RE4UKT16 Rev. 55 | (@) SYSTEM SPECIFICATIONS -1 GETTING STARTED How To Test Control Solution, cont.

[ u Result Range: 1.1 - SYMBOLS: . . 2. Allow control solution, vial of test strips and meter to
ge: L1-33.3 mmol/L : Meter comes with pre-set time and date. The Event Tags : ) - P
Sample Size: 0.5 microliter (0.5 pL) Biological Risks S 8% adjust to room temperature. Write date first opened on
! TRUE 1 e e Sample: Fresh capillary whole blood, venous whole blood collected @ 8 Ketone Test Alert, and a II Test Reminders are off. Before using both control solution bottle label and test strip vial label
™ EL—-' 1 Blood Glucose Monitoring System in sodium heparin blood collection tubes, or control solution Sterilized Using Irradiation the meter for the first time or after a bgtter y change, check the when using for the first time
H B ME I IR 1)< 1nstructions For Use (IFU) Test Time: Results in as fast as 4 seconds & Do Not Resterilize time, date, Event Tags, Alert and Reminders, and update as 3. Gently switl or invert cont 1 lution bottle to mi
Result Value: Plasma values needed (see Meter Set Up). . Gently swirl or invert control solution bottle to mix.
CONTENTS Assay Method: Amperometric ® single Use DO NOT SHAKE!
Power Supply: One 3V lithium battery #CR2032 (non-rechargeable) Th h ip is i di he Test P 4. R ip ial. Cl ip vial i -
] r PRy . Y g C 1 Soluti e meter turns on when a test strip is inserted into the lest Port | 4. Remove one test strip tfrom vial. Close test strip vial imme
QP [mportant Information About Your System  Front page () Meter Setup Battery Life: Approximately 1000 tests or 1 year ontrol solution or when “ « ” Button is pressed (see Meter Memory and Meter Set diately. Use test strip quickly after removal from vial.
Automatic shut-off: After t tes of p Y ¥ P quicKly
Intended Use Set Time / Date Hhomatic S\,\}lei_;ht; 47 gaxg Tnues of non-tse ® @ @ Control Level Up). 5. Insert test strip into Test Port. Meter
i 0 i Size: 8.7x55x1.7 Serial Numb .. t .
Important Health and Safety Information r Set Event Tags, Ketone Test Alert and Test Reminders Memory S;ze: Sooxglucgse results and 1 control result % ena_ e Meter turns off when the test strip is released or removed from ww

72 efrenes —— L7 Meter Memory Back page Operating Range (Meter & Test Strips For Blood Testing) : Caution the meter, “ » ” Button is pressed, or after 2 minutes of non-use. | Note: éf test strip has been out of the vial too long i @

stem Specifications Front . - 14- _ : : - . . testing,

- W . p . - ront page View Averages (7-, 14-, and 30-Day) Relative Humidity: 19-90‘%2 (Non-condensing) ” Use-By Date Turning the Ketone Test Alert on sets a reminder to check your ef ore Les l;’lg m}i;;m: n;’e‘;sqge, atpp:;rs []
Operating Range / Chemical Composition View Results g:;g:fgg:ietf goﬂjo'i%; #™ Keep Dry ketones per your treatment plan when a blood glucose result is ZI;OZ ellnesaesre l;;; dodis cizrfls Olsdrg S;Zt(r)ip eUTee_ nsert Test Strip
Expected Results r8 System Care Back page Altitude: Up to and including 3109 metres . over 13.3 mmol/L. , i i .

\° ek pag 8 (1 ¢ new test strip for testin
: e . X iy onsult Instructions for Use. 4 8
Note: Use within specified environmental conditions only. - . .
Symbols Chart . > . P y or
- Meter Care, Cleaning/Disinfecting Chemical Composition " emperature Limit Test Reminders are set like an alarm clock to sound a tone for 6. Wait until Drop Svmbol .
