
Urine protein concertration = 0.13 g/l or 130 mg/L.
24 hour urine protein excretion
0.12 x 1.12 = 0.146 24 hours
130 x 1.12 = 146 mp/24 hours.
NOTES

1. The reagent and sampie volumee may be aitered
proportionally to accommodate different
gpectrophotometer requirements.

2. The temperature of the reaction is not critical, however,
the temperature ofthe spectrophotometer should be held
constant batween room temperature and 37°C.

3. The final absorbance should ba meesured within 10
minutes

4. Unit conversion: g/L x 1000 = mgl.

CALIBRATION

Commercially avallable urine protein standards should be used
for calibration purposes. Trace recommend that each run
shoukd be cslibrated with at least & standards, referenced to
NIST material and ranging In value from 0.1 to 2.4g/L (100 to
2400mg/L).

QUALITY CONTROL

To ensure adequate quality control, each run should also
include @ normal and abnormal urine control with sssayed
values handled as unknowns. It should be realised that the use
of quality control checks bath instrument and reagent functions
together. Factors which might affect the performance of this
test include proper instrument function, temperature control,
cleanliness of glassware and accuracy of pipatting.

LIMITATIONS

1. No"hook" affect was observed with samples, containing
protein concentrations up to  level of 60 g/L.°.

2. For a comprehensive review of factors affecting urine
protein determination refer to the publication by Young’.

EXPECTED VALUES

Urinary excretion of protein Is normally less than 0.15 g/24
hours (150 mg/24 hours). Values above this almost always
indicstes disease’.

It is recommended thet each laboratory verify this value or
derives & reference Interval for the populafion thet it serves.
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PERFORMANCE DATA

The following data was obtained using the Trace microprotein
reagent on ah automated clinicat chemiztry analyser.

IMPRECISION:
Within Run Level! Levelll Level Il
Number of Samples 20 20 20
Mesan gL 0.18 0.51 1.76
8D 0.008 - 0.024 0.08
CV% 5.0 4.7 17
Overali Levell Lewvelll Level llI
Number of Samples 20 20 20
Mean g/l 0.18 0.51 1.76
8D 0.01 0.02 0.03
CV% 6.5 39 1.7

AGCURACY:

Comparison studies were carried out using another
commercially avallable Benzethonlum Chioride method as a
reference. Normal and abnormal urine specimens were
assayed in paraliel and the results compered by least squares
regression. The following statistics were obteinad:-

Number of samples a3

Range of results (g/l.) 0.081t0 1.4
Reference method mean (g/l.) 0.42 -
Trace mean {g/L) . 0.44

Slope 1.14
Intercept 0.04
Correlation coefficient 0.662

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 36 /—’
&

LINEARITY: -
When run as recommended the assay is linearto 2.0 g/L {2000
mp/ll) :

SENSITIVITY: .
The reagent when run according to the recommended
procedure is gensitive to a level of 0.05 g/L (60 mglL).

REFERENCES :

1. Zilva JF, Pannall PR. "Plasma Proteins and
Immunoglobuling” In Clinical Chemistry in Diagnosis and
Trestrnent. Lioyd-Luke 1978; Chap XIV.306-20.

2. Firet MR. "Renaf Function” in Clinical Chemistry theoty,
analysis and correlation. Kaplan LA, Amadeo JP{Ed).CV
Mosby Co. 1984; Chap 23:418.

3. Kolier A "Totsl Urine Protein" in Clinical Chemistry

theory, snalysis ang correlation Kaplan LA, Amadeo JP

(Ed). CV Mosby Co. 1684; Chap 80: 1319-20.

Watkins |, Jenkins L. Clinical Chemistry 1987, 33:2127-8.

Shephard MDS, Mazzachi RD. The Clinical Blochemist

1683; 4. 61-7.

Data on file with manufacturer.

Young DS. Effects of Drugs on Clinical Laboratory Tests.

Third Edition 1990, 3: 286-300.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Sevvice

Food and Drug Administration
center for Dewicaes a-:l
radiological Hea'l"

office of Device - v .
pPeocument Mail Centeos (07 1)
1390 Piccard Drive

Rockville, Marylapd 208350

DECEMBER 9, 1992

TRACE AMVRICA INC. 510(k) Humber: K925794
ATTN: DAVID JOHNSTON Product: ~ TRACE MICROPROTEIN
7260 NOR'H WEST 58TH STREET REAGENT

MIAMT, T7 33166

Ye are holding your above-referenced Premarket Notification (510(k)) for 30
days penling receipt of the additional information that was requested by
the Office of Device Evaluation., Please rememb=r that all correspondence
concerning your submission MUST be sent in duplicate to the Document Mail
Center (AFZ-401) at the above letterhead address. Correspondence sent to
any address other than the one above will not be considered as part of your
official premarket notification submission. Because of equipment and
personnel. limitations, we cannot accept telefax material as part of your
official premarket notification submission unlews specifically requested of
you by au FDA official.

If after 30 days the requested information is not received, we will
discontione review of your submission and proceed to delete your file from
our review system. Pursuant to 21 CFR 20.29, a ropy of your 310(k)
submigsi-n will remain in the Office of Device Fraluation. If you then
wish to resubmit this 510(k) notification, a nev number will be assigned

and your submission will be considered a new premarket notification
submission.

Please temember that the Safe Medical Devices Act of 1990 states that you
may not place this device into commercial distribution until you receive a
decicion letter from FDA allcwing you to do s0.

If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or at their toll-free
number (£00) 638-2041, or contact me at (301) 477-1190.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or éO 96-8118



Records processed under FOIA Request #2016-1895 Released by CDRH on 8/30/2016
DO NOT REMOVE THIS ROUTE SLIP!!!!
K-92-0794 12/9/92
“FROM: [LETTER DATE |LOGIN DATE |DUF DATE
TRACE AMERICA INC. | 11/13/92 | 11/16,92 | 02/14/93
ATTN: DAVID JOHNSTON = |« s T T T e
7260 NORTH WEST 58TH STREET | TYPE OF DOCUMENT: l CONTROL #
. 510 (k) | K925794
MIAMI, FL 23166 e e e o e s e s o | e
PHONE NO: 305-592-8221 |
SHORT NAME: TRACAMER ESTABLI"HMFNT NO: 80200 41 %
TO: | CONT. CONF.: 7 |
QDE/DMC | STATUS H |
| REV PANEL CH E

| PAN/PROD CODE(S): CH/

SUBJECT:
TRACE MICROPROTEIN REAGENT

VP I ISEPURPRpEpEIpepeTSPE PR A AL B BMEL LB B SR ndead

DECISTON: | RQST INFO DATE: 12/09/92 |INFO DUE DATE: 01,/08/93
DECISION DATE: ,/ / | DATE: / / | DATE: / /

| DATE: / / | DATE: / /

| DATE : /S / | DATE: / /

| DATE: / / | DATE /7

| DATE: / / | DATE: / /
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3(;2/96 118
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DEPARTMENT OF HEALTH & HUMAN SERVICES _ Public Health Service -

-

- Memorandum

REVIEWER(S) - NAME(S) \%/Mwﬂc \% /[)L%d A
$10(k) NOTIFICATION H q 7.5_7 q 4

THE RECORD

It is my recommendation that the subject 510(k) Notificationy *

(A) Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially
equivalent to marketed devices.

)(/ (C) Requires more data.

(D) Other (e.g., exempt by regulation, not a device,
duplicate, etc.)

Additional Comments:
Is this device subject to Postmarket Surveillance? Yes {:] No [:]
This 510(k) contains: (check aﬁpropriaté box(és))

[:] A 510(k) summary of safety and effeciiveness, or

{Ej/fA 510(k) statement that safety and effectiveness information
will be made available

- .

[:] The required certification and summary for class IIL d;Vices
{ .

