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ATTACHMENT I

Kits distributed by NDI/SBI which are not manufactured by f1DI/SBI

It is our understanding that the manufacturers of these kits listed
below are in compliance with 10CFR 32.70.

MAIIU F AC TU RE R : Farmos Diagnostica
Oulo, Finland

KITS: All kits contain I-125

-SEX HOROME BIllDIfiG GLOBULIll IllMUN0RADI0HETRIC ASSAY KIT

-CORTISOL RADIOI!iltVNOASSAY KIT

-EXTRACTI 0fi TEST 0 STER 0fiE RADI0IMl1UN0 ASSAY KIT

-DIRECT TEST 0 STER 0flE RAD 10IllMUN0 ASSAY KIT

-EXTRACTION PROGESTERONE RADI0IMMUN0 ASSAY KIT

-PR0GESTER0fiE RADI0IMMUN0 ASSAY KIT

-SPECTRIA DIRECT ESTRADIOL C0ATED TUBE RADI0lMMUli0 ASSAY KIT

-FERRITIfi IRMA -

-GLYC0 CHOLIC ACID RADI0IMMUl10 ASSAY KIT<

-DIRECT GLYC0 CHOLIC ACID RADI0lMMUH0 ASSAY KIT
.

-GLYC0CHEN0DE0XYCHOLIC ACID RADI0IMMUN0 ASSAY
!
'

MANUFACTURER: Ciba Corning Diagnostics Corp.
Walpole,11A

I KITS: All kits, except where indicated, contain I-125
i

-IllliO PH AS E'

-IllSULIll RADIOIfil1UN0 ASSAY

-TBG RADI0lMMUtiOASSAY

-IF BLOCKI!.3 AllTIBODY (Co-57) RADI0 ASSAY ,

-LH RADI0llO1UN0 ASSAY
,

-1100 RADI0lMMutiOASSAY

-PROL ACTIli RAD 10IliMul10 ASSAY
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ATTACHMENT I (Cont.)

MANUFACTURER: Ciba Corning Diagnostics Corp.
Walpole, MA

KITS: All kits, except where indicated, contain I-125

-ll AG I C
'

-TSH RADI0IllMUN0 ASSAY

-T 3 .R ADI 0 IliMutt0AS S AY

-T3 UPTAKE RADI0 ASSAY

-T4 RADI0IlitiUN0 ASSAY

-FERRITIN RADI0lMMul10 ASSAY

-CORTISOL RADI0IMMUfl0 ASSAY

-DIG 0XIfl RADI0IllMUN0 ASSAY

-11AB TSH RADI0lMMUfl0 ASSAY

-SINGLE STEP FT4 RADI0lMMull0 ASSAY

(125 ) RADI0 ASSAY-VITAMIll B12 (Co-57) FOLATE 1

-VITAllIN B12/ FOLATE fl0-B0Il RADI0 ASSAY

M AllV FA CT UR E R : Monobind
Costa Mesa, CA

KIT: Contains I-125

-TilYROTR0 Pill (TSH) SEQUENTI AL RI A TEST SYSTEM

MANUFACTURER: Becton Dickenson

KITS: Contain I-125

-BILE ACIDS SOLID PHASE COMP 0fiEllT SYSTEM

-FREE-T4 SOLID PHASE C011P0tiEtiT SYSTEM

11 AllV FAC TU RE R: Wien Laboratories
Succasunna, fiJ

'

KITS: Contains H-3

-17-HYDR 0XYPROGESTER0fiE TEST RIA C0f1 TROL SERUM

~ . _ . . . _ _ _ , _ . _ _ - - _ - , . _ - .



'

.

ATTACHMENT I (Cont.)

MANUFACTURER: Diagnostic Products Corp.
Los Angeles, CA

KIT: Contains I-125

-DIG 0XIN RIA KIT

.

i

I

f

,



._

ATTACHMENT II

KITS MANUFACTURED AND DISTRIBUTED BY NDI/SBI

All kits contain I-125, except the SPIllSEP Fe59. Labelling for
primary containers are shown in Attachment III.