&P Know Your System Front page : . : & P 10 seconds to remind you to test. Up to four Test Reminders - VAt UL UTOp Symbolappearsin -~
Control Solution Care y p
Test Strips: Glucose dehydrogenase-FAD (Aspergillus sp.), Display. Keep test strip in meter until testin
Meter . : e 1 (ASpergiius sp % per day may be set pay. fheep P 8
) Test Strip Care Control Solution: %es[ilat(zirs,lbuffers l;mf(} stabl'hzerg£ - t Humidity Limitation y may : is finished. (&)
Test Strip Lancing Device Care and Cleaning OMErot Sotution: - WATCT, €= US0SE, DUIELS, VISCOSITY eRfiancing agent " Event Tags allow you to tag your blood glucose results to link o sombol
. salts, dye and preservatives. [LoT| ; p Sy
| glontrol Solution LOT| Lot Number to the following events: NW
. i . ote: T >
% Getting Started EXPECTED RESULTS Invitro . . @ Before meal -test was taken just before a meal, ¢St ST 15 remayen bejore KEAng 1 Jinisned, an error
- Back page E d Blood GI Results f le without diabetes:! Diagnostic Medical Device message appears. Release and discard old test strip. Use
Quality Control Testing r Xpected Bloo uco;le esuBtls (éré’f ope vlglt (iut 1abetes: Authorized Representative in ¥ After meal ~test was taken after a meal, new test strip for testing.
Automatic Self-Test P Back page Before breakfast asma DI00 <‘15C(6)5;r§§1‘;1f the European Community & Exercise - test was taken during or just after exercise,
. . . . 3 . . ith , 1 soluti
- Control Test Pl Messages Back page Two hours after meals < 7.8 mmol/L UKRP UK Responsible Person Q i\gselillltcatlons medication taken may have affected test 7 [\)/\(thtﬂecjgsfg?ggsvi tgla r& ;:Zr::tg (r)1 esgrl(l)t;o&
| 5 Testing Blood Front page (§¥4 System Safety Information Back page Importance of Blood Glucose Monitoring u Manufacturer ® Sick B test was taken when sick. or control solution onto a clean tissue. Wipe
. e A D 3 3 ) . . i . . .
Obtaining a Blood Sample (Front page) Electromagnetic Compatibility rang(égt;rreofi)rHlii)lgcllcglrsg(’)rs (;fizzﬁzalggigﬁgzth&gggtgﬁ Egstssrtezigl(tisﬁﬁﬁitr?i;gegte t M Date of Manufacture ®  Other - any other reason that the test is unique or different g oéfbc;ttle tip and ilscardftlssue. | soluti e Contrel
How to Test Blood (Back page) range shows how well a treatment plan is working to control glucose levels. Keeping @ Single Patient Use Only in some way (example: stress, drinking alcohol). In your + ently squlelezg 2 r(f)p 0 Coél trlo 50 utlmfl il Solution
System and Laboratory Testing (Back page) Y D . : , logbook, note the reason that the test result was tagged. onto a small piece of unused aluminum 01l Drop on Tissue
pag results within target range helps slow or stop complications from diabetes. NEVER " Waste Electrical and Seeing a result with this Event Tag in the meter Memory 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. /- Electronic Equipment reminds you that there is more about this test result in 9. With test strip still in meter, touch Sample AM
. . Sample I
your log book. Tip qf test strip to top of drop of cpntrol —
sy KNOW YOUR SYSTEM Tagging results helps track the effect specific events may s;)lp t1%n. AHOV: dtro%) to F ¢ drecllwn mt}? test ¢ CEHE
| IMPORTANT INFORMATION ABOUT YOUR SYSTEM METER TEST STRIP have on your blood glucose test results. Event Tagging may ;rlp ' elg%"e - ts i}p rom drop when meter
INTENDED USE Top of Meter Top of Test Strip assist you and your Doctor or Healthcare Professional with 10 Dee;;ls and begins tes mﬁg. Disol h - T=
The TRUE METRIX Blood Glucose Monitoring System is intended for the quantitative determination of glucose in human whole managing your diabetes. ) mii ere ?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 & Meter Testing
System is intended for at-home use (self-testing) and for use by Healthcare Professionals in both physicians’ offices and in acute - , Note: If meter does not beep and begin testine soon after drawing
G ; lesting, y b - e End - _ ote: If meter does not beep and begin testing soon after drawin
and convalescent-care bedside testing facilities in order to assist in the management of diabetes. D“ <«” Button . gginntg ;tp. nd - Insert into Test Port with contact blocks ;fO ilssurefflcc%rate ka'n(jl reléablelr fSUltS,tthf = Lj;) sample, release a;fd discarg test Smjg,, Repea];t test with 8
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 ystem OLers two Xinds ol quality contro new test strip. If problem persists, see Troubleshooting.