The submitter requests under Predicate Product Code w/panel
21 CFR 807 .95:% and class:
9 I_ Yowa Y
No Confidentiality /)/ Jé(\) /LL
/
Confidentiality for 90 days Additional Product Code(s)

w/Panel (optional):
Continued Confidentiality
exceeding 90 days

L

REVIEW:
(BRANCH CHIEF) BRANCH CODE (DATE)

FINMAL REVIEW:

(DIVISION DIRECTOR) o ‘\ (DATE)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3@996 118
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510(k) “SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

9 - New Devioe b Comtparod ta
!‘ Marketod Devioe®

®

. No nowcwtmmmm«md
Dacs New Devioe Have Same ——e
Indication Statcments?

pod fofDt tetete. Yes
Effoct (ln Dociding, May “Not Substantially
Cousider [mpact ou Safety and Equivalcat®
Yes Effoctivenesc)res Detecminatioa
. [ No -
Deseriptive Infocmation New Devioe Has Same Intendod New Devioe Has New e () ’
shout New o Marketed Usc and May be “Subsctentially - Intended Use - '
Devioe Roquested Equivalent® . .
ns Needed l . R
’?ouumnmm«sme No Could the New Yes mwamﬁ‘o .
€-g.. Destgn, Matertals, ete.? Afflect Safety Elfectiveness Questioas?es r
C ot Elfectivencss?
‘ Yes N No
o e
No Arc the Deseriptive Do Accepted Scientific Methods
A Charactertstics Prodse Encugh 4 Exdst foc Assessiag Effects of )
, o Ensuce Equivalenoe? the New Charscteristies?  No
@ Yes Yes
132 Are Performance Data Avedlable : ;- ArcPerfarmance Data Avallable No
to Assess Equlvglcnoe‘."“ - to Assess EfCects of New i
Yee ) : : Chacucter{stics? e
s .
Yes
PerCotuance
Duta ~. v
Requlred ) Required
—+ Pecforfaance Duta Demaonsteat. =) — ) -+ —) — Pecformence Datx Demo«stn;c. -~
Equivalence? cs Yes Equivalence?
No No ¢
To “Substantially Equivalent®
Determination

v (®)

510(k) submissions Ccompare new devices to macketed devices. FDA requests additional informattoa if the relatioaship
between marketed and “predicate” (pee-Ameadments or reclassificd post-Amendments) devices is undear, *

** This decision is normally based on descriptive information alone, but limited testing infocmatiofi is sometimes requir

RIECR 0%

ed.
*** Data may be in the 510(k), other S10(k)s, the Ceater's dlassification (iles, or the litecature.,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2016-1895 Released by CDRH on 8/30/2016

DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

NOVEMBER 19, 1992

TRACE AMERICA INC. 510(k) Number: K925794
ATTN: DAVID JOHNSTON Received: 11-16-92
7260 NORTH WEST 58TH STREET Product: TRACE MICROPROTEIN
MIAMI, FL 33166 REAGENT

We have received the Premarket Notification you submitted in accordance
with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (Act) for
the above referenced product. We have assigned your submission a unique
510(k) number that is cited above. Please refer prominently to this 510(k)
number in any future correspondence that relates to this submission. We
will notify you when the processing of your premarket notification has been
completed or if any additional information is required.

The Safe Medical Devices Act of 1990 (SMDA), signed on November 28, states
that you may not place this device into commercial distribution until you
receive a letter from FDA allowing you to do so. As in the past, we intend
to complete our review as quickly as possible. Generally we do so within

© 90 days. However, the complexity of a submission or a requirement for
additional information may occasionally cause the review to extend beyond

90 days. Thus, if you have not received a written decision or been
contacted within 90 days of our receipt date, you may want to check with FDA
to determine the status of your submission.

In addition, the SMDA requires all persons submitting a premarket

notification submission to include either (1) a summary of the safety and
effectiveness information in the premarket notification submission upon

which an equivalence determination could be based (510(k) summary), OR

(2) a statement that safety and effectiveness information will be made
available to interested persons upon request (510(k) statement). Safety and
effectiveness information refers to information in the premarket notification
submission, including adverse safety and effectiveness information, that is
relevant to an assessment of substantial equivalence. The information could be
descriptive information about the new and predicate device(s), or performance
or clinical testing information. We cannot issue a final decision on your 510(k)
unless you comply with this requirement.

Although FDA acknowledges that the law provides the 510(k) submitter an
alternative, FDA encourages manufacturers to provide a 510(k) statement to
FDA and to make their safety and effectiveness information available to
the public, excluding confidential manufacturing process infermation, in
lieu of submitting a 510(k) summary to the agency until FDA promulgates

a regulation on the content and format of 5310(k) summaries. Since the law

Questions? Contact FDA/CDRH/OCE/DID at CDRH > TATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2016-1895 Released by CDRH on 8/30/2016

~requires that FDA must make the 510(k) summary, Or the source of information
referred to in the 510(k) statement, publicly available within 30 days of
making a substantial equivalence determination, we advise you that ve may no
longer honor any request for extended confidentiality under 21 CFR 807.95.

Additionally, the new legislation also requires any person who asserts that
a device is substantially equivalent to a class 1II device to (1) certify
that he or she has conducted a reasonable search of all information known,
or otherwise available, about the generic type of device, AND (2) provide
a summary description of the types of safety and effectiveness problems
associated with the type of device and a citation to the literature, or
other sources of information, upon which they have based the description
(class III summary and certification). The description should be
sufficiently comprehensive to demonstrate that an applicant is fully
avare of the types of problems to wvhich the device is susceptible. If
you have not provided this class 1II summary and certification in your
premarket notification, please provide it as soon as possible. Ve

cannot complete the review of your submission until you do so.

Furthermore, the new legislation, section 522(a)(1l), of the Act, states
that if your device is a permanent implant the failure of which may cause
death, you may be subject to required postmarket surveillance. If the
premarket notification for your device was originally received on or after
November 8, 1991, is subsequently found to be substantially equivalent to
an Aneurysm Clip, Annuloplasty Ring, Artificial Embolization Device,
Automatic Implanted Cardioverter Defibrillator System, Cardiovascular
Intravascular Filter, Cardiovascular Permanent Pacemaker Electrode (Lead),
" Central Nervous System Fluid Shunt, Coronary Vascular Stent, Implantable
Pacemaker Pulse Generator, Implanted Diaphragmatic/Phrenic Nerve
Stimulator, Intracardiac Patch or Pledget, Intravascular Occluding
Catheter, Replacement Heart Valve, Total Artificial Heart, Tracheal
Prosthesis, Vascular Graft Prosthesis (less than 6 mm diameter), Vascular
Graft Prosthesis (6 mm or greater diameter), Vena Cava Clip, or Ventricular
Assist Device - Implant, you will be subject to the required postmarket
surveillance and so notified of this determination in your substantially
equivalent letter. (Some of the above listed types of devices may require
a premarket approval application). This list is subject to change without
notification. If you have any questions as to vhether or not your device
may be subject to postmarket surveillance or about this program, please
contact the Postmarket Surveillance gtudies Branch at (301) 227-8639.

Please note that the SMDA may have additional requirements affecting
your device. You will be informed of these requirements as they become
effective.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center

will not be considered as part of your official premarket notification
submission. Because of equipment and personnel limitations we cannot accept
telefaxed material as part of your official premarket notification submission,
unless specifically requested of you by an FDA official.

/

K

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301‘@ 18
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If you have procedural or policy questions, please contact the Division of
small Manufacturers Assistance at (301) 443-6597 or their toll-free number
(800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118,
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TRACE SCIENTIFIC PTY. LTD.
Melbourne, Australia

MICROPROTEIN REAGENT

510 (K) NOTIFICATION
USA FOOD & DRUG ADMINISTRATION

November, 1992.

N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /
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13th November, 1992 o
Tleal - STENTIFIC B

KRNI B R

Food & Drug Administration

Centre for Devices and Radiological Health
Document Mail Centre HFZ-401

1390 Piccard Drive

ROCKVILLE. MARYLAND 20850 / .
U.SA. . E
: = _
Dear Sir/Madam, o e %
e ey

RE: 510 (K) NOTIFICATION FOR INVITRO DIAGNOSTIC DEVICE, <

~?
In accordance with Section 510 (K) of the Federal Food, Drug and Cosmetic
Act, this premarket notification is being submitted at least 90 days to the
date when Trace Scientific Pty. Ltd. proposes to manufacture and introduce
into interstate commerce for commercial distribution a reagent kit for the
invitro determination of protein in human urine (microprotein).

