EXPECTED NORMAL VALUES

The reference range or seum TSH cnceniration
in norml Subjects virid based upon the fubjec's
age and the assay methods wsed. TSH wiles in
nomal subjects veraps 05 o S.OmILL (Daniel,
(3H, Mertin, JB.., Neuroendocring Regelation and
Drsaases of e Anisiier Py and Hypomatam e,
inWikon, JD, Braumasld, £, Iselsachar K, ol dl
Harrison's Principles of intemal Medicing, 1Mh
Ediion, McGraw-Hil, Inc., NY, WY, 1881, p. 1666).
&n elevaled TSH lewel s a sensiiva indicator of the
undampriduction of T4 By e tryroid plend et i
prirmary hypofyenidism. Suspact prirarny
when TSH = 5 milL

WAIVER PERFORMANCE

A& Shufy was conducied &t thres geographical
loeations using 20 lsy usars & aach she o a total
of 6 by users, The by users were given only the
writhisn irgsiructions: by pariomn the biting. No
coaching or kining was provided, The lay users
had no prior expensnce or training in festing
lahormiony devices. Each ey wrser tested 5 pre-cpied
sampies for a ol ol 300 esl resulls. The valees
fior the samples win detirmiced using the DPC
Immukie 2000 3nd generation TSH methadology
which ks sandardized to 3nd IRP (WHID) 81556
Fefarenca Maiznel. The resulis of the siudy ara
STl i the tahis bediras

Aclugl | Expacisd | Accumcy

walue |rasull(n) | of ley user

346 | Napalies | 10000 (BOSB)

miliiL | &) isaac:pu-r. 100.0%)
419 | Napatiee | 03,39 (5040

milliL | (500 5% Ci: (5n.0% - S9.8%)
514 |Posfwe | BOLOFG (540600

millliL | (G B5% Cl: (r.8% - iR}
5T |Posfive | 0.3% (Sa0E0

milliL | |6l B5% Cl: [51.0% - S5}
641 |Posiva | 1000% S060)

milliL | (B0 05 Tl .09 - 100.05%)
The watvid sthudy with sixty (50) nr-users at thie
(3 sl damonstraied minimal amaong-sits precesion.

Ohverall Agraament = B7 7%, which was nat
statisfcaly significant {p value - 1.000).

Sensitiviy

Sansiyity whon compared o & predicate
sacondthind gerereton TSH aesay = 1005 At

CLRolT level o S milL +-<10% = S8 5% or 128°31

Specificity

Epeciicty when comsared o predicale sscondAhind
peneration TSH immunoasay = BA5%. & cutolf
bavel of S mILVL = <10% = 96.5% or 127131
Aezumcy

A comaiation study was. parformad Lesing 240 sievetd
T5H and nomnal TSH blood specimens assayed wih
the L Losamead Ine TRymid fieed snd a comesarc aly
#aiable 2od or Jrd gerisation TSH assry ki

Gammirgal TSH &1 | Thyrolrek Widafieed TEH resay
sBmillL <5 milkL
167 [ milli) 2 153

T3 [=5milL) 1) 1

Pracisicn

The praceaon of the CLIPsamed Inc. Thynoud fesl was
detenmned ueng replcats sesaye of samplse fom lhiee
difiaraal serem pooka, wilh ki om Tees dfaenl
prouction kols Each spicimen sisple was s Bioegh
ten paralinl axsays. The dala showed W% precizion
for the duplcates of each sample sd 100F% prects s
trom differant lotg

Interiprence Cata

(e hormoris and commonly found substances
wire [esad fo show et these substances do not
interfesre with he CLwsived inz. Thyrod Tesl recuis

& HGS in concentrations up by #2500 milkmi
b LHFEH in ooroemrations » 25 millinl
L. Hamainem hatieen 14— 655

d. feotemia weth BUN up 1o 70 mg% and cresinine
up b 86 mg%

B, Hypanghytmiia wilh blocd sugars upio TOT mg

F. Hyperfipidemis with sarum Fighuarndes up o
B mge

HEG WH 131 1RP M Mg b Pzt

2] ﬁ i8d FP | 2000 millvel | Mgl Pzt

LH WHI N0 S midnl | Megabe Pz

Subsianss Conoanirasion | TSH Megathe | TSH Pesitive

< millf 5 mLINL

Azslamnoghan 20mpil Kenalie Posite

Bzatvtsabeyelic Acd | 20 madl Neaatie Posise

Frrpciin Timgdl | Negaie Fosiiv

Fescortic Aok Hmgdl | Negaii | Fosiom

fEnzinn Bimgdl | Negaihe s

Gatleing 20 mgrd! Kieapatre Pising

Gemesl; Acd 20 mgidl Nigatiea Pising

| Ghernse Empl Kt Fosiive

Remaghebin Hmgl | Negaite Fosine

Homatncri Fange | 2040 Nigatra Posim

| Trinnycim Mmgtdl  |Negaia | Posiem
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CLIAwaied Inc. Thyroid Test
Rapid TSH Cassetie
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CLIA WAIVED b5 s

