REAUKTI Rev. 53 | @) SYSTEM SPECIFICATIONS M GETTING STARTED How To Test Control Solution, cor.

2. Allow control solution, vial of test strips and meter to

Result Range: 1.1 - 33.3 mmol/L SYMBOLS: : } : ! 4
Sample Size: 0.5 microliter (0.5 uL) @2\ Biological Risk %/[e:[ter C%mfsA"flt? pred selic :[[{mte End .dﬂ[e' The E\;Fné "l;ags, . adjust to room temperature. Write date first opened on
Sample: Fresh capillary whole blood, venous whole blood collected etone 1est Alert, and atl 1est BEMINCETS are Oll. belore using both control solution bottle label and test strip vial label
s ce e ry p
Blood Glucose Monitoring System in sodium heparin blood collection tubes, or control solution Sterile the meter for the first time or after a batterY Change, check the : ;
y P STERILE|R] . : when using for the first time.
Instruction r Test Time: Results in as fast as 4 seconds time, date, Event Tags, Alert and Reminders, and update as . . : .
structions For Use g p 3. Gentl ] 1 sol bottl
Result Value: Plasma values @ Do Not Resterilise needed (see Meter Set Up). . Dgltl\}’(;'}vlgl'lojillé’ll;ert control solution bottle to mix.
CONTENTS Assay Method: Amperometric . !
D | Inf. 1o About Your S @ icter s PO};"ef S“lil??’f gne 3V hthlulmlbattefY #CR21032 (non-rechargeable) (@ single Use Only The meter turns on when a test strip is inserted into the Test Port | 4. Remove one test strip from vial. Close test strip vial imme-
(1 O DTN ACOULE OT R i), O MEIEAETD attery Life: - Approximately 1000 tests or 1 year - or when “ s ” Button is pressed (see Meter Memory and Meter Set diately. Use test strip quickly after removal from vial.
Intended Use Set Time / Date Automatic shut-off: After two minutes of non-use -m Control Solution Up) 5. Insert test strip into Test Port. Met
Weight: 47 . . Insert test strip into lest Port. Meter '
Important Health and Safety Information Set Event Tags, Ketone Test Alert and Test Reminders elsgiw 8-7%?;5)( L7 em ® @@ Control Level . turns on. P
r - Memory Size: 500 glucose results and 1 control result . Meter turns off when the test strip is released or removed from { """
r efrenes — L7 Meter Memory Back page Operating Range (Meter & Test Strips For Blood Testing) @ISerla Number the meter, “ o ” Button is pressed, or after 2 minutes of non-use. | Note: gmt strip has been out of the vial too long ! @
stem Specifications Front : - 14. _ . T : i : ) efore testing, an error message appears
- Yy : p . _ ront page View Averages (7-, 14-, and 30-Day) Relative Humidity: 19—90‘%2)(Non-condens1ng) A Caution! Turning the Ketone Test Alert on sets a reminder to check your f . S I 8¢ app b u
Operating Range / Chemical Composition View Results Temperature: 5°C-40°C % Use By Dat ketones per your treatment plan when a blood glucose result is upon insertion of the fest strip into the me-
d Resul r, Haematocrit:  20%-70% se by Late pery p 8 ter. Release and discard old test strip. Use ~ Insert Test sirip
Expected Results L3 System Care Back page Altitude: Up to and including 3109 metres N o~ over 13.3 mmol/L. new test strip for testing.
' ‘T Keep Dr p g
Symbols Chart : - : Note: Use within specified environmental conditions only. p LTy . . B et
€D Kiow Your Svst Eront Meter Care, Cleaning/Disinfecting Chemical Composition Attention! Test Reminders are set like an alarm clock to sound a tone for 6. Wait until Drob Svmbol appears in
ront page . ! . . .
- e - Control Solution Care Test Strips:  Glucose dehydrogenase-FAD (Aspergillus sp.) [E] Read Instructions for Use. 10 seconds to remind you to test. Up to four Test Reminders Display. Kee ‘[I;Stystri inI;II:eter until testin
Meter Test Strip Care " mediators b?lfferg and stabilizers § - o per day may be set. i ﬁp' i,l d b b ;
Test Stri . P . . Control Solution: Water, d—élucose, buffers, viscosiiy enhancing agent, /H, Storage Temperature Range . 15 shed. gﬂ
P Lancing Device Care and Cleaning salts, dye and preservatives, o Event Tags allow you to tag your blood glucose results to link Brop Symbol

Storage Humidity Range

Control Solution

to the following events:

&

% Getting Started EXPECTED RESULTS @ Before meal -test was taken just before a meal, ote: If test strip is removed before testing is finished, an error
G Back page . . 1 LOT| Lot Number message appears. Release and discard old test strip. Use
. . Expected Blood Glucose Results for people without diabetes: ¢ After meal —test was taken after a meal , :
Quality Control Testing o > new test strip for testing.
1 Back page Plasma Blood Glucose Result For in vitro . . . _ ,
Automatic Self-Test * pag Di ic Testing Onl 4 Exercise - test was taken during or just after exercise,
Before breakfast <5.6 mmol/L agnostic Testing Only Medicati dicati k have affected 7. With cap removed, turn control solution
| gControl Test Pl Messages Back page Two hours after meals < 7.8 mmol/L Authorised Representative S re:ulltcatlons - medication taken may have aftected test " bottle ug side dowr, Squeeze one drop of
L5 Testing Blood Front page [§¥4) System Safety Information Back page Importance of Blood Glucose Monitoring u Manufactured By ® Sick _’ test was taken when sick. or control solution onto a clean tissue. Wipe
ini . _—— AD Healthcare Professional ines h i o . i i i
Obtaining a Blood Sample (Front page) Electromagnetic Compatibility octor ofr bela tdcalre 1o essmlna determines olw ofteln to test and what the target Date of Manufacture ¥ Other - any other reason that the test is unique or different off bottle tip and discard tissue. _ |
ranges are for blood glucose results. Having most blood glucose results within target . - Gentl d f 1 sol Discard Control
How to Test Blood (Back page) . X . in some way (example: stress, drinking alcohol). In your 8. Gently squeeze a drop of control solution :
. range shows how well a treatment plan is working to control glucose levels. Keeping @ Single Patient Use Only y pe: ’ 5 oy onto a small piece of unused aluminum foil Drop on Tasue
System and Laboratory Testing (Back page) results within target range helps slow or stop complications from diabetes. NEVER _ lsogl?ook, notel: the flea}slpnl:;that t%e test r}el:sult wasl\t/z[igged. or clear plastic wrap. Dispose after use. :
System Out of Range Warning Messages  (Back page) change a treatment plan without consulting a Doctor or Healthcare Professional. )54 g:csttreoill?g&;?;‘;jnt r:riiri?dz ;%Sllll tthgtltth;résis ;’If(r)lrte :l;o’olunt tthei:sr?:stf iesueiﬁgry 9. With test strip still in meter, touch Sample AW
— ' 1 1 ’ Sample I
your log book. Tip Qf test strip to top of drop of cpntrol —
kP KNOW YOUR SYSTEM Tagging results helps track the effect specific events may solution. Allow drop to be drawn into test 1200
| IMPORTANT INFORMATION ABOUT YOUR SYSTEM METER TEST STRIP have on your blood glucose test results. Event Tagging may f)tgég 'slzil(lil%‘é;itri:ttsetsﬁrr)l érom drop when meter
INTENDED USE Top of Meter Top of Test Strip assist you and your Doctor or Healthcare Professional with .
The TRUE METRIX Blood Glucose Monitoring System is intended for the quantitative determination of glucose in human whole managing your diabetes. 10. gﬁlgf ?satzgtei?lr across the Display to show 0
blood taken from the fingertip or forearm (capillary) or from the vein (venous). The System may not be used for neonates. The , QUALITY CONTROL TESTING Ww
System is intended for at-h?me use (self-t.e.st.lng') and for use b'y Healthcare Professmnals.ln both physicians’ offices and in acute , @ Contact End - Insert into Test Port with contact blocks T d reliabl Its. th Note: If meter does not beep and begin testing soon after drawing
and convalescent-care bedside testing facilities in order to assist in the management of diabetes. « g» . 0 assure accurate and reliable results, the o le. el d discard i, R ith
®“ «” Button facing up. Systern offers two kinds of qualit trol up sample, release and discard test strip. Repeat test wit
B8 Please read complete System IFU and all product Instructions for Use before using the System. Decrease numbers in Meter Set Up; remove ALT Symbol; @ Sample Tip - Touch Tip to top of drop of sample (fresh te}fsisenrlzli()eszisesgoen;?lres fha(i[lli?lel g’y(;?:r;?s new test strip. If problem persists, see Troubleshooting.
IMPORTANT HEALTH apd SAFETY INFORMATION glove bac!(wle\t/fd by de'lte/ tulrlli ﬁNhen }If%ewn}[g Tresults andk blood or control solution) after Drop Symbol appears in the working properly and testing technique B @ 11. Compare meter result to po
For the most accurate results using TRUE METRIX: verages In Memory; scroll through Event lags to mar Display. is good. u Control Test range printed A=t oa
° Read a_u prOduCt inStrUCtionS for use before teSting’ £eSI)l)lts (lf feature On)‘ WW V Telsntsgtrrti on test Strip Vial label fOI‘ Control Solution
o Use of TRUE METRIX in a manner not specified in this System Instructions For Use is not recommended and may affect @ “+” Button ote: b;;seti et s rtlp lm ? T.e e;ﬂew ouching Sampte 1ip to AUTOMATIC SELE-TEST : level of control solution Bottle Label
ability to determine true blood glucose levels. Turn meter on to view Average values, to view results in 004 Or Contro? solution arop. L Self s verformed you are using. If result is in D oy mmo
« TRUE METRIX is an in vitro (outside body) quantitative system that is used for self-testing of human whole blood only. Memory, to access Meter Set Up, to turn on Event Tags in Samole Placement An Automat_lc Self-Test 1§ periorme by the range, system can be used ® 137186 mmolt.
o Alternative site (forearm) testing should not be used for insulin dose calculations. Alternative site testing should not be used Meter Set Up. P meter each time a test strip is inserted correctly for testing blood. If result Test Strip
to calibrate continuous glucose monitors (CGMs). @ “» ” Button into the Test Port. does not fall within range, VidLabe
« Use only TRUE METRIX Test Strips and TRUE METRIX Control Solution with the TRUE METRIX Meter. Increase numbers in Meter Set Up; add ALT Symbol; @ @ > 4 Insert a test strip into the Test Port. repeat test using a new test
* Remove only one test strip at a time from test strip vial. Recap vial immediately. move forward by date/time when viewing results and view Correct Incorrect The meter is working properly if: Full Display strip.
+ NEVER reuse test strips. NEVER wipe test strips with water, alcohol or any cleaner. DO NOT attempt to remove blood or Averages in Memory; scroll through Event Tags to mark All le drop to be d nto Sample Tio until test the full Displ th 500
control sample from test strips or clean test strips and re-use. Reuse of test strips will cause inaccurate results. results (if feature on). . ogv Sample ro% 0 be r(ai“l(\im Ln 0 Sample 1ip lll)n' ! 1 est- ~ Die W ISPy dppears, then A
« NEVER add a second drop of sample to test strip. Adding more sample gives an error message. Eront of Mt Back of Met ing begins (meter beeps and dashes move across Display). ~ the time appears in the upper Control Symbol (Example only. Does not
« Perform Control Tests before performing a blood glucose test for the first time. gt B g acko reter * Do not smear or scrape drop with teststrip. _ part of the Display, agd then, _ e et Control Tt
« Perform Control Tests with more than one level of TRUE METRIX Control Solution. Three levels of control solution are : « Do not apply more sample to test strip after testing begins. ~ the Drop Symbol begins to blink. ol Note: Control Test result shows the Control Symbol in the Display.
available for Control Tests. Contact place of purchase or contact for assistance to obtain control solution. « Do not apply blood or control solution to top of test strip. If an error message appears in the Display, the Drop Symbol |
* ALL parts of the_ TRUE METRIX Blood Glucose Monitoring System could carry blood-borne pathogens after use, even after « Do not insert Sample Tip with sample into Test Port. May meter will not pe.rform a test. See Troubleshooting If COH%‘YOZ Test re;ult is outside range, test again. If
cleaning and disinfecting.? damage meter. or contact for assistance (see contact information result is still outside range, system should not be used
o Cleaning and disinfecting the lancing device and the meter destroys most, but not necessarily all, blood-borne pathogens. - at the bottom of the page). E = 3' Jor testing blood. Contact for assistance (see contact
. . ! ) . Test Strip Vial Label . >
« Wash hands thoroughly with soap and warm water before and after handling the meter, lancing device, lancets, or test strips information at the bottom of the page).
as contact with blood presents an infection risk. © L§T 2_002043/10/31 Eror Message | 12. After result is shown, Strip Release
« Itis important to keep the meter and the lancing device clean. For instructions on how to clean the meter and lancing @ " Button flashes. Hold meter with test strip
dfevice, see Meter Care, Cleaning/Disinfecting and Lancing Device Care and Cleaning. , , = ® ; 311376354 Tqm//t If any segments are missing in the Display when meter pointing down. Press Strip Release Button
« If the meter is being operated by a second person who provides testing assistance, the meter and lancing device should be . 3 137-186 mmollL is first turned on, do not use the meter for testing. to release and discard test strip into