The following information is being submitted in conformance with
21CFR807.87 and Trace Scientific understands that submission of false
information to the United States Government is prohibited by 18USC1001
and 21USC331(q).

If any further information is required regarding this application, please do
not hesitate to contact myself or -

Mr. David Johnston

Trace America Inc.

7260 North West 58th Street
MIAMI. FLORIDA. 33166. U.S.A.
Telephone No: (305) 592 8221
Fax No: (305) 477 0256

Peter Murphy,
TECHNICAL MANAGER

D e e e oo bl

4D OFFICE: POSTAL ADDRESS: MANUFACTURING: NEW SOUTH WALES: QUEENSLAND: §
860 Princes Highway P.0. Box 310 1G Treforest Drive 5/11 Packard Ave 1st Floor, 12 Swann Rd
Clayton, Victoria. 3168 Clayton. Clayton, Victoria. 3168 Castle Hill. N.S.W. 2154 Taringa. Qld. 4068
Australia Victoria. 3168 Telephone (03} 544 8711 Telephone  {02) 899 1122 Telephone  (07) 870 1922
Telephone (03) 543 1255 ax (31 544 4404 1] Free 2 Y- Fa 07} 870 1966
Toll Free (008) 333 QUestions? Contact FDA/CDRH/OCE/BID at CDRH-FE)|§*r‘A*rUS@fcIa;khh@.gov qg%&isﬁ?%om 18 Fax {

International 61 3 543 1255

Fax

(03) 543 6719
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

TRACE SCIENTIFIC PTY. LTD.
10 TREFOREST DRIVE
CLAYTON. VICTORIA. AUSTRALIA.

2. MICROPROTEIN - 510 (K) NOTIFICATION

2.1

2.2

2.3

2.4

Device Name

Proprietary Name: Trace Microprotein Reagent
Common/Usual Name: Urinary Protein Reagent

Establishment Registration Number

802 0041

Labels, Package Insert and Advertisements

See Section 3. for copies of package insert, box labels and vial labels.
Advertisements will be based upon information contained within the
package insert. A historical record of all documents will be
maintained by David Johnston at Trace America Inc.

Substantial Equivalence

There are a number of procedures currently available for the
determination of total protein in urine mainly, dye binding methods,
chemical and turbidimetric procedures, the latter being the most
commonly employed technique.

Turbidimetric procedures currently available employ a range of
protein denaturing agents such as sulfosalicylic acid (SSA),
Trichloroacetic Acid (TCA) and Benzethonium Chloride (BZC). Protein
in the sample is denatured by the "denaturing agent" present in the

reagent producing a fine suspension which is quantitated
turbidimetrically.

Section 2. Page 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

The Trace Microprotein method is similar to other urinary protein
methods which utilise Benzethonium Chloride as the protein
denaturing agent. Protein in the urine is denatured by Benzethonium
Chloride, resulting in a fine suspension, the absorbance of which is
measured at 405 nm (405-415) on a manual spectrophotometer or
automated clinical chemistry analyser. The change in absorbance

produced by the turbidity is proportional to the concentration of
protein present in the sample.

For comparative purposes labelling from Boehringer Mannheim and
DuPont Urinary Protein kits are included in Section 5. of this 510 (k)
notification.

2.5 Summary of Performance Data

2.5.1 Accuracy

Correlation studies were carried out with the Trace Microprotein
reagent and the DuPont method for the ACA discrete clinical
analyser. The following results were obtained on human urine

specimens:
Test Sample Range Correlation Linear
Size g/L Coefficient Regression

2.5.2 Imprecision

The intrabatch and overall imprecision studies were carried out
using the Trace Microprotein reagent on a Cobas Bio Analyser.

Section 2. Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 }/)
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

Overall imprecision was also carried out using the Trace
Microprotein reagent on a Cobas Bio Analyser.

2.5.3 Linearity

Linearity studies were carried out on a Cobas Bio. Data is on

hand showing that the assay is linear to - ' when the
recommended procedure is followed.

2.5.4 Sensitivity

The reagent when run according to the recommended procedure
is sensitive to a level of ‘

2.5.5 Stability
The reagents are stable when stored at [} for at least 18
months.
Section 2. Page 3
N
AN
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 —‘\
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

3. LABELLING
3.1 Box Label

The following label will be placed on the outside of the Trace
Microprotein kit box.

FOR IN VITRO
DIAGNOSTIC USE ONLY

STORE: 2-25°C

MICROPROTEIN (honis

Carbonate Buffer ... 100 mmopldL
¢ BENZETHONIUM CHLORIDE) Sodium Chioride .. 200 mmol/L
EDTA .o, 33 mmol
. Benzethonium
P/N: TR50001 Chicride ... ST 20 gA

SEE PACKAGE INSERT

1x125mL REARGENT 1

1x 25mL REAGENT 2 LOT No.: 12345

EXP DATE: DEC S4

MANUFACTURED BY WARNING:
TRACE SCIENTIFIC PTY. LTD.  Avod contact with skin and

eyes If spilt flush with plenty of

MELBOURNE, AUSTRAL'A water. Do not ingest.

Section 3. Page 1 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ~ (
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

3.2 Bottle Labels

The reagent bottles will carry the following labels respectively.

MICROPROTEIN REAGENT FORINVITRO

(REAGENT 1) DSNosTIC
See package insert for girections
CAT No. 50001 STORE: 2-25°C
CONTENTS LOT No
125 mlL EXP. DATE: 5
MANUFACTURED IN AUSTRALIA BY ;
TRACE SCIENTIFIC PTY.LTD. °

MICROPROTEIN

REAGENT
(REAGENT 2)

See package nsert for directions

CAT N 50001
CONT: NTS STORIE. 2220 0
* 25mL For Ir Vitro T hegnostic use only.

% MANUFACTURED IN AUSTRALIA BY
* TRACE SCIENTIFIC PTY. LTD.

LOT
EXP.

Section 3. Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 o
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

3.3 Package Insert

To follow is a package insert which is included with every kit of Trace
Microprotein reagent.

Section 3. Page 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 k L
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'MICROPROTEIN REAGENT |
BENZETHONIUM CHLORIDE METHOD

INTENDED USE

This reagent is intend€d for the in vitro quantitative
determination of protein in urine for both manual and automated
systems.

CLINICAL SIGNIFICANCE

The role of the renal system in the conservation of plasma
proteins has been recognised for some time. Under normal
physiological conditions small molecular weight proteins such
as insulin pass through the glomeruli in relatively large
amounts. Intermediate size proteins such as Transferrin and
Albumin also pass through but only in relatively small amounts.
Most of these proteins are reabsorbed in thé renal tubules such
that normal urine contains less than 150 mg of protein per day.
This also includes the protein of non serum origin normally
secreted by the distal tubule (muco protein) and collecting
ducts. Increased levels of urinary protein, (proteinuria) usually
more than 0.15 g per 24 hours (150 mg/24 hours), almost
always indicates disease.
Proteinuria may be classified as renal proteinuria or proteinuria
with normal renal function. Renal proteinuria may be further

ified as Glomerular or tubular proteinuria.

srular proteinuria is due to increased glomerular
r... €@bility (nephrotic syndrome) and may be seen in
glomerular nephritis or secondary to other diseases such as
diabetic nephropathy. Albumin is usually the predominant
protein in the urine. Tubular proteinuria may be due to renal
tubular damage from any cause especially pyelonephritis.
Tubular proteinuria results in modest increases in the low
molecular weight proteins if glomerular permeability is hormal.
Proteinuria with normal renal function may be the result of
physiological increases in protein excretion or the production
of abnormally large amounts of low molecular weight proteins.
Increased protein excretion is seen during normal pregnancy,
after strenuous exercise or following prolonged maintenance
of an upright posture. Increases in low molecular weight
proteins may be due to the production of Bence Jones protein,
haemoglobinuria as a result of severe haemolysis and
myoglobinuria as a result of severe muscle damage.