1. SPINSEP T39

2. TIPSEP T3U
.

'

3. f1 A AT- 3

4. TRIA-PEG

5. TIPSEP-T4 RIA

6. LIQUA-T4 RIA

7. TETRIA-PEG

8. S P Ill S E P -T B G

9. TIPSEP-TBG

10. TIPSEP-DIG 0XIN

11. SPIllSEP Fe-59 (Contains Fe-59)

. . _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ i



ATTACHMENT III

RADI0IS0T0PE REAGENT. LABELS

TIPSEP'" T4 RlA ' gg " '

TRIA'"T3RIA
REAGENT-12sl REAGENT. 2si

Nucien Diagnostics, Inc.NuclearGagnostics.ksc.
575 Robbins, Troy, Michigan 48083 52 trJ TIPSEP T4RIA REAGEN* con- 575 Rrttens. Troy. Michigan 48083 55 ml TEM T3Ra Feagent c;ntainmg

t#Jng thyro)dne125, total stMiy less T3"$1, total actef ess thn laci 03l
1

CAUTION tw 10 uc. 60 dr/s pere spindan CAUTION days prixto eniraten d3te.007% ANs

d"!'' 0" AN8 '"d * D"S**8- RADIOACTIVE awap m a'h
RADICACTWE
MATERIAL h* fd%IN MATERIAL UgigT3 t3

Let No. Dbgnosettoon:y. Lot No. ony

expkes S AMPLE <m,
si m i 2.8 c' ' " ' ^ "

Expires SAMPLE y ,,s ,,,

EMI TETRINT4],A NN ISPINSEP* T UREAGENT- 1 3yua,,, moy,o,,1c,. inc.
REAGENT 12sIm=8TJA% gzw|rma 575 a=*,2y. ui .m4sss

ear, ora to envaEn este, o.on ANs a s ma, in y cy.,y
CAUTION and s p'"""

.

CAUTION m e *" * * "
RADICACTIVE Use mth TETRIA Test K1ts Accords to ein av to eva's ces
MATERIAL rwecuons. rw m Wro Demsuc RAD 10 ACTIVE

,

,,una,1m , o m
* MATERIAL = > ~ ' * * * ~ ^ " " 'Let No. i

Expires vgO,, Di f, STORE AT 2' 4'O c9
: 'd- st.co 5 82

. p[ STORE AT 2-8 C.
"t

d'8IEXPIRES
,r

r ,

M A AT 3'"
REAGENT 52sl gf' f TIPSEP'-TBG'

uuew a,;nostic' '"" W REAGENT 1251
575 Rnns. Tra, ve.wa'n 48084 a . mo u,- .mw um =<= suctur Diagnostics, Inc. m gg pg e g

[lCN2r2*,NOog 575 Robb!ns, Troy, Echigan 48083 t'y h "1 in Md M'w. Id
CAUTION qs nano mo dayw

RADIOACTIVE * me"
CAUTION tocer:S u as

MATERIAL RADIOACTIVE Use vaimmint Lt3 wga w %=. 9 *

LotNo. MATERIAL $fs. Tx la Ym Eagets
*

Store at 2* 8*C Lot No. c- n1 c STORE AT 2' 8 CExpires ' sun
su* d'" ', susa Hs

Expires

AGE T. 2sl SPINSEPT-TBG
n w carnt cs tec Nuclear Diagnostics. Inc.

REAGEN -, 575 a n "mm 373 n o ,.T.,,, y,, m 4sss.. , , . . .
' ~'

CAUTION d'' 2 .. . , n , . : .. n . .n, . 4 w

| RADIOACTIVE CAUTION ~ - - " ' " " " " " " ' " " "
s.. . . . . . ,

| MATERIAL %,
RADI0 ACTIVE i ::0,TL*K!'""''''" ^

SAMPLE ,# ,": @' ";Y? " MATERIALLot No
store at ao sac.Expires

LOT.NO. SAMPLE. 00 NOT FREEZE' '

| EXPIRES

- -- . _ . _ - .. _ -_- ___ - _. , - - _
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ATTACHMENT III (CONT.)