@ Display Screen ;
cleaned prior to use by the second person. play Q)| May 30, 202 ' -
. ) . . . . . @/ 30, 2024 Contact for assistance. appropriate container. Meter turns off.
« The system should be used only on one person and not shared, even with family members. Lancing devices are for single Shows results, messages, user prompts, information. ® Lot Number (ito7) - Used for identification wh tact
person use only and SHOULD NOT be shared, even with family members. @ Test Port 0 f um .e:‘ tOT) - LSed for identilication when contact- U
+ Reuse of devices labeled for single-use may result in product contamination and patient infection. Insert Test Strip h tact blocks faci I for assistance. . _ CONTROL TEST Note: Removing test strip before result displays cancels the test.
- : : nsert 1est Strip here, contact blocks facing up. @ Use By Dates ( g ) - Write date first opened on vial label formi | f g P Py
o If there are symptoms of low or high blood glucose, check blood glucose immediately. If the result does not match the way you ® Strip Release Button s¢ by L Hrst op ey We recommend performing Control Tests to check the perfor- An error message appears and the result is not stored in
feel, repeat the test. If the results still do not match the way you feel, contact a Doctor or Healthcare Professional immediately. . : , Discard vial and unused test strips if either the open vial mance of the system. Memory. Retest with a new test strip and do not remove
: yyou! oo Y Releases test strip after testing for disposal Use By date or the dat ted next to g 11label h % P
~ Low blood glucose (hypoglycaemia) symptoms may be trembling, sweating, intense hunger, nervousness, weakness, and P 8 posal. s€ by date or the date printed next to g on vial label has Control Tests should be performed: before result is displayed.
8 ypogly ymp y g g g @ d which f h P play
trouble speaking. Battery Door . passed, whichever comes first. See the test strip Instructions « To practice before using the system for the first time,
~ High blood glucose (hyperglycaemia) symptoms may be intense thirst, a need to urinate often, dry mouth, vomiting, and Use one non-rechargeable 3V lithium battery (#CR2032), for Use for open vial Use By date. « For practice to ensure testing technique is good,
headache. . ' positive (*+”) side up (see Changing Battery). Use of test strips or control solution past the Use By o Occasionally when using a vial of test strips,
+ Do not use for the diagnosis of or screening for diabetes mellitus or for measuring blood glucose in neonates. ® Meter Label A Dates may give incorrect test results. Discard out-of- « When opening a new vial of test strips,
+ DO NOT perform capillary blood glucose testing on the critically ill. Capillary blood glucose levels when critically ill Contains serial number of meter. date products and test with new products. o If results seem unusually high or low,
with reduced peripheral blood flow may not reflect the true physiological state. Reduced peripheral blood flow may result ® Data Contacts —— o If a vial has been left opened or exposed to extreme -5 TESTING BLOOD
from the following conditions (for example):® Connects meter with computer for data upload ® Control Test Range - Range of numbers in which Control heat or cold, or humidity,
~ shock, ~ severe hypotension, ~ severe dehydration, ~hyperglycaemia with hyperosmolarity, with or without ketosis. P ploac. Test result must fall to assure the system is working properly. « Whenever a check on performance of the system is needed, | OBTAINING A BLOOD SAMPLE
" Your mete shoulanlybe compared 08 lboratory intrament (ellow Springs Insramert (151 recormmended) . not B gy g suspecad (meter s dropped, crushed, | Refe tolncing deice Instructions fr Use for detaled n-
wet, €tc. t ti .
to another meter brand. CONTROL SOLUTION [ CONTROL IS e 1,;)_]1:11 - lancine device i ol . ONLY.
- Note: It is important to perform Control Tests with more than e lancing device is for single patient use -
Control Solution Bottle Label ; For cleaning your lancing device see lancing device's
FOR HEALTHCARE PROFESSIONALS: Full one level of TRUE METRIX Control Solution. Three levels pi 8 Uso W gh P g L with
WARNING! Upon opening the test strip carton, examine the product for missing, damaged or broken parts. Ensure the test v METRIX a of control solution are available for Control Tests. Use con- @ stric éonsf or set. any I;) ur d;m tsht orogg ly Wil
strip vial cap is securely closed. If the product is damaged or the vial cap is not closed, DO NOT use the test strips for testing; Display ol py 2< tact information at the bottom the page for more informa- Zoap an vtva;mt wa eeaftfr tan. th”l? ; metet, ) ancing
product may give inaccurate results. Contact Trividia Health Customer Care for replacement and assistance. Screen et C€sg tion on how to obtain control solution. , evzctg, or 'elsc strips. Lontact with blood presents an
« The system can be used on multiple patients, provided Healthcare Professionals always wear gloves and follow the Cleaning/ TINEERSE [ ' — infection risk. . _ _
Disinfecting section and/or adhere to the infection control policies and procedures approved by their facility. Ranges printed on test strip vial label are for Control » Never share lancets or lancing device. Lancets are for single
o The test strips and lancets are for single-use. Lancing device is restricted to be used on one patient only. ® Lot Numb Used for identificati h Test results only Wfd are not sugges'ted levels for blood use only. Do not TE-use. _
« Venous whole blood drawn into only a sodium heparin blood collection tube must be used for testing. Mix well before use. N ¢ ltm efr (otl) - Used for identification when glucose. Do not drink control solution. » To help prevent false high results, wash hands before using
« DO NOT use venous whole blood collected in sodium fluoride blood collection tubes for testing, as this may cause inaccurate results. 1. Result is from Memory ® S)n ;C llr)lgt or (asgs;sta\rllvci date first d on bottle label How fo Test Control Solufi 'Lhe Z}Istiem to test blood, especially after fruit has been
2. Time, Date se By Dates - Write date first opened on bottle label. ow to Test Control Solution andled.
REFERENCES 3. Event Tag Symbols Discard bottle if either 3 months after first opening or date Use ONLY TRUE METRIX Control Solution with the TRUE | From Fi i
1. Joslin Diabetes Center. Goals for Blood Glucose Control [Electronic Version]. Retrieved June 8, 2015 from http://www.joslin.org/info/Goals-for-Blood-Glucose-Control.html. : . g Y : d g b 1 1 b 1 h d h h : rom lngertlp
2. FDA Pulélic It—)Ieahh Notiﬁcati;)n: Uff OfFingefsgle Devices on More than Ofne Person Poses Risk for Transmitting Blood Borne Pathogens: Initial Communication Update 11/29/2010 [Electronic Version]. 4. Result 1S from 7': 14'; or 30'Day Average prlnte next to @ on bottle label has passed, whichever METRIX Meter and TRUE METRIX Test Strlps' 1. Prepare ﬁngertip by WaShing hands in warm, SOapY water.
3. ifliﬁfvse kfel)r:sarixya}zlipigrlazAmr}lakgrp&&wvéhgrg(s)t"%efhcﬁgsvge %iag::s}zgclg;iigil\g)ggrez;;ﬁ%ﬁﬁgzgh%tcr;Annuls of Internal Medicine, 114:1020-1024, 1991. 5. Test Result comes first. . 1. Check _dat?s on control solution label and o BOAS_ Rinse well. Dry thoroughl . RIS
" Retreved ly 6, 3009: ot go Medicatevics Sty AlrtandNoten TipuandArtcsonbevccSfety semi0937L b, 6. Control Symbol ® Control Solution Level (1, 2, or 3) - We recommend test strip vial label. Do not use control =) | 9, Place end of lancing device equipped with a R
T o dt 7. Battery Symbol testing at least 2 levls of contfol solution. LUse the contact solution or test strips i ther Use By Datc lancet against tip of finger. Lance fingertip. _ tandine e
' Referlz.nce number EN ISO 15197:2015 (E).Brussels: I::guropean Cgmmittlee fzr Standardization; 2%15 8 ¢ o e 8. Alternate Site (ALT) SYmb()l lnformatlon. at the bOttom Of the Page fOI' 1nf9rmat10n on haS passed (COHtrOl SOlutiOﬂ -3 months after 3. Set lanCing device aSide. To help blOOd drOp form, 10W€r
7. Data on file. 9. Drop Symbol - Apply blood or control solution how to obtain different levels of control solution. first opening or date next to i on bottle hand to waist level, gently massaging finger from palm
10. Temperature Symbol label; test strips - after open vial Use By — to fingertip. Allow blood drop to form for testing. Apply
11. Test Reminder Symbol Date (see Test Strip Instructions for Use) or ample to test strip Sample Tip.
P ; , s samp p Sample Tip
12. Ketone Test Alert Symbol date next to g on vial label.) Discard expired 1 owss won || 4 After testing, recap and remove used lancet from lancing
13. Units of Measure products and use new products. (T30, 7070) device. Discard used lancet into appropriate container.
, . . pprop
(Note: Shows both mmol/L and mg/dL in full Display. Unit Tt ised lamcel hiolovical risk Di TTomcer
of measure is factory set and cannot be changed.) 8" inriziy pL:'f)i/e dag)ﬁ;ﬁef tologicat risk. Lispose used lancets
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Obtaining a Blood Sample, cont.
Tips for Forearm Sampling