METHODOLOGY

Methods employed for the determination of total protein in urine
include dye binding, chemical and turbidimetric procedures, the
latter being the most commonly employed technique®. The
popularity of the turbidimetric procedures can be atiributed to
the simplicity of use and increased sensitivity.

The Trace microprotein kit is a turbidimetric procedure in which
benzethonium chloride is used as the protein denaturing agent.
Proteins present in the urine are denatured by benzethonium
chloride resulting in the formation of a fine suspension which is
quantitated turbidimetrically at 405 nm. The reagent has been
modified to overcome the problem of high concentration (Hook)
effect, where very high concentrations of protein in urine can
cause an apparent zero or low reading.

REAGENT COMPOSITION

Active Ingredients Concentration
Reagent 1

Carbonate Buffer 100 mmol/L
Sodium Chloride 200 mmol/L
EDTA 33 mmol/L
Reagent 2

Benzethonium Chioride 20 g/L

Reagents also contain surfactants and stabilisers necessary
for optimum reagent performance.

WARNING: Do not mouth pipette. If spilt, thoroughly wash
affected areas with water. Reagent contains sodium azide
(0.1% W/V) which may react with copper or lead plumbing.
Flush with plenty of water when disposing. For further
information, please consult the Trace Microprotein Material
Safety Data Sheet.

REAGENT PREPARATION
All reagents are supplied ready for use.

STABILITY AND STORAGE

The two reagent components are stable until the expiry date
shown on the label when stored at roomtemperature (2 - 25°C).

SPECIMEN COLLECTION AND HANDLING

Urine samples when stored at 4'C are stable for 2 - 3 days®. If
it is expected that there will be some time delay in transporting
the urine to the laboratory the use of a chemical preservative
such as Merthiolate (0.24 mmol/L) is recommended.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 & ’9/
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EQUIPMENT

The equipment required for this procedure is a manual or an
automated spectrophotometer capable of measuring
absorbance at 405 nm (405 - 415 nm), temperature stability,
1.0 cm cuvettes or flowcell, timer, accurate pipettes or
automated dispenser for reagent and sample addition.

PROCEDURE

These instructions apply for manual instrumentation, but can
be adapted to most automated instruments. Specific
instructions are available upon request. (Refer to table 1.)

SYSTEM PARAMETERS
Temperature . Constant
Wavelength 405 nm (405 - 415)
Absorbance Range 0-2AU
Cuvette Path Length 1.0cm
Reagent 1 Volume 1.5mL
Sample Volume 0.04 mL
Reagent 2 Volume 0.3mL
Incubation 5 minutes

1. Label a test tube or cuvette for a reagent blank, each
standard, control and unknown specimen.

2. Add 1.5 mL of Reagent 1 to each tube

3. Add 0.04 mL of H20 to the reagent blank tube and 0.04
mL of each standard, control and unknown specimen to
the appropriately labelled tube.

4, Select a wavelength of 405 nm and zero the
spectrophotometer with the reagent blank.

5. Measure and record the absorbance of each standard,
control and unknown sample tube or cuvette (A1).

6. Add0.3mL of Reagent 2 to each tube or cuvette, mix and
incubate for 5 minutes.

7.  Zero the spectrophotometer at 405 nm with the reagent
blank.

8. Measure and record the absorbance of each standard,
control and unknown sample tube or cuvette (A2).

TABLE 1
REAGENT BLANK STANDARD  TESTS
Water 0.04 mL
Standard - 0.04 mL
Sample - 0.04 mL
Reagent 1 1.5mL 1.5mL 1.5mbL

Measure and record A1 absorbance
Reagent 2 0.3mL 0.3mL 0.3mL

Incubate for 5 minutes. Measure and record A2 absorbance

CALCULATIONS
Calculate the results as follows:

Final Absorbance = A2 - A1

Prepare a standard curve by plotting absorbance versus
concentration of at least 5 standards ranging from0.1t02.4 g/l
(100 to 2400 mg/L). (See Calibration Section)

The protein concentration for controls and unknowns can be
determined by locating the applicable absorbance value on the
standard curve and reading the corresponding protein
concentration.

24 HOUR URINARY PROTEIN EXCRETION

1.  Measure and record the 24 hour urine volume in litres.
Determine the protein concentration in g/L or mg/L using
the above procedure.

3. Multiply the protein concentration by the 24 hour urine
volume. This value is the protein excretion/24 hours.

Example: 24 hour urine volume = 1.12 litres
Urine protein concentration = 0.13 g/L or 130 mg/L.
24 hour urine protein excretion
0.13x 1.12 = 0.146 g/24 hours
130 x 1.12 = 146 mg/24 hours.
NOTES

1.  The reagent and sample volumes may be altered
proportionally to accommodate different
spectrophotometer requirements.

2. The temperature of the reaction is not critical, however,
the temperature of the spectrophotometer shouid be held
constant.

3. The final absorbance should be measured within 10
minutes

4. Unit conversion: ¢/L x 1000 = mg/L

CALIBRATION AND QUALITY CONTROL

Commercially available urine protein standards may be used
for calibration purposes.

To ensure adequate quality control, each run should also
include a normal and abnormal urine control with assayed
values handled as unknowns. It should be realised that the use
of quality control checks both instrument and reagent functions
together. Factors which might affect the performance of this test
include proper instrument function, temperature control,
cleanliness of glassware and accuracy of pipetting.

LIMITATIONS

1. No "hook" affect was observed with samples containing
protein concentrations up to a level of 60 g/L.

2  For a comprehensive review of factors affecting urine
protein determination refer to the publication by Younge.

EXPECTED VALUES

Urinary excretion of protein is normally less than 0.15 g/24
hours (150 mg/24 hours). Values above this almost always
indicates disease .

It is recommended that each laboratory verify this value or
derives a reference interval for the population that it serves.

Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PERFORMANCE DATA

The following data was obtained using the Trace microprotein
reagent on an automated clinical chemistry analyser.

IMPRECISION:

Within Run Levell Levelll Level i
“tymber of Samples 20 20 20

:an g/l 0.18 0.51 1.75
) 0.009 0.024 0.03
CV% 5.0 4.7 1.7
Overall Level | Leve! I} Level Il
Number of Samples 20 20 20
Mean g/L 0.18 0.51 1.76
SD 0.01 0.02 0.03
CV% 55 39 1.7

.ACCURACY:

Comparison studies were carried out using another
commercially available Benzethonium Chloride method as a
reference. Normal and abnormal urine specimens were
~assayed in parallel and the results compared by least squares
regression. The following statistics were obtained:-

Number of samples 63
«Range of resuits (g/L) 5.08101.41
Reference method mean (g/L) 0.42
Trace mean {g/L) J.44
Slope 1.14
*Intercept » -0.04
Correlation coefficient 0.992

Questions? Contact FDA/CDRH/OCE/DID

LINEARITY:
When run as recommended the assay is linear to 2.0 g/L (2000

mg/ L)

SENSITIVITY:
The reagent when run according to the recommended
procedure is sensitive tc a level of 0.05 g/L (50 mg/L).

REFERENCES

1. Ziiva JF, Pannall PR. "Plasma Proteins and
Immunoglobulins® in Clinical Chemistry in Diagnosis and
Treatment. Lloyd-Luke 1979; Chap XIV:305-29.

2.  First MR. "Renal Function® in Clinical Chemistry theory,
analysis and correlation. Kaplan LA, Amadeo JP (Ed). CV
Mosby Co. 1984; Chap 23:418.

3. Koller A. "Total Urine Protein® in Clinical Chemistry
theory, analysis and correlation Kaplan LA, Amadeo JP
(Ed). CV Mosby Co. 1984; Chap 60: 1318-20.