: P; TEIC Y. ple 1ip p p p p tests. These tests ensure that the System is
IMPORTANT HEALTH and SAFETY INFORMATION move backward by date/time when viewing results and blood or control solution) after Drop Symbol appears in the | | working properly and testing technique S 11. Compare meter result to TRUE
For the most accurate results using TRUE METRIX: rAe\;erlisg%sflg i\t/Ierrélg;};; scroll through Event Tags to mark Display. is good. > . Contlsol Tost ramgo printed METRIX
+ Read all product instructions for use before testing. Y 4 ' Note: Tnsert test strin into meter before touchine Sample Tip to e on test strip vial label for Control Soluti
+ Use of TRUE METRIX in a manner not specified in this System Instructions For Use is not recommended and may affect @+ ” Button Note: i};;(e;it ;ﬁ;ﬁ;ﬁ;g‘(ﬁ?y}gﬁf;%% touching Sample Tip to AUTOMATIC SELE-TEST e level of coé)trol solution Botie Labl
ability to determine true blood glucose levels. Turn meter on to view Average values, to view results in : . _ ou are usine. If result is in 1734 mmoll
« 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 ‘ An Automat_lc Self-Test 15p grf_ormed by the y & bk 222%
o . o ; A : Sample Placement ¢ ht test st ted {l range, system can be used
« Alternative site (forearm) testing should not be used for insulin dose calculations. Alternative site testing should not be used Meter Set Up. mf etrhea% tli)ne‘? eststrip 1s mserted correctly for testing blood. If result Teu Srip
to calibrate continuous glucose monitors (CGMs). ® “» ” Button 1o the Lest FOrL. does not fall within ran VialLabe
) o . g6
o Use only TRUE METRIX Test Strips and TRUE METRIX Contr_ol Solutlol} 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 sftnp Ylal. 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 « Allow sample drop to be drawn into Sample Tio until test the full Disol h 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). o beains I()me ter% dV(\il L pie 11p 111) ! 1 es) i ~ the lull Lisplay appears, then e
« NEVER add a second drop of sample to test strip. Adding more sample gives an error message. Front of M. Back of M 1ng begt €eps and dashes Move across Lspiay). ~ the time appears in the upper Control Symbol (Example only. Does not
o Perform Control Tests before performing a blood glucose test for the first time. ront of Meter ack of Meter » Do not smear or scrape drop with teststrip. _ part of the Display, agd then, _ e reeresentacual Contiol Testranges) |
« 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 | ————————
o 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 perform a test. See Troubleshooting If Control Test result 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
+ Cleaning and disinfecting the lancing device and the meter destroys most, but not necessarily all, blood-borne pathogens. Test Strip Vial Label at the bottom of the page). E - 3 for testing blood. Contact for assistance (see contact
« 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).