tTIPSEP m DIGOXIN Rf Aw - **
w o ww we mo. '"' R E AG ENT '"In

CAUTION v- 'r > ; :.:i i e a nre w, y

RADIOACTIVE ||(, , gigf|.1"4[**dC;pj fj
MATERIAL , .cn :n - ; n .* . n -,

"' d >' ' 3
Lot c4
Expires d/-if / [')f' f' IN OMS [NC/Cf/ '"
surs an lidsei st.rs -_

'

h LIQUA T4 RIA
*c$ arram m 4 52ra ce REAGENT. rs;

CAUTION u n k t4 *>o* ==a m
w :v. w n,a n u o vam e

RADIOACTIVE cmeatuunsakurumI<S2 * - n'a k"'25 *MATERIAL a . pr.'e'xa
Lot , ,

,, u m w w e, % . ,.
*'**** * ** >Expires ' -

Store et 2WC sbt27 632

hhk MAAT 3tm
w a,== w w w.,a R EAG ENT "'I

CAUTION * '"# 3 h*r* ** *8 m wa
RADICACTIVE " " W W ""'*"6"

**E TER E sm"w'*' #' " ",#" '" C""ma -
Die an IM3 tad la haf4 a mes:sa

Entres ,re m n, o,m e. %, , , , - ,
u ,,e r.rc

' | '1 ' [ (tp )I
3- L .J SPINSEP' Fo"m. a t .a sa- - -

REAGENT, ecs :,

- msw
"

i<ste

i enunon gOg g- ~ ~.

RADIOACTIVE jO ,y. ;,

| - .
3

wt' |
.

(u : . .j E e r; . s, .,<t. . .: |_ . . .

\ . - _ _
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AT TACHMENT IV

WARNINGS & PRECAUTIONS FOR USE UNDER A GENERAL LICENSE

[ This Radioactive Material may be received, acquired, possessed and ;

used only by physicians, veterinarians in the practice of veterinarian
medicine, clinical laboretories or hospitals and only for in vitro
clinical or laboratory tests not involving internal or external ad-
ministration of the material, or the Radiation therefrom, to human
beings or animals. Its receipt, acquisition, possession, use, and
transfer are subject to the regulations and general license of the

i U.S. Nuclear Regulatory Commission or a state with which the Commission
has entered into an agreement for the exercise of regulatory authority. [

1. Radioactive material should be stored in a specifically designed
area in the original container, and all work should be carried
out at designated work stations.

2. No pipetting of radioative materials should be done by mouth.
1

3. Do not eat or smoke within the desired work area, and wash your
hands after working with radioactive material. !

4 Spillea .laterial should be cleaned up quickly and transferred to ,

a e'1tabl? waste container. All contaminated areas should be
wa s ne d '.:' th a s ui tabl e de te rgen t s ol u ti on,

l ,

(125 ) contained in this kit may be disposed of5. Labeled material 1 ,

via the normal sewer system if the concentration after dilution |
with laboratory discharge does not exceed 0.04 microcuries per

i liter (1251) based on a daily average of effluent. Solid wastes
may be disposed of through normal means. Deface all radiation!

labels before discarding. !'

6. Radioactive material, as described, is not for human use. Intro-
dection into foods, beverages, cosmetics, drugs, or medicinals, ,

or into products manuf actured for commercial distributors is pro-
hibited. Exempt quantities should not be combined. For IN VITRO'

diagnos tics use.

< .

>
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ATTACHMENT Vj

*

WARNINGS AND-PRECAUT10H5 - SPECIFIC LICENSE

The following precautions must be observed in handling
radioactive material:i

,

1. Handling must. preclude any pipetting by mouth.-

2. There should be no smoking or eating while radioactive
materials are being handled.

3. All laboratory tests should be conducted in a designated
area of the laboratory.

4. Spills should be wiped up immediately end the contaminated
materials placed in radioactive waste cantainers.

5. A complete description of proper waste disposal of radio-
active wastes is covered in Title 10. Code of Federal
Regulations, Part 20. SOLID WASTES (eg, used tubes,
pipette tips, etc.) which cannot be or are not washed
free of detectable radioactivity are most conveniently
disposed of by transferring them to an agent authorized
to dispose of radioactive materials. Such radioactive
waste must be stored in a specially designated area in -

a covered metal or plastic container conspicuously marked
! with a radiation caution label . Solid waste which has

been stored for decay until contamination ao longer per.-
sists may be discarded as non-radioactive. However, many
half lives are required for radioactive waste to decay to
this extent. Since stored radioactive wastes contribute
to the total possession of the licensee, the long term
storage of such wastes reduces the amount of usable radio-
active materials phich can be on hand. LIQUID WASTE is to
be discarded in accordance with your Specific License-

requi rements .