4.  Watkins |, Jenkins L. Clinical Chemistry 1987; 33:2127-8.

5. Shephard MDS, Mazzachi RD. The Clinical Biochemist
1983; 4: 61-7.

6. Young DS. Effects of Drugs on Clinical Laboratory Tests.
Third Edition 1990; 3: 296-300.

DRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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For use with Trace Reagents:

Catajogue No Size
TR50001 1x125mL
1x25mL

ORDERS & TECHNICAL SUPPORT

Phone Facsimile
Australia (008) 333 110 (03) 543 6719
U.S.A. (800) 872 2313 (305) 477 0256

international 613 543 1255 613 5436719

Made in AUSTRALIA

TRACE SCIENTIFIC Py. 1td.  TRACE AMERICA inc
10 Treforest Drive, Clayton 7260 N.W. 58th Street,

Melbourne, VIC. 3168 Miami, FL, 33166
AUSTRALIA U.S.A.

Phone: (03) 543 1255 Phone: {305) 592 8221
Fax: (03) 543 6719 Fax: (305) 477 0256
Telex: AA 154479 Telex: 4974313 TRACEUI

P/N: PI1500040.01
Revised August 1992

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

»
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

3.4 MSDS

To follow is a copy of the MSDS from the Trace Microprotein reagent.

Section 3. Page 8

|

(.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fd -hhs.goy or 301-796-8118
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MATERIAL SAFETY DATA SHEET

MICROPROTEIN

TRACE SCIENTIFIC PTY LTD TRACE AMERICA INC.
10 TREFOREST DRIVE 7260 NORTH WEST 58TH ST.
CLAYTON VIC 3168 MIAMI FL 33166
AUSTRALIA US.A.
EMERGENCY PHONE NUMBERS DATE OF PREPARATION
AUSTRALIA (03) 543 1255 July 1992
USA 305 5§92 8221

(800) 872 2313
IDENTIFICATION: PRODUCT NAME MICROPROTEIN REAGENT

CATALOGUE NO. TR50001 1 x125mL  RI1

1x 25mL  R2
HAZARDOUS INGREDIENTS/IDENTITY INFORMATION

one present above minimum guidelines set out in the U.S.A. Code of Federal Regulations
Labor 29 Parts 1900-1910, July 1985 page 884 (g) Material Safety Data Sheets.

PHYSICAL/CHEMICAL CHARACTERISTICS

Appearance: Clear, Colourless Liquids
Boiling Point: Not available

Vapour Pressure: Not available

Vapour Density: Not available
Evaporation Rate: Not available

Specific gravity: Not available

Solubility in Water: Not applicable

FIRE AND EXPLOSION HAZARD DATA

Fire: Not considered to be a fire hazard.

Explosion: Not considered to be an explosion hazard.

Extinguishing Media: Use any means suitable for extinguishing surrounding fire.
Special Fire Fighting

Procedures: Not available

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. r 301-796-8118



Records processed under FOIA Request #2016-1895 Released by CDRH on 8/30/2016

REACTIVITY DATA

Stability: Stable.

Conditions to avoid: Not available

Incompatability: Not available

Hazardous Decomposition:

. Byproducts Toxic gases and vapours may L
released if involved in a fire.

Hazardous Polymerizations: Will not occur

Conditions to avoid: Not available

HEALTH HAZARD DATA

The toxicological properties of this material have not been investigated. Exercise
appropriate care to avoid direct contact with skin and eyes.

EXPOSURE EFFECTS: Not available.

FIRST AID:
Skin: Wash with plenty of water.
Eyes: Immediately flush with water.

VENTILATION AND PERSONAL PROTECTION

Ventilation: Not required.

Respiratory

Protection: Not required.

Skin: Gloves and Laboratory coat required.
Eyes: Protection required.

In general, good Laboratory procedures should be followed.

SPECIAL STORAGE AND DISPOSABLE PROCEDURES (>c
Not applicable. E)
SPILL, LEAK AND DISPOSAL PROCEDURES

Spillage: Flush affected area with water.

Disposal: Flush to sewer with excess water. Disposal may be subject to
Federal, State or Local Laws.

The Information contained herein is furnished without warranty of any kind. Users should consider this data only as a supplement to other
information gathered by them and must make independent determinations of the suitabllity and completenass of information from alt
sources to assure proper use and disposal of this material and the safety and health of employees and customers.

P/N: PD500050.01
Revised July, 1992

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

3.5 Advertising

To follow is material prepared for the promotion of this product. The

contents are based upon information contained within the package
insert.

Section 3. Page 11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hlts.gov or 301-796-8118
\
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MICROPROTEIN

METHOD:

CONFIGURATION:

ADVANTAGES:

Applications:

Distributed by:

REAGENT

BENZETHONIUM CHLORIDE

CATALOGUE NO: TR50001
1x125mL Rt
1x 25mL R2

Available for most routine Clinical Biochemistry Analysers.
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

4. PERFORMANCE DATA

Section 4. Page 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@hS.gOV or 301-796-8118



cwwinee MICROPROTEIN

PATIENT CORRELATION DATA
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

5. EQUIVALENT DEVICE LABELLING

To follow are the package inserts of devices we believe are equivalent
to the Trace Microprotein reagent.

Section 5. Page 1

K~ e
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gok\'\%rSO?-?}?B1 18
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aca

CRETE
CLlNICAL ANM.YZEN

TEST METHODOLOGY
for the aca®
discrete clinical analyzer

upP

URINARY PROTEIN
INTENOED USE: REAQENTS: {continued)
The UP pack is used in the DuPant 808 disorete UP.2 (Reaction)
clinloal analyzer 1o quantitatively measure protein in e — e JU—
urine, ~ Gompartmante  Form ingrediant Quantity®
L3 Liqud EDTA snd
Microbial Inhlbitor
LRk Lqud NeQM®
(2] Liquid Surteciani and
Microb ai Inhibio!
SUMMARY: #56 8 a8 Liqu@ Bearetnonium

Yhe UP muthod aliewe direot quantiation of proteinn
mest Urlive samples within the normal and abnorma
range, The UP metnod s en adaptation of the tur.
bicimetrio method of lwala and Nighixaze.! Aeplit-sample
¢omparison batween the UP method and bluret methods
showed Qood oorrelation (ses S8PECIFIC PERFOR.
MANCE CHARACTERIBTICS)

PRINCIPLES OF PROCEDURE:

The UP mathod usen a two-paok, and-polnt technlque
v Moaayre uandry proteit. The YP-1 pack provides a
oaple Dienk @ 543 nm inthe UP-2 pack, benzetnonium
chiotide (BEC) precipitates urinary protein in an alkaling
medlum. Light scaltering Dy the precipitate causes a
deorease i light transmiggion. The decrease in lignt
transmission 18 measured as absorbance Al 840 nm The
abuonbance difference between the UP-1 end UP-2 pack
1o ralatac to ine 10131 protein concentration 1n the sampls
ny means of & gtandare ¢l ve ot athematiod! function

NaOH
feeolom & 88C ——=  Prolein Precipsiate
(sCAtecy hght 81 640 rm
REAGENTS;
UP-1(Biank)
Campartmeny Porm mgnd-ont Guantity"
" LU BEDTA ang
Misroblpt inniBite:
2843 vaud  NaQle
Ll viquid Surfaciant ang
Mtaroblal inhibitor

Chignuet 46 ,me:

s Co«nmrrmomownumborm1 1, wih COMPRAMErt#7 5
viosws! (v pauk il powtivon 12

0 NOMIng!l valve B MANVIAGIU¢

5. 800 Precuutions.

cated

PRECAUTIONG:

COMPARTMENTS #2 AND A3 IN LP1 AND UP-2 PACKS
EACH CONTAIN 85 L OF 12 mol/L NaOH. AVO!0 CON-
TACT SKIN IRANANT: RINSE CONTACTED AREA
WiITH WATER

COMMPRTMENTS #8 AND #8 IN UP 2 PACKS EACH
CONTAIN 50 4t OF 0.45 moil_ BENZETHONIUM
CHLORIDE. AVOID CONTACT SKIN 'RRITANT: COR.
ROBIVE TO MUCOUS MEMBRANES: RINSC CON.
TACTED AREA WiTH WATER,

USED PACKS CONTAIN HUMAN BODY FLUIOS: HAN
DLE WITH APPROPRIATE CARE TO AVQID SKIN CON-
TACT OR INGESTION.