. . A 1-003
as contact with blood presents an infection risk. _ . ' L§T a0 (3) Error Message | 12. After result is shown, Strip Release
o Itis important to keep the meter and the lancing device clean. For instructions on how to clean the meter and lancing \ 1734 mmoL Button flashes. Hold meter with test strip
. . .. . . . . J7-3.4  mmo i
}ife\ﬁce, see Mefr. Care, Clean(zinbg/DzsmfeCan and Laﬁcmg Dg(\i/zce Care and Cleanzng.h t lancine device should b ® , 1565 mmot If any segments are missing in the Display when meter pointing down. Press Strip Release Button
. lt e rcriletqr 1s being gPe}rlate Y; second person who provides testing assistance, the meter and lancing device should be @ Display Screen 3137186 mmollL is first turned on, do not use the meter for testing. to release and discard test strip into
cleaned prior to use by the second person. ' . . ' . i , @|_May 30, 2024 Contact for assistance. appropriate container. Meter turns off.
pprop
« 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 (1) - Used for identification when contact-
person use only and SHOULD NOT be shared, even with family members. @ Test Port . . ]
+ Reuse of devices labeled for single-use may result in product contamination and patient infection. Insert Test Strip here, contact blocks facing up. ® irjlg flc;r z};Sl:tarzcg.) Wite date first d on vial label CONTROL TEST : Note: Removing test strip before result displays cancels the test.
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 D?e yd a les k § 1;11 ¢ date rst fope}rlle ﬁn viat’a 'el. 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. 1 i af . - iscard vial and unused test strips 1f either the open via mance of the system. Memory. Retest with a new test strip and do not remove
~ : ; oo : i > vi . 1
i | hvposl Releases test strip after testing for disposal Use By date or the date printed next to g on vial label has
Low blood glucose (hypoglycaemia) symptoms may be trembling, sweating, intense hunger, nervousness, weakness, and X , . X Control Tests should be performed: before result is displayed.
8 ypogly ymp y g g g 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 rzf)r,l,—re'char geable 3V lithium battery (#CR2032), for Use for open vial Use By date. o 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,
. DOhN(?lT pzrform }fapill{;ry (lj)lf(]md glucose tesftling %n the criﬁicallly ill. ?apillarlgf lcailooccl1 glucoie le\lreb}ls Wgeflll critically illl 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 . - « Ifavial has been left opened or exposed to extreme - TESTING BLOOD
from the following conditions (for example):® Connects meter with computer for data upload ® Control Test Range - Range of numbers.m whlgh Control heat or cold, or humidity,
~ shock, ~ severe hypotension, ~ severe dehydration, ~hyperglycaemia with hyperosmolarity, with or without ketosis. ’ 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
o All meter blreilndsl gerfi)rr];l differentlér. Testlr%sults frorp one meter( grﬁnd té) apotth:r may Vary.('gslg is why test Ees(il)lts féom (2) « If meter damage is suspected (meter was dropped, crushed, | Refer to lancing device Instructions for Use for detailed
your meter should only be compared to a laboratory instrument ( Yellow Springs Instrument recommended) and not wet, etc.) instructi
to another meter brand. CONTROL SOLUTION | CONTROL . |/|nstructions. __ ' .
Control Solution Bottle Label Note: It is important to perform Control Tests with more than A ghe llancmg devzcel zsfqr szgglg patzerllt use Ofi\]m'/' ,
FOR HEALTHCARE PROFESSIONALS: one level of TRUE METRIX Control Solution. Three levels or cleaning your lancing device see lancing devices
WARNING! Upon opening the test strip carton, examine the product for missing, damaged or broken parts. Ensure the test Fl.lll MeTE o ¥ of control solution are available for Control Tests. Use con- @ Instructions for Use. Wash your hands thoroughly with
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 (O]t cs 22 3 tact information at the bottom the page for more informa- soap and warm water after handling the meter, lancing
product may give inaccurate results. Contact Trividia Health Customer Care for replacement and assistance. Screen i SS a5 7 tion on how to obtain control solution. device, or test strips. Contact with blood presents an
« The system can be used on multiple patients, provided Healthcare Professionals always wear gloves and follow the Cleaning/ = - — 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 Number ([ta7]) - Used for identification wh Test results only and are not suggested levels for blood use only. Do not re-use.