SYSTEM AND LABORATORY TESTING
The most accurate glucose results come from using fresh,

Set Event Tags, Ketone Alert and Test Reminders, cont.
Test Reminder

Meter Care, Cleaning/Disinfecting, cont.
To Disinfect the Meter:

) PERFORMANCE CHARACTERISTICS

PRECISION: Precision describes the variation between results. There are

1) TROUBLESHOOTING

1) After inserting test strip, meter does not turn on.

Important Notes Regarding Forearm Testing' canill hole blood f he fi : : Up to four Test Remind d be set 1. Clean the Meter before disinfectin f precisi 1 d bility (using blood) and
: = . pillary whole blood from the fingertip. Caplllary whole p to four lest Reminders per day may be set. . g two types of precision results measured, repeatability (using blood) an _
* Check‘}vfuh the Doctor or Diabetes Healthcare Professional | 04 taken from the forearm or venous whole blood drawn Reminder sounds at set time for 10 seconds. (see To Clean the Meter). ' intermediate precision (using control solution). ASO % ACTION
to see 1f forearm testing 1s appropriate. into only a sodium heparin blood collection tube must be used Meter comes with all Test Reminders off. 2. Using a cleaning/disinfecting agent wipe Repeatability: N=100 Test strip inserted upside Remove test strip.
o Results from the forearm are not always the same as results . . with the active ineredients ammonium Mean (mmol/L) 24 48 80 113 178 down or backwards Re-insert correctly.
from the finger. for testing. To set the Test Reminders: Test Reminder hloride with ? 0.25% of each quat SD (mmol/L) ~ 0.09 016 024 039 049 . . Remove test strip. Re-insert
Use finger for testing instead of forearm for mor rate results: | DO NOT use venous whole blood collected in sodium fluoride| | 1. After pressing “ « ” Button to set Ketone Test SHOo crotice Wit S Up 0 B.207 0, €aci quatet: %CV 39 33 30 34 27 sty poow fally st | g strip fully into meter.
* Se INger for Lestng instead of foreari for MOre accurate resuits: : : ; ; i i i SWEY hary ammonium compound and ISOpl‘Ole Intermediate Precision: N=100
Within 2 h f k 1 blood collection tubes for testing, as this may cause inaccurate Alert, Display shows first Reminder setting ' ; ; . . .
~ W t1>tl md l ours o eati)ng,'exerclsef, cl)lr' ta mg.éﬁlsu H:il , results ’ (A-1). To turn Reminder on, press  » ” alcohol (up to 55%) wipe the outside of the Mean (mmol/L) 21 64 184 Test strip error Repeat with new test strip.
~ 00d glucose may be rising or ralling rapidly or their ‘ : « » ) - meter, make sure that all outside surfaces SD (mmol/L) 0.1 02 06
results often fluctuate, When comparing results between TRUE METRIX and a Button. Press * 4 « B‘},tton to turn Reminder of the meter remain wet for 2 minutes. %CV 43 32 34 Dead or no battery Replace battery.
~ If the patient is ill or under stress, laboratory system, TRUE METRIX blood tests should be back t(lOﬁi‘ Press * Butt(zn t,(,) set. o DO NOT USE BLEACH. ' Battery positive (“+”) side
~ If the glucose result may be low or high, performed within 30 minutes of a laboratory test. If you have 2. When “on” is chosen, press "« ” Button. The ot |3. Letmeterair dry thoroughly before using to test. SYfTEM ?tc C}? RﬁCY: Dlab-f}tfs ixgegr;s haveljfg’(;fetsﬁed thz-t 9#; f gltu o Battery in backwards }Irnlzlst face up
~ If symptoms of low or high glucose levels are not evident. | recently eaten, fingerstick results from the TRUE METRIX hour flashes. Press * »” or “ «” Button to set 08:00. | |4. Wash hands thoroughly again after handling meter e e ey e Oy Ve '
| 1 h ith d . the hour. Press  » ” Button to set VARN . > g ! Yy ag : g . at glucose concentrations below 5.55 mmol/L and within + 15% of the medical Meter error Contact for assistance
L S.e ect area. Clean the area with soap and warm water, System can be up to 3.9 mmol/L higher than venous laboratory . « 5. Verify that the meter is working properly laboratory values at glucose concentrations at or above 5.55 mmol/L. The tables :
rinse or usc? an approved disinfectant. DI‘Y thOI‘Ollgle. results.” Diabetes experts have suggested that 95% of glllCOSf? 3. The mlnutes_ flash. Press « ’” or ~ <~ Button bY performing an Automatic Self-Test. See @*\ below show how often healthcare professionals (HCP) and users achieve these 2) After appl in sample test does not start/meter does not
. ub area vigorously or a a warm, dry compress to meter results agree within 0.83 mmol/L of a laboratory system 0 set the minutes. Fress e button to set. i _ goals using capillary fingertip and forearm blood samples when glucose results . .
2. Rub g ly or apply dry compress t Its ag ithin 0.83 mmol/L of a lab Yy 8y to set th tes. P Button to set Automatic Self-Test on how to perform. %ﬁ llary fi df lood samples ! . beep or bey mgtestm ’
increase blood flow. when the glucose concentration is less than 5.55 mmol/L, Meter goes to the next Test Reminder. e | Stop using the Meter and use the contact information at the are not fluctuating. The laboratory reference instrument is the Yellow Springs 4 <.