FOR IN VITRO DIAGNOSTIC USE

MIXING AND DILUTING:

Muoang and diluhing are autornatcally perormaed by the
aca® discrete clinical analyzer The sample oup must
contain sufficient quantity to accommodate the sampie
volume glus tne "daad volums™: pracise cup filling 18 not
required

Sample Cup Volumes (.l
o Cepaty . .
Sandard Mooroaymn
Ansiyeer Dead Tote! Nead Totsi
) \l,m- i 120 -:000 ‘0 00
& V8% 20 80 0 10
800

v %0 3000 10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.h%v or 301-796-8118
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STORAGE OF UNPROCESSED PACKS:

Store al 7-8°C Do not freeze. DO nol expose
unmIOCessed pACks 'O temperatures above 35°C o o
Qirect sunlight

EXPIRATION:
Refer 10 EXFIRAY ON DATE on the tray label.

BPECIMEN COLLECTION:

Normai procedures for colleoting urine may be ueed for
samplaes to be analyzed by the UP methodt, Specimens
1Lt 0o well mixed and oenteifuged 1o remove particuiate
matter before analysia. Spsoimens which have been
refrigerated must Le returned o room temperature,
mixed well anc centrifuged before analysls. Spacimens
otored at 4°C with no additives are stably for al ieast three
daya?. Specimens slored under toluene or those contaln.
inp sodium hydroxide (894) or borlc aold (100 mg'mL [*.6
UL are accomadip. Spesimaens stored at room
werperature with ro additives showed an increase
{approannately 1074t ihe proleln 9vel over a three day
perud.

[} Ryulb»m e it o \Jur!!cu(l | ;"V‘(Q/I [ UOALE-TX Y4 TIES

KNOWN INTERFERING SUBSTANCES

¢ Magnesiutn o ‘uvuly greater than 49 mglal
{20 mmoiiL| w | depress urinary protein results
fatientg on Intravenous MgSQ, therapy may atlan
dinary M agans LM levets hign enougn 'C 08nress
results 88 Much ap 8002

¢ Hydrochione ac-3 (C 1N) or boric aoid (=200 Mg/,
[>3 2 mmaliL; cavse destruction of proteln and should
b avoided as additives at trese conoantrations ?

¢ Bdiryoin &t a lovel of 1.9 mgial. {328 .moliL] aig
not interterd.? Blllrubin udded 10 & leve! of 20 my/dl
{342 xmoliL] inctaassd the ABRANNT Protein level by
76 mg/. (0079 gAJ &t & lovel of 200 mgrL (020 gA;
and by "20 mg/l [0.13 gA.] &t a ievel of 1300 mglL
.30 PR,

* Yhe followng L DAMIANCES althe (Bvels showr had no
eitec! on tne JF method:

Ammonia 180 ugrad {Y0O mmoifi.,
AsCorbic acre 100 mg/dL 6.7 rnmoift
Creannine 20 mg/dL (1 8 mmaift;
Qiucoss 2.5 g/aL [138 mmoil.]
Prosphorous 1 g/l [32 mmolit |
Urea 1.7 g/dL (800 mmolt ]
Ui Anig 50 mg/aL {3 mmoli)

* | ismoeglobin nterle*snces (366 ANALYTICAL SPE
CIFICITY)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhng/ r 301-796-8118

PROCEDURE:
TEBT MATEBRIALS
T 0, ul v gX v
DuPont DuPont DuPeont
ltem Cat. v Cat. » Cat. ¥

706213007 705213901 708213907

agasruera, unrg
Anulytion! Tast

Pack,

Qraph Paper

(AR DAY

Sampie Knt

[+]3

Micro Sam:pte
Sysiem Kl

and

Mioro Bamplo
Rystam Holder
Oyivrr® Phote
Sensitive

Brator Pape
Thermal Prine: NA
Paper
Purillag Waial

Ceil Wesn

701880001 210842001 713647901

70269<9C1 710306991 NA

702765000 Na NA

700436¢0C NA NA

TALLDAIOT 79384500

704208901
701884931

710815901
70186480

710816901
YC1BBAR0Y

8 Graphpspe 3 PRERAQES " OACT CAION 81UP. 148! paCke Cact

ANa0l Of (/AN P0G’ AT 035 TS0 TADe! RRE IRG Ilier code

GROA” and the pack 101 Sumnaer Ful preper caibianon, the iof

AumDe O [AE G7BPN PADSr MuUBl MALCHh [NRi ON 1he caoN lebel
ANG IR GEADA NANA! ML An-nal b laniere GA DA
-~

TERT 8TEPE

The oparalar nead only load the sampie Kit And appro-
prialo toet pack(s) Inlo a pranatly preparoa ACA® discrete
chinica: analyzes It automatically advances the necks
(Prough the 148! 818ps and prnts a resultls). Sse the
Instrumc v Manual for dotaiie of mochanical travel of the
18R] PACKR

Prgset Urinary Protein (UP) Teat Conditions

s Bample Si2e. 600 uL (400 silspack) for
acad 11-30. 11-80, i ana
lyzers ot 540 ub (270 uls

pack) for acat v, 8x v

analyzers
¢ Dicent. DuPont Puritisd Water
* Temperature 370 ¢ 0.1°C
¢ Reaction Penod. 4§ seconds
& Jypu ot

Meagureman!:
* Moasuroment

Two pack. ond poInt

Ponog: 17.07 seconds
* Wavelength. 840rm
¢ Unis: mg/L (/L]
CALIBRATION

1@ gunera! calibration provedure s Yuscribed in the
Cailbravon/Varifigation chapier of the Manual. Refar 1o it
tor calibration Inatrustions.

-

-
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.go¥ or'301-796-8118

Ihe fullowing n'ormatien should be congiderad whe
calibrating the UP method,

* Assay Range B80-2400 mg/L

[0.08-2.40 g}

Rrimaery standards or sec
ondary oaltbrators such as
OuPont “aca” urinary
Proteln oalipraior (Cat
#700880801)9

v0. 800, 110¢,

1880, 2280 mg/L
[0.09,0.80, 1.10 ’»
1.88,2.26 g/

§loveln, 2 packs Hor ievg)

Eaoh new paek lot

Bvery 3 months for ary
one DAGK lo!

Forrea.re nS! Unisjgi) mohialy Cy (688 graph paper oy thw
converglah lac ur of 3 001 Cater Ine recaloulatea G,

8 !"the DuPoni ACA Urinary Protaia CAllorme! b ogs prapsry
$LCoanp fa R L ctona on il CRiIlBraI0r Inge/ ! wregt

* [ularonce Malartal

s Suggealeo
Callbraton _ovelp:

Caiivr alion Schema,
Frequency

PRESET URINARY PROTEIN ue) J
TEST CONDITIONS:

2ca”™ Anslyzersy
fem 1t oV Bx v
Counby Gre(y NA
Decimpi Po.~ 0000 0990 100 00
Locaton
Ass 9-ed Starng vooe Qpucig o
Po o Os@ €, peek (9
Scale Faglor o € =000 majcount Spooity -
AsQigned i ~ca- [ TRLEN
Taem ¢
Asyigoed Ligar NA 8pecic -y
Funct.on e rmg pACK ic
.G,
Assigngc Logt A 0000 &0 (BCR® it
Functign Termg ¢, I000€ - (ncar

V. 8x, V)

ho For-pack meness 9. 8CA: 1t RFa‘yxece 1he Btariing po- 1 nuet
Lt sot deiow 2ero Ta'y g bglaw 28:0 e18elIng point 1~ gguic ‘e
IS Bty whigh @'ftargnigies $iantng porm printouts o
e QRN BOULS G e PRY @ 1eport allp

Se0 head: g of graon pape. peer MRPS D PAEK LBMONE

TO CALIBRATE:

acav il Anslyzy

Hun ihe calibsaton matenal. Construet a caltbranon
Curve 6N tho graph paper proviced Agjustment o the
elurling puint anu scaie fwetor i ot requirag

T — ——_ P - - mtramn

Ve

~—— -

RCAYll, IV, BX, and ¥ Anstyzers

Enter the thecretical constants for the logit tunction
Qiven on the top pf tha @raph paper packaged win the iot
for your type of 4C&" analyzer. Adjeiment of the OFF.
SEY, (C,) and LINEAR TERM. (C,) may be roquireq.