L€ Approved

150 Certlified
pazLaT

CLIAWwa/ved Inc. Thyroid Test

Rapid TSH Cassette

CLIA WAIVED i

CLWwaived Inc, Thyroid Test TSH
Whole Blood One-Step Rapid TSH Assay for
Hypolhyroidism Sereening in Ambulatory Adulls
For Professional Uss

#oariiiicae of CLIA waiver i raqeiral Lo perform e tesiing (8 2 websad eeiling. ¥ the Bharmiary does nol hee 4
Certifizate of YWk, T Apicaion for Certheation (o CRVE-116], can b shiained & i cimd. i gl
The kv gkl e rreaied b i st of the oozl Sete Agancy of tha Siate in which tha Bbaniany ssiges

Bttt s s o'l Sesa-rrop aap. Laboratonies weif & carica of waiver must folioes the ranfachrenes

far performing the kst F the ahooory modifies

e instruchons, Tha e no longer meats the reouinames

o welved celegarization. & modified fest i considersd o be high cormpledty: and sebied o2l CLLA requirerments. Fead
e exckage ireert and O=alty Costrol procadurss complsiely before esing the product. Follow e insrucions

cansiully whin perlamiing a st

INTENDED USE

Thi CLIAwereesd Ing. Thiroid Test i a el Mo
EhnOMETlapti: iImmuscsswssy for the quablatie
getermiralion of Bumen hyeoid elimeking himose
{TEH] i whole bigod sampies. TRES teEl = inended
o bt T o conessleations > 5 miLALHis
inended tor v by medeal rokssional 1o aTees an
ambkskony fxdel popualion or prifmery oyt
F iz ok nchealed oy LEs ssvEening mecnals o
ko trass

REAGENTS AND MATERIALS PROVIDED
EBerlons you start, review T8 contents of the kit and
read e inglnacSons carsfully.

« Tt Camsetie — 210 mach — An abenrbent membeznz
cassain indvid sy wreppad in foil pouch, conEning
& pkestic pipstis Tor hlood sampl.

» Dreppr Bt — & mL —conzining Buter Diuent
MATERIALS REGUIRED BUT MOT PFRDVIDED
Timer

Gause pads

Lancas

Alcohol wipes

(s

Positie and Negative Conirols

STORAGE AND STABILITY

T test kit may be stored &t room empaare
[15-30G, 50— EE6°F). Do nol inem.

D not usa the st cassetin afar tha date prinkad
on the foil pouch.

Kemzp vy’ Trom maosiure, hesil, or direct sunlight,
SUMMARY AND EXPLANATION OF THE
TEST

Thyenidl sEmulaing hommene [TEH], or ihytelrepin,
& the primary rigultor of the functional stile of the
fwmold gland. s production and rises & stimulated
trthe mypothalamic fwrotmopin- reessing hommon
[TFHE) and 18 confroliad By levals of the fymoid
hermmines {Iiryodng snd SiedutiyTening) al #a
pituisary gland and podsishy the hypothalamus,
Serum TEH levls am raisad in cases of primary
fypatfyroidism, The clagnosis of npothyroidism
'8 madk by finding & how totel or trea T4 velue and
is, panfimmed by & raised TSH level, Mid primany
typathwyroidism ey be more difficull to diagnese
by fust masssuring tha el of {otal and froe T4,
bacauss e fotal and free T4 valme can sometimes
Dba within the normal range. Inihase cases, T5H
assays are useh for diagnosis since the |avels of
TSH e riied. | Fypiert nroidism, ieaids of T3
and T4 am raised and TSH ol is meduced.



“There i no single level of sanim TSH B which
chinical action & ahwans either Pdicated or
cortraindicamd. The highar #a TSH, # mom
compading is the mtionals for ireaimant. it
impaortent 1o consider e indiddusl cinical comed
(0. pregrancy, lipid profie, ATPD anlibodies)”,
Surles e ) SR 201 208, M.

o durthar imionrraion, pieass refer 1o Te Amacican
Theyrnid Association o v linmoid ong and e
RALH guidelines for thymid hesting avallabie ol
WRE nach.om.

WARNINGS AND PRECAUTIONS
CLIMICAL:

1. [For in wiirg diag nostic wse,

2 A posilive lest must be confirmed using a
uantitative biboratnry TSH sy,

3. For professional wsa only

4 (inical juigment &= necessary for imerpreting
T8 fast resule.