REASON ACTION

Repeat test with new
test srip and larger drop.

Instrument (YSI).

FOR HEALTHCARE PROFESSIONALS
99.3% of TRUE METRIX fingertip values performed by healthcare professionals (HCP) fell within
0.83 mmol/L of the YSI results at glucose levels < 5.55 mmol/L and within 15% at glucose levels > 5.55

3. Lance forearm. Apply sample to Sample Tip.

and within 15% of a laboratory system when the glucose 4.
4. Discard all biohazard materials into appropriate container.

Jin 1% of 2 oy system v Turn Reminders on and repeat setting the
concentration is 5.55 mmol/L or higher.

time for next 3 Reminders (if needed).
Exit Set-Up

bottom of the page for assistance if:
o Meter display appears cloudy or any display segments are missing,

Sample drop too small
« Markings on meter, including back meter label, are coming

Used test strips and lancets are considered biohazardous. Dispose - -
i i i - « » . o mmol/L. : Repeat test with new test strip.
used test strips and lancets into approved biohazard container. SYSTEM OUT OF RANGE WARNING MESSAGES Press and hold “ « ” Button until meter off or are missing, Fingertip Samples (HCP vs, YSI) for glucose concentrations < 5.5 mmal/L. Sample aPPh‘ild afteé two Apply sample within 2 minutes
_ turns off. Meter also turns off after « Buttons are hard to push on the meter or do not work, — — — minute shut-o of inserting test strip.
From Vein A 2 minutes of non-use. Set-up choices » Unable to insert test strip into Test Port, +028 mmollL +056 mmollL +083 mmollL Test Strip Error Repeat with new test stri
Venous whole blood drawn into only a sodium heparin blood ds blood ol levels are saved. Test Rermrod vl Automatic Self-Test gives an error message. 991156 (63.5%) — —— p p p.
. . . t
collection tube must be used for testing. Mix well before use. Il\/lffeg;e; n’slmc?l?L glucose levels from WW CONTROL SOLUTION CARE Fingertip Samples (HCP vs. YSI) for ghticose concentrations > 5.55 mmol/L Meter Error Contact for assistance.
DO NOT use venous whole blood collected in sodium fluoride f'bl d | " less th 1 ote: If Tes e.m”lil Br's alre sel, tie lest Reminaer oymbo « Write date first opened on control solution bottle label. Within + 5% Within + 10% Within + 15% . . .
blood collection tubes for testing. This may cause inaccurate results. It blood test result is less than 1.1 mmol/L, appears in all Displays. Discard if either 3 months after first opening or date printed 207/444 (46.6%) 364/444 (82%) 4417444 (99.3%) Use contact information at the bottom of the page for assistance.

“Lo” appears in meter Display.

If blood test result is greater than
33.3 mmol/L, “Hi” appears in meter Display.

Fingertip Samples for glucose concentrations between 1.1-33.3 mmol/L

Within + 0.83 mmol/L and + 15%

next to g on bottle label has passed, whichever comes first.
o Store at room temperature (2°C-30°C). DO NOT FREEZE.

30°C

Used lancets and test strips are considered biohazardous.
Please discard them according to the Healthcare Professional's

7 METER MEMORY
VIEW AVERAGES (7-, 14-, AND 30-DAY)

instructions. ALWAYS fm Low (‘Lo”) The A atre ol ro— el o After ?C}}lltluse, wipe bottle tip clean and 5961600 (99.3%) Display | Reason Action
rep eat test to confirm Low 0 € AVErages leature allows you 1o view (D€ average ol a recap tightly. Parkes Error Grid: 100% of individual fingertip glucose measured values performed by healthcare g g ;
HOW TO TEST BLOOD and High (“Hi”) results. If results still blood glucose results within a 7-, 14-, or 30-day period. Con- + Discard any control solution bottles that 2°¢ professionals fell within Zone A of the Parkes Error Grid (PEG). Ig};?ﬁ;x&lh%elygf;é Stgg;;liﬁg

1. Check dates on test strip vial being used. Do not use if display “Lo” or “H_i”, call.the chtor or trol Test results are not included in the Averages. appear cracked or leaking. 100% of TRUE METRIX forearm values performed by healtcare professionals (HCP) fel within ,_ n Invalid finger, forearm or venous whole
either the open vial Use BY date or the date printed next to Healthcare Professwnal 1mmed1ately. 1. (\(N]Eh meter off. press and release TEST STRIP CARE ?I.ﬁorﬁgol/L of the YSI results at glucose levels < 5.55 mmol/L and within 15% at glucose levels > 5.55 | . U Haematocrit l})llOOd'COlblleCtzd Olﬁly in a iogiurll}
& on vial label has passed, whichever comes first. See the « " Button. Display scrolls through « Store test strips in original vial only. Do not transfer test Forearm Samples (HCP vs. YSI)for glucose concentrations < 5.55 mmal/L. emff;rel;ist(s”ocOﬁﬁaécfé‘zzsgs;nce_
test strip Instructions for Use for open vial Use By date. 7-, 14-, and 30-day Average values. strips to new vial or store test strips outside of vial. — S— e -

2. Clean hands and area to be lanced with an approved WMW 2. Meter turns off after 2 minutes « Write date first opened on test strip vial label. Discard vial +0.28 mmol/L +0.56 mmol/L +0.83 mmol/L Temperature | Move meter anii test strips to
disinfectant (i.e. alcohol, soap and water, etc.). Dry ’ “Hi” results are included as 33.3 mmol/L : ' if no buttons are pressed. 7-Day Average and unused test strips if either the open vial Use By date or 13/41 (31.7%) 26/41 (63.4%) 41/41 (100%) error area be_tween 5°C-40°C; wait
thoroughly. : i Notor Tl s the date printed next to {J on vial label has passed, whichever Forearm Samples (HCP vs. YSI) for glucose concentrations > 5.55 mmol/L . u 10 n;lmutes for system to