. Legit fungtion
»1) Xy -C.}

CONC = ¢, ( ¢
QUALITY CONTROL

ah g,
Two typye of quality control roendures a-a recom-
mengeqg

* Qeneral Instrument Check. Refer to the Faner
Baiance/Monltor Precedura and the Absorbance
Toat Mathod desoribad In the Instrument Manual
Huler also 10 the ABS Test Me:nodology Iiterature

trinacy Protein Mathod Check. At aasi once daily
run 8 UP tesl on & solution of known protein con-
centration other than that used 1o calin'ale the YR
mathod. For turther detais, review the Quaiity
Aspurance Section of the Cremistry Maduat. The
esult oBtained &houla fail within acceptadle limits
a8 2e¢ by Ine day-to-aay variatiity of the system as
MCasured in e ueer's laboratory (See SPECIFIC
PERFORMANCE CHARAC) ERISTICS for guio-
ance.) i the result fals uuts.de the «aboratory's
acceplable iimitg, follow the pioceduro outined in
're Chamistry Troubleshocting Secuon of ihe
Chemistry Manual.

A nossicte system maltunction ig .naicaied when ang!.
y510 01 & 8ample with five consecu!ive 108! packs glvestne
foliowing regults:

e e ey

8C3* Analyrers

U 1y, 8X v
Level % CVma Hov mgn (gL
J43 Mg/ (0.9 1) »D 6 »>86
»5? »$.?

1900 myrL | 14 g

Rofer to 1he provegure oytiinea 1a the Troubleshant-
mig Socthor ot the Chemiatry Manuel

RESULTS:
aca® i Analyzer

For each UP test run, two resuks wit be Isted on the
printout In the otder UP-1 result, UP-2 resull and both wik be
preceded by the Ietters GR DA Tho firt reaul 1s the presat
stasting point, Thie seaand msult is e sample mocourement
in millabecrbance (mA) urha. Determina the Urinary Protein
onneantration from tha catlbration cur ve ONSructed accors
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ing 10 the Ingiruction »n the CalibrationVenficaton Chapter,

IMMUAOABSEY PAragroeh of the instrumant manual »

k. Tng calinration curve mus: be comtrucied on the corzect graph
paper TmE OPERATOA MUST YERIFY THAT THE CORRGOY
GRAPK PAPER 1§ BEING UBED Eschaneelo! grenh pepet has
1ae lette: coae “GA OA” ard 1he pack lat humber. The letter dode
ANG iGl nuMBder 04 the graph paper muat maich that o the certon

10901 ARG Ing @ALry tor "DATE PLOTTED" mum be within the
previous I montna

aca”ill, lv, 8X and V Analy2ere

The aca® analyzer automatically oalculatos and prints
the concentration of Utinaty Protain in mgil using the
jogit lunction. Onty one resutt 14 printed for each pair of
UP packs.

LIMITATION OF PROCEDURE:

UP-t ang UR2 TEST PACK LOTS WHICH ARE
SHIPPED TOGETHER MUST BE UBED TOGETHER

Resuris > 2400 mg/. {2 4 grl]

» Diiute with OuPunt Purifies Waler Reussey. Correct
for Qliution Helore reporting.

Rasuns « 80 mg/L [0.08 i |

* Report as “less than 60 mg/. (0.08 g/L" nsteaa of
numerical value.

IN RARE CASES OF EXTREMELY ELEVATED URIN-
ARY PROTEIN LEVELS TRE WP METHOD MAY GIVE
AN ERRONEOUSLY LOW REBBULT. THIB CAN BE
DRTRCTED BY THE PRESENCE OF A FLOCCULENT
PRECIPITATE WITH CLEAR SUPERNATANT IN THE
SPENT UP-8 PACK (THE UP.2 BACK Wikl NORMALLY
BE CLOUDY.) SPECIMENS WHICH EXHIBIT THIS
UNUSUAL BEHAVIOR SHOULD &E DILUTED 130
WITH DUPONT PURIFIED WATER AND RE ASSAYED

WE DO NOT RECOMMEND CHANGING THE SAM.
PLE BIZES FROM THOSE BRECIFIGD UNDER PRE
SET URINARY PROTEIN (UR) TEST CONDITIONS
(SCE TEST STEPS UNDER PROCEDURE )

The reporting ayBiem CONIAING $P0r MEEBAGES {0 warn
(the operate of specltic malfuncliona Any report alip
conlhining a etter code or word vmmaediately foliowlng
the numarical value shouwid not be reporied ' Refer 1o the
Manual for the getinilion of error codes

Cran QCAT B RITOLILIG CNABCIEIBLC IRAT 1he “ligl printdut O 8
2-0RCA MONCE will B@ tNE gtarting pa'~tellowed by the code "A ™~
The DOOONG Prnigut :3 1%¢ ™meksores value ja! the sample
mtNapsurvenge (miA) ur s

When onie pack of 8 2-pack mathod i& decoded in the
pholomater the computar 18 automatically programmaed
10 receive pack 2 ¢! that mathog as ine next pack. How
sver Circumalances wherg the next pack may not be the
second pack of thai test pair are poesible ¢.¢.

1. Asingile pack ol & 2:06Ck Method was used 1o chack
the starting point during valibralion.

2. One pack ot a 2-pack mathod foll off the treneport pin

- -

3 Oniy one pack of a4 2-pack nisthod was tundad intd
the nput tray

a. The paock order may be revereed or aut of sequence

with othef teats

in thesa casos, Il the noxt 1es! processed o also « 2-
pack mathod ERRCNEOUS RESULTS WILL BE PRO-
DUCED ON BOTH TESTS.

Pack Sequence Printout on 3CAS analyzers:

b e—— - P N —_—

n n iV, i')( v

I TTRN ] Bal1-p09 BA Be2ond paca missed Uulae

UP1 QA DA RIS

VPR OX DA ppbia
Catoll Pt QA DA (9PRA

0D30C OP M.48 1 Paok N/A
Coss dp JR2 QA DA DIOPA

JPIOADAGINA  Daltw Lineas i m ‘AL g

e

ast Ap WP1 R DA DDA

a1 99994 Secord Pack Midedc gelia

URZ QR DA d8UA

~ e will vaty with pamiple.

P 2 vae "emoved irom the tranapori chan beroee it réachr 7 1he
shotoreter

To reset A0AT Il analyzers:

Cage 1, 2, 3 or 4B - To roturn the computer L0 proper
sequence

T Toggie the MOTOR HOLD RESET switch on the
aadout board, or

2 Decode a header in the photomete’ from @: . -iar b
melhoqg, or

3 If the next tes) processed ie & 8ingle Lack mathoo.
tho compuler auloniatically rosetg and prnts out the
RIOPOr RNGWOS

Case da - The computer dooas Nol require resetting

To teset ACAC 1} IV, 8X, V analyzers:

Case 1 0r 3 = An er1or mestRge (BFCUND PACK
VISSED - aca® 11l analyzor or ercer code (“UAC” -
aca® v, BX, V nnulyzer) it displiyss ard the flling
ctation ghuts dow!. 1o ruset the fllling s1ation. rem vt the
maroperly loaded pack from under the !Miry station
decode head anu push the SUBEYBTEM RCSET button
[RCAY 1 anmlyzen o Ihe QPERATE kgy (BCa* IV. SX, v
analyzer). The SAL pack ik prosessad 10 the photomster
WHGte @n errol Maasage (MISBING PACK - 8ca® i
analyzer) or code {(“J4C" - 8CAY IV, BX, V anslyzer) 18
asplayed and printed on the report alp. The systam will
aviomatically reset itse!f and be *eady 10 process the next
tasl

Case 2 - On the aca® 11l snalyzer, the error Inussago
"MISSING PACK" 18 disptayed and printed on the report
alip

—-—

T —

- ] /
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@ .hhs.gov or 301-796-8118
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Case 4n ar ab - On the 20u™ 1l analyzer, a bolow linear

limt rosun 1g displayed and printed on the report siip On

the ace® v, Sx or v Analyze:, the error ooce “AIC™ o

V9" (Case 4a) or "Uac” {Case 4b) 9 displayea ang

L. printed on the repari tape Asrun the teat witr the packs
inthe oorrect order.

REFERENCE INTEAVAL.