& o tretment should be ghean based upon Sis
ualitgtive T'5H 1851 resull nor should amy condision

of frasiment be monifored using this quoiie T5H
fesl result

6. False posiive resufs can oo dus 10 heiemophlic
{unessal) entitodies, and ceriain diinical condiions
such as eontral ypothyroidism, TSH sacreting
s o Sy hormonn resistanne,

7. i meqptive ressuf doess it 1L ot FrpativsToidism
5 TEH » 5 milbL s nof st n Sagondary o tertary
Iypotinymoidism

& Test rasubks can not be Lsed fo debarmnice
Frmorthyroidsm

TECHHICAL:

1. Biood specimens may be potensally inlecious.
el contect with skin by wearing gioves and proper
Iboriory Sfire. Propedy hardle and disesd al
s et devices in an aperovd bishazn] comtainer.
£ D nat uss test caesettes i foil pouchas ae
peed nf delecive.

3. [0 nat use he buter of casaete: BEr e exqimEtion
s prinind on Bhe ouiside of ach fod pouch.

4, Test cassatizs are single use onfy,

B, Adilieg ssmrple and bufler tn B2 weong parl will
regult in an incormed nsut.

. Test buffer conlsice sodium ards as preservetive
that i 4 poison and may be harmiul ¥ swalowed,
Gaek musfical halp ¥ butler is swallowed

7. Parsons performicg the sest mist ba tested for
calorhindiess befon: perfarming the jest.

OUALITY CONTROL

I CLAEwawed Iac. [ymod [esl conteres buil-n qually
contol dsahes A ik [ne i e Conlrol Zone shadid
Biways b2 sean and shmws: 1) el ancugh volLme

i atdzhed] A thiat ) that proper Now i ablsined. If
this line B rmissing, the sl was not nun cormcly o
failed fo function comacthe Tha tast 5 imalid and

the test should be repeiad using a new cassema. if
youl Ene asting undar CLUA wabved stelis, the
manulaclurer Facomiments nnning Controi

& Each new lot

* Each now shipmant (gven H from the sme ot
pravioeshy moeivac)

= Fach merw opersrior fan incheidial who fes nol run
the tesis for at isast two wesks)

= Moty 2 & Covtinued check o sorge condiions

= Wihanaver proilems (ginrags, oparsion o ofher}
e idanilied

& (Or other times 2 requirad by your Ihaetony's
standand OC propadures.

Ther CLwaiwid inc. Thipeoid Tiesd sl of posa b ang
regatve conmis [produt rumber 12040 5 Feaiabs from
B0 Canada wwtzheheck com lor ondenng nfomeaon
The Posiive and Negathve conroks should be run
aoonrding io shivalory requiremenis. Thess ool
sl b ru ke wnircmm Sampie, e contois
0 ot g axpecad restts (Posith or Nagatie),
patient resuts must nat be raporiad, and the et
sl b re-nun.

I yoa e 20 iueneng Ba CLIAsared Inc Thynoid Tesl
ancer CLA-wawed g, o il wour ocal or st
TEALESINOTES reuire mode Tequen lesang ol quakey
conind melenal, geally cosbol must fe perfixmed n
ormpiancs wih |hise reguisions. Each leborglay o
fesing S usng lhe CL&wamd bno. Thyrod Ties] mesd
tave 8 GLIA Carfres of Waker befen staring fesing
T oblaim & Cartifizzle of Wareer, 23l jo

aizie depariment of heallh tor an application form.
H the lisst diness ot show acy Contrel or Test inein
0 window or a smudged o partial ling, tha fest
cagsette should ba dscanded. Do mok epor the
ressuite. FAun the tact 2gein with & new casseifn and
folimar e procadure sty 1T e seoond e doss
ot show Inks, pleass cortac! Tachnical Seraces al
47 ST 55T, For aey other corcams reganding
THYROCHER plasa call 47 477 5672 Bam -
BpmAsT,

SPECIMEN COLLECTION AND
PREPARATION

Esch C1 Lsvaned e Thtoad Tesl isrun wih esh
whoks Diood. Sampdes should be lesled mmmedinlety
e codlactio® ko 12 pipstis. 1 e bisod agpears
i b cinhedlin [heppele, 8 new; resh biood sampls
hold e takes T 18e Pes whole bicod F Mo
wertou g cobeclon, use Ihe sample immadsey and
thactaspe allel e

To Coliect FingesStick Blood

1. ‘Fash ¥ chosan fingar tow=ncs the tip amd wipa
e end of @ finger with en slcohdl pad.