6. Radioactive materials should be stored in a locked containeror in a manne. to preclude their accessibility to un-
authorized personnel.

7. The use of radioisotopes should be confined to a designated
area of the laboratory. Periodic surveys to detect con-

tamination of these areas should be conducted.
It is advisable to store by-product material until used8. in their original shipping containers providing equi' alentv

radiation protection.
.

mS,
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INTENDED USE

The SPINSEP * TBG is a mod. fed competitive protein bindog anays s to
measure the net ettect of tnyroxirebind.ng protens in swum.

$ SUMMARY AND EXPLANATION OF TEST

The existence of thyronne. bind,ng proteins (TBP) in serum is me:I

O- ; documented". Upon entenng the b6ocd approximateiy 9998% of L T4
and 99 64% of L-]3 become bound to thyrommednd.ng prote.ns (TBP) m a
reversible manner . The hormones are transported throughout the tyMy n >

the bound form Clancal studies have bhown that it is the concentraton of tre
' free" thyroid hormone thN determines the thyrometabobc status of an

} indivdual The interacton between the thyro.3 hormones and tneir binc.ng,

y. {
protees (TBP) can be expressed by the equatons.

,

T4 + TBP M TBP T4;. .

T3 + TBP M TBP T3g ,

As indcated by the equatons, the concentiaton of ' free" tnyroid hormone is
..

p

}
a functon of both the serum thyrod hormone and TBP levets Thus, a

t measure of total serum T4, T3 and TBP will provide an 40 curate assessment
of the thyrometabohc status of the pat.ent-j

! There are three ma.or thyroxine-boding proteins a'bumin. thyroxine-bed ng
' pre album 4n (TBPA), and thyroxinebnding globuhn (TBG). Alt umin has the
{ weakest bandag aff aty for T4. Ma'ked a'teratons in abumo corcentraton

' appear to ha <e htte or to eff ect on peripheral transport of thyroxine in norma!
; patents. Thyroxine-bindog pre a'bumin has hgher tnyronine->ndng

capacity but itss binding ahnty than TBG. Whether TBPA has a signkant<

S aphysolog'c role irwvo has been d sputed . Sterbng reported a less strang>

' inverse correlaton between the free thyroxine fracton with TBPA leveis
versus the free thyroxine fracton eth TBG levets Thyron necnd.ng gobuhn

I is the most important of the three thyroane trndog proteins in human se'um
I and has the strongest omd:ng a'finity for thyroxine No known disease res/ts

{
from abnormal concentraton of TBG'. When drugs, pregma icy or inness
cause aneratons in the concentraton of TBG. norma' homeostat.c

I mechanisms operate to encrease or decrease tne total tny' oxine

concentraton so as to mamta:n a normat tree T4 level,

i

[ PRINOIPLES OF TEST

'| This test neasures primardy TBG bindmg capacity The Lunding to TBPA
is inhabded in the test procedure by the action of ta*b:ta' bu er Album:na

contributes shghtf y to thyronine bind >ng measu ed by the SPINSE P.TBG pro-,

cedee in patients witn very low or absent TBG'.'

The princip6e of the test rvoNes the saturaton of bmdag vtes *,th laDeed
T4 A very large excess of T4 eri the reagent overwhems the eheet of the
relatrvey sman amount of eno:>genous serum T4.

I The test is performed trj addeg 1 ml of a b/fer so!uton conta.nmg
; labeied T4 to O t mi of the pat.ent serum. As the qua%ty of added TBG

(from pat ent se'um or TBG standaro serum) increases the fractron cf free,

! T4 (not bound to TBG) decreases Thus. the TBG concemra'on on ugc

[ T4 S nd ng Capacity) of a sample can be determ>ned by measure; the
; d sinbut.on of the labe!ed T4 and reierring to a stancard cune The stan-

da'd curve is a plot of the TBG concentration (.n ug>dt B.nd ng Capacity)+

versus the radioactmty (T4 bounc to TBG or T4 free from TBG!