3. Remove one test strip from vial. Close vial It blood glucose test result is greater ote: 6{; (z; ;irse ?;feerg} Orv?:agz _vaazzsg Z _1;; Xief; . Mui-d C?rlnlejs ﬁrﬁt. c?ete t}llje testf itrltp '?iStruCUtOtHhS f%r U153e f((i)rtopfrrll Within + 5% Within + 10% Within + 15% T"F(())ocl(l)ot/ reac breofg?eq ;n:;ntilslerature
immediately. Use test strips quickly after than 13.3 mmol/L and Ketone Test __ aredisplayed jor /-, %, and SU-ddy Averages. | _ _ Vi?re ; rfsorgec? r%sulsti oI test strips past the Use by dates may 17/59 (28.8%) 38/59 (64.4%) 59/59 (100%) g
removal from vial. et Iy Alert is turned on, “Ketone” appears . % lose vial lmmedlatel After removine test stri Forearm Samples for glucose concentrations between 1.1-33.3 mmol/L Sa mple not h

4. With meter off, insert test strip Contact ~ Test ] in Display with glucose result (see . Y 8 P L0 i r L detected or Retest wit

. : Strip No Averace | ¢ Storein a dry place at room temperature - - - new test strip and
End (blocks facing up) into Test Port. Ketone Test Alert). Ketone Test Alert 8 (4°C-30°C) at 10%-80% relative humidity ] 100/100 (100%) using wrong 1 1
Meter turns on. Keep test Strip in meter When a Ketone Test Alert Symbol appears it does not VIEW RESULTS (N on-condensin g) DO NOT FREEZE P 0% Parkes Error Grid: 100% of individual forearm glucose measured values performed by healthcare test strip arger sample.
U.Iltil testing is ﬁnishe d h k h b Y d d - ]jl bl d - s * e ?o professionals fell within Zone A of the Parkes Error Grid (PEG).
mean that ketones have been detected in the blood. Meter Memory stores 500 results. Once Memory is full, the oldest | ¢ Do not reuse test strip. % Venons Blood Used teststrip; | Repeat with new test trip. Make
_ . . fne ) o . 1 A ) W W .
To mark test s alternate site (forearm) Berform a ketone tet per the lreatment plan, aspre- 1| - resultis replaced with the newest result + Do not bend, cut or aler testsirips in any way. 038l h 15 et v <355 8 i o g 5.5 Teststrip outide | e Sample Tip of tetsrip
result, press “ » > Button. ALT Symbol scribed by the Doctor or Healthcare Professional. 1. Press and release “ s ” Button. » Discard any test strip vials that appear cracked or broken. DO ol 2 F - 3 of vial too long; ouched tob of sarole drov. I
T Pl R T I T T o T S e BV o e e Meter displays 7-, 14-. and 30-d NOT transfer test strips to a new vial or store outside of the vial. . les (HCP vs. YSI) for elucose concentrations < 5.55 mmol/L - Sample on top of | ‘ouched top ot sample drop. it er-
appears in Display. Press “ «” Button to Note: Ketone Test Alert can be turned on or off during Meter eler cispaays /-, "4, and 20-cay Mgmory Symbol Yenous Samples (P vs. T8D fur glocose concentrations <555 mmal fest strip ror persists, contact for assistance.
remove ALT Symbol. Set Up. éVftrageS- Preis apd releaste . . LANCING DEVICE CARE AND CLEANING o kin " o e " o it " :
ST S T Bt T R P I B S S utton again to view most recen Clean immediately after getting any blood on the lancing device ke St e e
Note: If test strip has been out of the vial too long before testing, Control Test result in Memory. If or if lancing devic}é is dir%y. s i oL oA e Meter Contact for
an error message appears upon insertion of the test strip _6 METER SETUP there are no results in Memory, Clean lancine device before allowi Ise to handle it Venous Samples (HCP vs. YSI) for glucose concentrations > 5.55 mmol/L E - L: :
into the meter. Rel d discard old test strip. Us R T RIS dashes appear with the Memor ¢ ican fancing device belore atlowing anyone €ise to handie It. T e S—— error assistance.
info the meler. Release and discard old Lest strip. Use new | Noo. If the meter turns off at any time during - Svmbol PP ) « Do not clean lancing device if there is a lancet inside. — — —
test strip for testing. Set Up, go back to Step #1 under Meter - - ymbol. Remove lancet from lancing device before cleaning. 33/174 (19%) 100/174 (57.5%) 166/174 (95.4%)
> . . Sl “p d rel . . Venous Samples for glucose concentrations between 1.1-33.3 mmol/L : : :
2. Press "~ » " Button and release to To Cl he L D . Test strip error Retest with new test strip.
. . A -—~— Set Up and begin again. G5:EA o Clean the Lancing Device: pe _ p
5. Wait until Drop Symbol appears in Display. Mo i@%ﬁ\ R advance to the most recent blood test. 1. Wash hands thoroughly with soap and Within + 0.83 mmol/L and + 15% b(l)r Vflryl high Iff error persists, ﬁ:ontfact for assistance.
i . « » ( « » ’ 0 - I It t ) i-
o Torm (oee Obraimbrs  Blood Somple). o L. With meter of, press and hold “+” Button Press * » * Buton to srollforward = wate, i E -5 | ot | Lommomuchs o cceen,
(o] ' orm see. {lli’fll’lg a blooa sample). Sagfp},e until the full Dlsplay is shown and a series of ﬂ o thl’OU.gh results or “ «” Button to — 2. Remove End Cap Clean with cleaning %/_t Par%(elerr(l)r fGﬁid:' LOO‘V% of in/;iivfid}lllalpver]l(ousE gluco(g]e‘:ineslsaucred values performed by healthcare than follow a Doctor or Healthcare Profes-
6. %Ylth ftiSttSt?P S?H‘[ln mfe{)elr, tgudch Samgle g beeps sound (after about 10 seconds). Release e scroll backwards through results. Control Symbo agent. Repeat as needed until all surfaces ~ professionalsfll within Zone A of the Parkes Error Grid (PEG). 333 mmol/L) | sional's advice for high blood glucose.
ip of test strip to top of blood drop an «, ; Full Displa i e Py FOR CONSUMERS
Hp blood t pb d P into test tp . L « " Button. Meter goes into Set Up g T,eSt results marked as alternate site are VISIb,ly dean,' . ﬁi”:{;ﬁ! 99% of TRUE METRIX fingertip values performed by users fell within 0.83 mmol/L of the YSI results at ; Retest with new test Strip_
allow blood to be drawn into test strip. SET TIME/DATE display ALT Symbol. 3. Let lancing device air dry thoroughly y glucose levels < 5.55 mmol/L and within 15% at glucose levels Test strip Make sure result is dis-
Removg Sample Tip from blood drop ) «_» o« » Control Test results display the Control before using to test. Replace End Cap. 2555 mmol/L. - removed
2. The hour flashes. To ch play 8 P P layed before
1mmed1ately after the meter beeps and beglns . € nhour 1lashes. 10 change, press » or < .00 Symbol. If no C 1 Test has b Gentl 11 back Armine Barrel and pr Fingertip Samples (User vs. YSI) for glucose concentrations < 5.55 mmol/L during test played betore
i Button on top of the meter to select the hour. | 7™ ymbol. If no Control Test has been €N’y putt bac g parte’ ald press - — — 8 removing test strip.
testing. Press “ » ” Buitton o set done, Display shows dashes and the the Trigger Button. A click will be heard if g L ootin . ontithin Logutin
Note: If meter does not begin testing soon after touching Sample | 3. The minutes flash. To change, press “ » ” or Control Symbol. , 4 {i}e lfﬁf o dteg o fl‘fnmoinr:n%t prop erly. 3718 (50%) 17718 (94.4%) 18718 (100%) o
Tlp to dTOp, discard test strip. Repeat test with new test “ 4 ” Button to select the minutes. Press Test results above 13.3 mmol/L dlsplay ’ as . ands tho Oug Y aga atte Fingertip Samples (User vs. YSI) for glucose concentrations > 5.55 mmol/L - Communication .
. : Set Hour handling the lancing device. Contact for assistance.
strip and new blood drop. If problem S “ 4 ” Button to set. Ketone Test Alert Symbol, when Ketone 8 ¢ g he b f bace for assi £ Within + 5% Within + 10% Within + 15% error
persists, see Troubleshooting. 4. Repeat Step 3 for the month. dav and vear N Test Alert is turned on during Set Up. UseN}',orll(t.act o 0fma§10ndat‘g ¢ bottom of p a%fe or assistance it 39/82 (47.6%) 65182 (79.3%) 81/82 (98.8%)
. . - = . P P > & yeak Tests marked Wlth ?l’l Event_ Tag shows : Triar é?%su(t)tlz)naﬁzird{gt 0 exﬁgﬁ are coming ot Fingertip Samples for glucose concentrations between 1.1-33.3 mmol/L
7. Dashes appear across Display to show meter is 1 0718 TN o8 the Event Tag icon in the Display. Event Tag &8 push, Within £ 0.83 mmoUL and £ 15% Low or Low: About 50 tests can be done
: AN N 2RSS (Before Meal Icon - shown) | o End Cap does not go back on, -
testing. Metor Toat . . 997100 (59% before battery dies.
8. After the test is finished, result is displayed o3 Set Mi » Arming Barrel does not click when gently pulled back. — e Dead: Battery Symbol appears
. g : et Minutes Parkes Error Grid: 100% of individual fingertip gt d values performed by users fel withi :
The Strip Release Button ﬂashes. 8 SYSTEM ARE ' : CH ANGING B ATTERY Zg;eez olf‘rtﬁz P;:kes Erroro(‘,lr?dlzlll)]glé‘,a) . ngertip glucose measured values performed by users tell within g battery - d beeps be f()re meter turns o ff
. o Store systern (meter, control SOIuthﬂ) test str IPS) In carry- A meter with a low battery displays Battery Sym_ 98% of TRUE METRIX forearm values performed by users fell within 0.83 mmol/L of the YSI results at
To mark the result with an Event Tag, Set Month Set Day Set Year ing case to protect from liquids, dust and dirt. Do not keep | o] while continuing to function. A meter with a glucose levels < 5.55 mmol/L and within 15% at glucose levels
Event Tags must be turned on (see Note: Meter b ti tting i d system in an area where it may be crushed (i.e. back pocket s ' 2535 mmallL. - o o Do not use meter
oie: eter eePS every time a seiting 1s conﬁrme Vi y e ‘;P h > dead battery d1splays Batter Yy Symbol, beeps, and Forearm Samples (User vs. YSI) for glucose concentrations < 5.55 mmol/L Broken .
« » . v f t t