< 188 mo/day (0 18 Q/day]
S 135 mgiL (014 g/ |

Mwenty.lour Nour urine cailactions were obtained irom
195 wpparentiy heaithy acui Individugle. This popuiation
conelsted of laboratory personne! and their families ang
was naarly equally distributeq Sotween maie (48%) ang
temaie (5296), Ong hundred and tifty.five {165) indtividuaig
were trom S0uthwestern Pnnnlyfvmla and forty (40) were
from northoentral Texas

The :etetence nierval wag derived non-parameiricelly oy
getérmining the 95tn peroentlls.

Bach taboratory shoyig eslablish M8 own reference
interval tor UP as pertormed on the acar slgerete clinica
anllyz.r

8PECIFIC PERFORMANCE
CHARACTRRISTICS

REPRODUCIBILITY?

Btanderd Dovistion M Ev) 7
Material Mesn Within-Rua Qotween-Day
Wnne Pools
Leve:: ‘26 mgiL 2101.m 1003 %
gy [0 002! {0 004,
50 mA 21049 206 R
Level it 2164 mprg, 8328 859
21849/ 16 onf 10 089)
9'8maA sa(1 Y t703
URI-CHE M
acas i ang
Loval! 560 § mgrl Art(oe) 7480929
3.88 ¢:l} [0.004) 0.007)
340 ma 24007 ¢0(1 e
Leve! LORMOL §.23(047 299(0.09
MERE-TH] [0.008) (0.008;
832 ma 23104 3408
ach (v . gx, v
Level} 864 Dmgi. 4Q? (0.72) 041 8s
0808 g7 10.604) i¢ 010)
Leve 1087 mg/. ?.840 68 834077,
it 087 gn.! (0.008 0 008

Ur-Cheme Convols Righer Qiagagitios. Orangeburg v .

e a Al gpucilic pertotmance Shuraclenstics 1etis nara 1un ater
~. "orMal racommondes equipmen) Quallly 8Om0l cheoka were
Parormad (eee Inpir ment Manusl)

£ Bpotimens at eagh 1gve WEFS ANBiY2eC In duplioate wice & doy
tor twanly cays. The within-run ANd Delwienday standarg gevia.
lione were caieytaley Dy (e anBiykis of varianos meihos

up
CORRRLATION
Regression Statistiges >
Cor relaiton

Method $lope  intprcept Coefficlant n

—_——
Qe finration
blurere 0.5 -7 0889 oy
Phasphotunpaiic
ackd-biurels [ ~88 0.97¢ 100
Mleniorpaoetie
aoig-bluren 0.94 48 0990 a9
Cuomassis S8ive 000 50 u.9es 108
Suitasalioyiie
adlttubidimerrlp Qe 99 D ook e
Trightoraagetio

0928 50

aClgturbidiMerric 1 g - 5k

——

9. Model equalipn for TORreIEON SIALLILY ¢ [ramyily ofacat a~e.
Iyzer| = slope x {COMpainiive methe g fesuitef + iMereept

ABBAY RANGE J

60-2400 mo/L. [0.08-2.40 oL

t. Goe REPRODUCIBILITY e Metnas pertormpace wilin g
azedy iange

ANALYTICAL SPECIMICITY?

Recovery of varous proteins by thy UP method g
ghown below

Protein % Recovery
Atburmin 96
Gamma Qlobulin 77
Transferin 103
Orosomucoid 84
B-Lipoprotein
Tamm-Hergtalt X}
Lyéozyme b

' {armogiobin "

See KNOWN INTERFERING SUBLTANCES section
algo
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Urinary/CSF Protein

Catalog No. 935000

Principle:

The sampte is preincubated in an alkaline solutien
comaining EDTA. allowing for a sample blank while
denaturing the protein and eliminating interference from
magnesium ions. Beazethonium chloride is then udded.
producing a turbidity which is read at 505 nm.

Reagents:
1 Blank (12 x 20 mL)
2 LWCSF Reagent (6 x 16.5 mL)

Precautions and Warnings:
For In Vitro Diagnostic Use,

Reagent Preparation:
1. R1 Working Solution: Use the contents of Bottle 1
(Blank) as supplied. No preparation is required.

1 l Ready for use

2. R2 Working Solution: Use the contents of Bottle 2
(U/CSF Reagent) as supplied. No preparation is

required.
ﬁ Ready for use.
Storage and Stabllity:

The opened bottles of R1 and R2 Working Solutions are
stable for 3 weeks at 2-12 °C.

Specimen Collection and Presarvation:

Urine: Use random or 24 hour urine specimens. Use no
preservatives. Refrigerate specimen during collection.
Cersbrospinal Fluld: No special additives are

required. Blood in a CSF specimen invalidates the
protein value.!

Storage: Specimens may be stored at 2-8 °C for
48 hours.

# Calculation based on total reagent volume per kit

System Pack for the
Boehringer Mannhelm/Hitachi 704 Analyzer
tor approximately 685 tests’

Instrument Settings:
TEMPERATURE: 37 °C

TEST (UCTP]

ASSAY CODE {2 POINT(15}-(32]
SAMPLE VOLUME [ 20]

R{ VOLUME [350}{ 20]{NO]

R2 VOLUME (140]( 20}{NO]
WAVELENGTH (700}{505)

CALIB. METHOD [NONLINEAR](4](6)
STD. (1) CONC.-POS. ( 0[] '
STD. (2) CONC.-POS. { 1001

STD. (3) CONC.-POS. [ 20}-[_]

STD. (4) CONC.-POS. { 40)-[. 1]

STD. (5) CONC.-POS. [ 80)-L_]

STD. (6) CONC.-POS. (200}-_]

UNIT [MG/DL]

SD LIMIT { 45)

DUPLICATE LIMIT {200

SENSITIVITY LIMIT [ 6500]

ABS. LIMIT (INC/DEC) { O}{INCREASE]
PROZONE LIMIT { O{LOWER]
EXPECTED VALUE LJ-1
INSTRUMENT FACTOR {1.00]

__ Denotes user or instrument specific sertings.

Calibration:

Use saline for STD 1. Use Preciset® U/CSF Protein,
Cat. No., 935005 for STD 2 - STD 6.

Callbration Frequency:
Calibrate weekly.
Perform a daily STD 1 update.

Quality Control:

Commercially available urine and CSF protein controls
are recommended for daily quality control.

Calculation:

The analyzer computer constructs a calibration curve
from absotbance measurements of the standards using &
cubic spline fining function (NONLINEAR TYPE 4).
The cubic spline function fits a smooth line through the
data points. The analyzer computer uses absorbance
measurements of samples to calculate Urine/CSF protein
concentrations by interpolation of the cubic spline
function. Refer to the appropriate section of the
Operator's Manual for further details.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or‘301-796 118
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TRACE SCIENTIFIC 510 (K) NOTIFICATION

6. SMDA STATEMENT
Safety and Effectiveness Information for Trace Microprotein Reagent.

In accordance with the Safe Medical Devices Act of 1990, Trace
Scientific Pty. Ltd. will make available to interested persons, upon
written request, safety and effectiveness information pertaining to the
Trace Microprotein reagent premarket notification.

SIGNED FOR AND ON BEHALF OF
TRACE SCIENTIFIC PTY. LTD.

T

Peter Murphy '
TECHNICAL MANAGER

Section 6. Page 1
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