I The d.stnbuton of TBG-bound versus TBG. tree T4 kgand is oetermned t'y

{ centnfugaton of the reacton m.xt#e atth NDi-SPINSEP Tabiets The res.n
; tabiets contain precise +y measured quantites of spec:a"rprxessed. ngh

qual.ty on eachange resin. When the reacton m:sta e comes in contact * tnr

the resin, free T4 (not bound to TBG) adneres to tne reso and is centofsged
to the bottom of the tube wN e the tound T4 (tound to TBG) remacs tree

Soce the total activity added to the reacton mixture can be determned and-

does not change from sa"npe to samp!e the 0.stnbuton of raccact:vtp'

(bound versus tree) can be obtaned by measurng the radoactwity content of
the centntuged penet

The amount of tree T4 (tabeed and umabe% wh,ch t>nds to the reso = a es
inversety eth the TBG content of the serum Thws when the se um TBG
concentraton is hgh. a sma!! percentage of labeec T4 is free to bnc to tne
tesin and vice versa

REAGENTS

1. SPINSEP.TBG RE AGENT "'t 105 mL corta n'ng tvoune 11M
less than 10 uCi s.aty da,s to e sp.raton date. in a bawat tver Store'

at7-8 C
,

'
1
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2. CPINSEP TABLETS,100 tbiets, contatnog on cxchange res.n (11Mt)

in a mctrix. Storo at room t;mperature.

3. Two viats lyophthred human serum standard. Assay value is given on
the enclosed circular. Store at 2' 8'C.

f
,

f Wamings and Precautions
_

| { ~ W ARNING, T s radca:tive matenal mane, diacqu.reu,% - -
I and used o y by ph was, c bor or , or hospita's and on!y for'

| t in . vitro nic r c aorator not A , intemat or external f
i

> admin. . at, # r* atenal. . ra . . -iinerefrom, to hum ^ ' - p or-

| 4 e! an. s. Its r W pt acquisatM possesson, use and " . are subr ct to

| ( t* regulations and a Icense of the U.S Nuc' - Atory Co- _ .

a State witn wtisch the Commisse entered into , vement for the
i

emerc4Se of regutatory authorit( or in Vitro D. .-c l'se Onty
[ NUCLE AR DIAGNOSTICS. INC.

j e Mowing precautons mwsm.w w, r,a o .ng racoa:tive rr.a r

|
1. Handkng m ' t preclude any pipetting by mouth.

t 2. There .d be no smoAng or eating while radcactrve matenats are

{
' being h died.

3. All I atory tests should be conducted in a dessnated area of tne I;
la atory.

4. ,as should be wced up immediateiy and thpe-r="';ated matena.s
sa:ed in r d,ontive was'e cont rys.

of prope med.spos radca:tive wastes isA compi - 3e , ,
ederal eodatons. Pa1 20i covere Tit . 10, a

'

- SOLID 4ST eg used t , pipet't.As-t"7*hch cannot te or
are n ashe ee of detectabie radoactmty a'e most conven. entry
dis ed of by transfemng them to an agent authon' to d>spose of
raccactwo materts Such raccactwo waste r- t be stored m a*

specially des:gnated area in a covered meta! piastic container con-
spicuously marked wrth a rad aton cauton .41 Sohd maste w%cn has
been stored for decay until contaw n no longer persists may be'

d.scarded as non rad oactwe Howe .r, many ha't lives a's re tred for
radca:trve waste to decay to tnt :ent. Soce stored rado .e wastes

_ rm storage ofcontnbute to the total posses an of the leensee, the '

such wastes reduces the .ount of usaD4 raccact, ma'enats wtuch
can be on hand. LIQU' MSTE is to te c:scarde* <to a san;ta'y sewer
and should be ha . J m3th appropnate Care so o avoid uontawnaton
of personnel a work a'eas it is advisa*' to hush the radca:tae,

matena's wo mple running water. A spo ,,c sink should be oesgnated
for d.spos f radoactive hQuds.