« Venous whole blood drawn into only a sodium heparin blood collection tube must be used for testing. Mix well before use. _ conta;in for assistan sed foridentiiication when glucose. Do not drink control solution. o 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 g for assistance. - the system 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
, @ Use By Dates ( £ ) - Write date first opened on bottle label How to Test Control Solut handled.
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 Fingerti
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. . rinted next to g on b Ottle lab el h d h h . g p
2. EDA Public Health Notification: Use of Fingerstick Devices on More than One Person Poses Risk for Transmitting Blood Borne Pathogens: Initial Communication Update 11/29/2010 [Electronic Version]. 4. Result is from 7-, 14-, or 30—Day Average p X as passed, whichever METRIX Meter and TRUE METRIX Test Strlps. 1. Prepare flngertlp bY WaShing hands in warm soapy water.
5. At .11, Dooniapats, A uket NLA. Choroo N L Redd. . Fingir ek Glvtos Deterination i Shock Annlsof ternal Madiine, 1141020-1024, 1591, 5. Test Result comes first. 1. Check dates on control solution label and ton siowis i
4. US. Food and Dru, Agministrat]ion Blood Glucose Meters, Getting the M%stOutonour Meter. [Electronic Version] ! ' ' 1 b 1 @ C t 1 S 1 t' L l (1 2 3) W d 1 1 Rlnse well DI'Y thoroughly’ ‘Ei@/ <
" Retrieved July 6, 20gO9: www.fda.gov}MedicalDeVices/Safet’y/AlertfandNotices/TipsandArticles.onDeviceSlafetyhllcmi09371.htm4 6. Contro Sym 0 01.1 rol Solution Leve » 5 005) - . € recommen test S_trlp vial label DO nOt use control 2. Place end of lancing device equipped with a 0 '9.
g quipp S
5. Larsson-Cohn U: Difference between capillary and venous blood glucose during oral glucose tolerance tests. Scand J Clin Lab Invest 36:805-808, 1976. ‘ 7. Battery SYmbOl teStmg at least 2 levels Of control solution. Use the contact solution or test Strlps if either Use By Date 1 1 1 P
6. European Committee for Standardization. In vitro diagnostic test systems. Requirements for blood-glucose monitoring system for self-testing in managing diabetes mellitus : : : : 5 . lancet agalnSt tlp Of ﬁnger‘ Lance ﬁngertlp' Lancing Finger
Referenc;]number ENISO 15197:2015 (E). Brussels: European Committee for Standardization; 2015. A 8. Alternate Slte (ALT) SYmb()l . lnformatlon. at the bOttom Of the Page fOI' lnfqrmatlon on haS passed (COHtrOl SOluthﬂ - 3 months after 3, Set lanCing deVice aSide. TO help blOOd dI’Op fOI’m, lower
7. Data on file 9. Drop Symbol - A%pl%f blood or control solution how to obtain different levels of control solution. first opening or date next to g on bottle hand to waist level, gently massaging finger from palm
10. Temperature Symbo label; test strips - after open vial Use By L to fingertip. Allow blood drop to form for testing. Apply
11. Test Reminder Symbol Date (see Test Strip Instructions for Use) or " sample to test strip Sample Tip.
12. Ketone Test Alert Symbol date next to Jon vial label.) Discard expired | 2 w5 it | | 4 After testing, recap and remove used lancet from lancin
13. Units of M d d d -1 testing, recap : . ncing
. ( l\rlnts OS h easl‘;rteh VL and mg/dL in full Display. Unit products and use new products. (30, 2024) device. Discard used lancet into appropriate container.
ote: Shows both mmol/L and mg/dL in full Display. Uni ——— .
of measure is factory set and cannot be changed.) Trec;)tpused cliancetts as a biological risk. Dispose used lancets
in approved container.
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