2 ety thoroughly. Alcohol will affect the test.
A e drop of whale Blood (60 L) is mauied jo
parfiorm th test,

4 Stick Frogers with a kncat. Folow instruckions
for e, {Pichure A)

5 Wiipe amay first drop of blocd,

5. Aubthe ingar iowans e tip jor 8 sacond drp.
ROTE: K isimporiznt thet the second drop be used
o aenid [potential imsrienanos from e alpohol

7. old the pipstis fiat and iooch end of the ppets
(included i the pouch] o the drop of biood. (Pickrs
B

& Lat blood il b the line on the pipstis, making
Sumy feet thers am ae i bubbis or smply Spaces
o g in S specimen, IF air bubbies or emphy
SPACES of QEps ane present, cofiact another sampie.
Thi pipatia wil il i the kna Dy sl

8. It ey ba macessany {0 rub tha finger foran
addtional drop of béood to £l to the Ine.

For Hepmrinimd Vienous Biood Coliesfion; (= within
& minates).

Draw virous whole hinod Simple Bbe 2 syrnge or
avacum tolipction fube containing heparia as an
antcoagaiant.

Rasmcye fube: cap and touch end of pipetis included
i @ kit o the lblood in e tubs by tipping #2 ube
and hiding the pipetie &3 Rorzonal s possibie.

Lat blood fill to tha lims on tha pipatis making surs
that S are &8 na ar bubbles or empty BoBCES of
igaze In the spasimen. ¥ air bubbies or emply soaces
o A aie presect, colec) another sample The
pipetie wil S0 o e fine by ke,

Fiaplaca 2p on fube.

TEST PROCGEDURE

1. Remown tho test cassette and pipstin from the
foll pouch by Tearing at notch &t the comar of the
pouch.

¢ Piace the cassetia on & hand fiat sortacs with the
wincows facing up.

3. Add oee drop of whole bivod dinecsly imo the
cimuiar spacimen well 51 located in the middie of

HEGATIVE

POSITIVE  INVALID

w8 lrwar portion of the cassatiz with tha pipstis
proanded inthe pouch (Picters G). Discard the
pipetie aller use inlo a wasie ponlainer when done.

4. EatRmer and wait for 89 sacands baie
procsediog.

5. Adc 4 hull drops of Ta Bufter o the ol bufer
waeil B2 locariad at e botinm of the ceesstte

6. Satamer for 10 mingies. Do not move the
casmatte durieg this ime.

T, Avthe mnd of 10 minyies, read the Enais] inha
recEAnGUlar msuts window of ©e cassatiz. Do mot
v ihe cassefe untl you have chackad the nes.
Do ol read resuls aler 15 minules

READING TEST RESULTS

Magativec One pink fing appears al ©, Them s no
pink colorad i at Tin fw rectangular sesult window,
a regaive regult mazns that tha TSH laval i below
e cul-0f javel of 5 mILLL

Presitve: Tivt i b apper, Oee ik ine sppere
at Gand one fink ing & Tin S reclngular esul
window A postia msulk means o T5H ieal s
b tha cut-off sl of 5 milliL

IMPORTANT: In addiion o the pink B by B
(CGontrol mark AKY Bne that |5 seen near the Test
meek ol Ba cassatia af the 10-minme Bme is
congidered a poslive resull. The inlenzily ol he
line dmes nol mafar.

PLEASE NOTE: Do not road aftar 16 minuins.
Il A pink fine should abways appear i G,
there is na pink Iine seen near C. the iest 5 mvalid
Do it report theseeult. Inthis case, e fest should
Doz sipahodd wilh @ s corsalie o il AELERZ. 738

for GLISmaresd Inc. lecancal svees

AREPORTING RESULTS

The resulis of this fest showd B reporied o a
piwvsician for indasdual imerpneiation and maraging
e symypinmes.

DEECARD USED MATERIALS

Ahar e =22 g compieted, discand al used matenas
i 2 binlegical wasts contzinar.

LIMITATIONS OF THE TEST
1. Flow hn direciions eacth

2 Flunticg e Lot 5t temperatuing beiow of dhive
i tempendens (15°- 30F G, 60F - B6" F) may
affect tha msuls. Maks sum T busar and cssette
am gt mom Empersun beions unning the st

A, The blood smple maed be dispensed imrmdbiny
after §lling the pipetie. H blood s ciotied, collect a
e sl and re-tast.

4, T5H elovadions have baen reporiod congomitant
1o nyperiweoidism in patients with neoplasi of the
pituitary.

5 Az wit &l scresning assays. msuls should be
conaidarzd il confirmed. Aesuis
e 1mm WS kil should be usad only &2 8
Eompgnien i oiher dagnostic procedures and
informasion maikable in n physcan

6 T wnid inorre readings, da aol inlerpeed the
‘t2st resuks afier 15 minues.

¥ Chack tha mquradion daie 2nd il 5 test kit is
epire], o ot ush th 1! cassetis(s)