6. Radoa ve matena!s should .ored m a locked contanier or m a
manne Io preclude their a:ce .oitty to unauthon2ed personnet

7. The use of radoisotopes cund te conhned to a designated a'ea of tv
laboratory, Perodic s <eys to dete:t contawnabon of these areas'

shoukd be corcucted
8 General bcensees are advtsed to store byproduct matenal until used in

,

; their onginal sn.pparg container providing eqwv aient rad.aton protecton
)

WARNING POTENTIAL BIOH AZARDOUS MATERI AL

Ea:h untt o' source materia's used in the p' epa at on of these p edur's has
been tested and found non rea:tne for the presence of hepa' t s B su 'arer

antigen (HB, Agl by coun'er-e'e:tropho'es's or rad o.mmunoassay Howe.er
due to the poss'bility that the causadve agent of yea; hepat os may st U te
present, it is recommended that these products be hand ed in the same
manner as any potent,a!!y infe:twe biciog,ca! matena' such as et,mca:

r speci'nens

STORAGE PRECAUTIONS-w,

Atte'aton in the phys ca' appea'ance of the reagents or in the store of the
i standard curve. or va;ues of control sera outsee the a:ceptase range ma,

g
' be an noicaton of reagent instabaity Comgonents stored accord y t;

Mf directons may be used up to the esp:rabon date stated on their laDets TBG
standard serum rs stable pror to reconstituton throughout espiraton date
stated on tneer label Once reconst:tuted the TBG standard is statxe ice tn'ee
days at 2 8 C. Avo.d treezing of the reagent s,nce tnts may cause
precipdaton of the bu"er.

SPECIMEN COLLECTION AND PREPARATION
i

No specific preparaton of the patent is requ; red Sera a e colected in the
conventonat manner nith no a30 t.ves or presen at'ves neeoed Se a shoed

;

2
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be ref ngerated if they are to be tested wrthen 48 hours. Otherwise, sera should
be fror;n tnd thawed immedq t:ly before tesbng. Mix th;wed syym
samples well before testing. Avoid repeated Cycles of freeling and thawing

| PROCEDURE
; Materials Provided

1. SPINSEP-TBG REAGENT * I
+

2. SPlNSEP TABLETS
3. SPINSEP-TBG Serum Standard

i

! j 4. Disposable Test Tubes (Available wnn Cat. No 17100)
' ' i 5. GraphPaper

Materials Required But Not Provided
' 1. Semrautomatic pipettes and disposab6e tips, vo6ames of 50.100,200.

f and 300 pl. b

[
2. Seme automatic d4pensor,1.0 mi

I 3. Test tube rack
i.

( 4. Otstilied or deor%20d *ater

I 5. Volumeinc p: pette
6. Scintillaton well counter capable of de'ecting I-125

7. Vortex muer
8. Centnfuge capable of producing 1250 m g force

Reconstitution of Lyophilized Standardr

1. Ustng votumetnc pipe te, recor sbtute the tyopnil.2ed serum with the stred
f labei volume of deionized of distined water

i 2. Anow a minimum of 30 minutes for complete reconstitoton and ma by
gentle inverson before use. Avoid creating a foam.;

3 ff not used immed.atety. it is suggested that the serum be aWeted and
g

frozen untri needed4
' 4. Mix tha*ed samples web betore use, do not vortex.

*
Stability of Standard

. To expiraton date on vial when stored at 2 -8 C in the cred state

6 .Three days at 2 8 C a'ter reconstituton.
. Sixty days a'ter reconstituton wten stored trozen

g

! Details of Procedure
1. Bnng all reagents, samp6es, standard a' d contf ots to room temperato en

M.x gently, but thorougNy.
'

f
2 ADD 100 pt of pat ent serum or controt into des'gnated tubes The stan-

da*d curve is obta.ned by p pett.ng 50,100. 200 and 300 pt o's'andvd
,

j serum into appropnate tubes

3 DISPENSE 1.0 ml of SPlNSEP.TBG REAGENT into au tubes Aos 10'

f mi of reagent into two tubes labeied TOTAL COUNTS. Set as ce for
counting

,

* 4. ADD one SPINSEP T ABLET into each tute Wat five (5) minutes
5. Vortex tubes v.garousiy (10 seconds) and incubate at room temperatse

for a min 6 mum of 15 mmutes (manimum 30 minutes)
', Centnfuge tubes at a minimum of 1250 m g for 10 minutes at rxm6

temperature
7. Decant the supematant and 0 a n tutes neit Reme last c op of Iqsd

by touch +ng the lip of test tubes on an absorbent su fa:er

RESULTS.