Set Event Tags, Ketone Alert and Test (“« ” Button is pressed). drawer, bottom of bag, etc.). o056 : i " ” — - or testing.

: . P : ? then turns off. To replace battery: Within Within Within - - - Display :

Reminders). The Event Tag icons flash. « Store in a dry place at room temperature «° A +0.28 mmol/L +0.56 mmol/L +0.83 mmol/L Contact for assistance.

Low

Note: Use non-rechargeable 3V lithium battery (#(CR2032).

(4°C - 30°C) and at 10%-80% relative humidity
(Non-condensing). DO NOT FREEZE.

+ Allow system to sit at room temperature
for 10 minutes before testing.

21/41 (51.2%) 32/41 (78%) 41/41 (100%)
Forearm Samples (User vs. YSI) for glucose concentrations > 5.55 mmol/L

Within + 5% Within + 10% Within + 15%

Note: Event Tag must be marked prior to
the removal of test trip from meter.

oY
[in]
3

A

Out of range

A

Retest with new test strip.

SET EVENT TAGS, KETONE ALERT AND TEST REMINDERS
Meter comes with Event Tags, Ketone Test Alert and all Test

g

[a—

Lift tab on Battery Door.

n.n

Press "»" or "«" Button to go to the Event Tag : . : . 21/59 (35.6%) 39/59 (66.1%) 57159 (96.6%)
E T p « ? » B (Before Meal Icon - shown) Remlnders Oﬂ:. METER CARE) CLEANING/ DISINFECTING 2. Turn meter .over. Whlle holdlng meter 1n | Tab Torearm Sampies for alacose concentrations between 11333 mmol/L l .. _ High results If result is Stlll
correct kvent lag. Fress utton to « Cleaning removes blood and soil one hand with Battery Door facing down, || = “H” (Hi
mark the test result with an event (icon  (— N o g -caning . . ’ Y 8 ’ Battery Within + 0.83 mmol/L and + 15% > 33.3 mmol/L Hi” (High)
tops flashi Note: If the meter turns off at any time during Set Up, go back disinfecting removes infectious agents. tap meter gently on the palm of your Door = —= or
stops flashing). Top of Meter to Step #1 under Meter Set Up and begin again. « Clean immediately after getting any blood other hand to loosen and remove battery. . __ 287100 (98%) N - Low results “Lo” (Low)
Event Tags are as follows: on the meter or if meter is dirty. Wipe 3. Discard old battery into appropriate Parkes Error g;:ﬂe:%‘ﬁ/gfggg‘g%gf‘“eafm ghucose measured values performed by users fell within < 1.1 mmol/L contact a Doctor or

@ Before meal —test was taken just before a meal,

¥ After meal ~test was taken after a meal,

4 Exercise - test was taken during or just after exercise,

Q Medications - medication taken may have affected test result,
® Sick - test was taken when sick,

Event Tags
Event Tags are used to mark a test result that was taken
during a specific event.
1. After setting the year, press “»” or “ «”
Button to turn Event Tags on or off. Press g
“« 7 Button to set, then the Meter goes to

Top of Meter

o Clean and disinfect the meter before

« Do not clean the meter during a test.

meter with a clean, lint free cloth dampened
with 70% isopropyl alcohol. Repeat if need-
ed until all meter surfaces are visibly clean.

allowing anyone else to handle it.

container.

4. Insert new battery, positive (“+”) side
facing up. Close Battery Door.

5. Press “«” Button to turn meter on. Check time, date, Event
Tags, Ketone Test Alert and Test Reminders (see Meter Set
Up). If meter does not turn on, check that battery was installed

USER PERFORMANCE EVALUATION: A study evaluating glucose values from fingertip capillary
blood samples obtained by 100 lay persons showed the following results:

100% within + 0.83 mmol/L of the medical laboratory values at glucose concentrations below 5.55
mmol/L and 98.8% within + 15% of the medical laboratory values at glucose concentrations at or above

5.55 mmol/L.

SYSTEM SAFETY INFORMATION

Healthcare Professional
immediately.

If error message still appears, any other error message appears, or
troubleshooting does not solve the problem, contact for assistance.

¥ Other - any other re?s.on that t(llle. tf:}t s ulnl(%luel Oi different set Ketone Test Alert. » Cleaning (see To Clean the Meter) must occur before disin- prope‘:rly.“lf not, remove and reinsert battery. Turn meter on by ELECTROMAGNETIC COMPATIBILITY Interference from the meter to other electronically driven equipment is not
in si;)mi wayt (et>}(lamp e: Sttrlrfsi)thrl? 1tng a Tto 0 ):[ n y(()iur Ketone Test Alert fecting (see To Dzlsmfzct thellMeter) - ) pressing “ o ” Button. Contact for assistance if problem persists. |  [The TRUE METRIX meter was tested and found to comply with the electromagnetic emission and anticipated.fT}l:e (eiledmmagneﬁc environment should be evaluated prior to
OBDO0%, NOE TE Teason that T1e test Tesu  Was H888CC: | When a blood glucose result is over 13.3 mmol/L » Never put meter in liquids or allow any liquids to enter the Test Port. | Note: If pattery is out of meter or dead too long meter may resetto | [mmunity requirements as secified in IEC 60601-1-2 Edition 4.0. The meters electromagnetic ~ peration of the device | AR,
Seeing a result with this Event Tag in the meter Memory 5 : : ' ’ o Let meter air dry thoroughly before using to test. ¢ f battery fm : 0ore ) : emission s low. The TRUE METRIX has met the following requirements of 60601-1-2, Edition 4 Do not use the meter in a very dry environment, especially one in which
reminds vou that there is more about this test result in the the Ketone Test Alert is a reminder to check your To Clean the Meter: original factory settings. Verify settings are correct after replacing . . synthetic materials are present.
log bo okyRe cord result in log book ketones per the treatment plan. ) 10 V\?alﬁ h € d et:her. My with dwat battery by going into Meter Set Up and checking time, date, Ketone EMCTest Compliance Information Do not use the TRUE METRIX meter close to sources of strong electromagnetic
9 Hg 1d ‘ h 08 200% d —[ 2. Press “»” or “ «” Button to turn Alert on b 5 Mals( anes torgugﬂyvgl tsq[ag[ ane watet. Testing Alert, and Testing Reminders. Change if needed. Results in Radiated Emissions CISPR 11 Class B limits radiation, as these may interfere with the proper operation of the meter.

+ Hold meter with test strip pointing down. or off. Press “ « ” Button to set, then the Me- Alert » Viaxesure éneUe_r 180 l_an f a esl shrlp 18 Memory are not deleted and time and date on the results does not ucted Emissons Vo Notaoolich Do not use electrical equipment, including antennas, closer than 12 inches
Press Strip Release Button to Fhscard test ter goes to set Test Reminder. not inserted. Using a lint-free clot _ change if battery is dead or removed for any length of time. Conducted Emissions Voltage ot applicable to any part of the TRUE METRIX meter, including cables specified by the
strip in the appropriate container. Meter ' dampened with 70% isopropyl alcohol, wipe \ Radiated RF EM Fields 10v/m, 80 MHz- 27 GHz, 80% AMat T kHz | manufacturer.
turns off. Result is stored in Memory with m When a Ketone Test Alert Symbol appears, it does outside of meter until clean. DO NOT USE BLEACH. Battery is not rechargeable. If you have a cable or a cradle —— o — : " Blood Glucose Monitoring System Components
date and time. not mean that ketones have been detected in your 3. Rub the entire outside of the meter using for downloading results to a computer, DO NOT plug the USB Prosimity fields from RF wireless communications equipment | Per table 8.10 « TRUE METRIX Blood Glucose Monitoring Meter

. ' ' blood. 'Perform a ketone test per the treatment plan, as 3 circular wiping motions with rr.loder.ate . c‘ cable end into an adaptor for an electrical outlet or use any Power Frequency Magnetic Fields 30 A/m, 50 Hz and 60 Hz « TRUE METRIX Blood Glucose Test Strips

Note: Removing test strip before result displays gancels the _ prescribed by the Doctor or Healthcare Professional. pressure on the front, back, left side, right side, \ other type of charger. Trying to recharge the battery or power FlecticalFast Tansients / Bursts Not appliable « TRUE METRIX Control Solution « Lancing Device « Sterile Lancet

test. An error message appears W’ld' result is not stored in top 'flnd bottom of the meter. Make sure no = the meter by plugging into an adaptor for an electrical outlet - Kit may contain one or more of the components above.

Memory. Ret‘?St W’th a new test strip and do not remove liquids enter the Test Port or any other : may cause meter to catch on fire and/or battery may explode. Surges Not applicable Other accessories may negatively affect EMC performance.

before result is displayed. opening in the meter. Discard used wipes. . o , Conducted Disturbances induced by RF felds Not applicable No adverse events to the Patient and Ogerator are anticipated due to

4. Verify that the meter is working properly wﬁ\ Battery might explode if mishandled or incorrectly replaced. : : : electromagnetic disturbances because all electrical components of the
Used lancets _and test strips are considered biohazard- by performing an Automatic Self-Test. See @ Do not dispose of battery in fire. Do not take apart or attempt Voltage Dips and Voltage Interruptions Not applicable TRUE METRIX meter are fully enclosed.
2> ous. Please discard them according to the Healthcare Automatic Self-Test on how to perform. to recharge battery. Dispose according to local regulations. Electrostatic Discharge +/-8KV contact; +/-15kV air discharges.

Professional’s instructions.
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