Counting and Calculations
,

1. Set scintil:aton well counter to detect I 125 accord.ng to manu'acteer s
recommendatonsg 2. Determine the radcactrvey rema<ning en each twee to oesired leve' e'e
counting accuracy, A counting time of 0 5 minutes should s/t.ce for a

j counting error approximate!y 1 C*. or less ti e tota' counts cotected o'
10.000 or more)

3 Calcuta'e the % Res<n Bound by
A.g count of Pat.ent or Stanca d Tutie A 100; g p,g,n Bound

Tota Count of 1 ml Reaaent
i

k

E

i 3
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SAMPLE DATA;

(Not to ba used in i.eu C3 Actual Data)

s Renm TOG ValueAvg. s
Sample counts sound ug 5 74 e c'

Total Cosnt 55568 - --

# 50 pl Standard 4 5111 81 2 90
'

0 100 pl Standard 39496 71.1 18 0

200 ut Standard 29692 53a 360

300 u1 Standard 22551 40 6 54 0

Patient A 39417 '70 9 18 5.,,. g -
* pg % T4 B<ndtng Capacdy74
Preparation of Standard Curve and Determination of Final

. "? : . - Results i

1. On the SPINSEP-TBG graph Daper Drovided, plot the % Resin Bound
ott.aned for 50.100,200, and 300 ul of standard serum venus the amount
of TBG edded The amount of TBG added is as follows:

pl aoded TBG aoded

50 0.5

100 1.0

200 20 X TBG value of standard'

300 30
'The TBG va've of the stardard serum is grven on the enclosed circulat |

2 Using a French curve, ora * a mest fit curve through the pctied vatue of
the standard results obtained.

,

3. Determine the TBG concentrat*on On wg'$ T4 binding capacity) in ;
iunknown samples t y extend ng a bortzonta' kne from the oo Res n Bou dn

(Y axis) to the point where the kne intersecas the curve At this point,
extend a vertical bne to the X axis and read the vatue for the unknown

80 - SAW'LE cu%E DD NCT
usE IN Lit s CW Ac?vAi
Cu% E c.E NERATEO * TM
E A .M FRoDuCT Loi

,............

8 |c 4

E 9

t |
50 - ,

1

0

1

40 - 0

4

50 vi 100 p6| 200p6 300pt
! 11 i n

9 18 36 54

TBG (ug'd T4 8 nd,r'g Capa:::,)

OUALITY CONTROL PROCEDURES
Control sera shovd be ricluded on a roubne bas s ae ea:5 g oup o' sera
assayed A# tonal control sera rna y be obtained by pcoing selected groups
of patent sera or from commercia sources it is preferao.e to have cont o<s
for ea:n of the three categores of tnyr:9d status

The laboratory should perod.cany caculate the coeNent of vanaton (CV)
.3, of teOt resu'ts obta ned from Controi sera tested over a perod of IMe Atef an

'
accepted CV has been estaotshed ma ked oeviatons t*om the a:cepta>e

hmrts may suggest prob 4 ems n;th the test procedu e (Ehncan e', Tor,
r

re& gent Oetercraton, equtoment ma'tunct.on, et: } The estabi shme*1 ot
controi hmsts is o scussed in most generallaboratory hatus " "

,

LIMITATIONS OF PROCEDURE

Some of the factors known to nerease TBG and total Ta concentratens are
pregnancy estrogens. antt-ovutatory ows genet.c tactors hepaSc ase ase
televated estrogen kvers) at hypetrote<nem.a Factors kncan to I

oecrease TBG and total T4 concentrabons are aN'ogens nephros s eith
hypoproteinem.a genet *c ta: tors and hepat.c c sease (de:reased prote.n
synthes s) Drugs Anown to resuit in non serum T a de s ove to a spia:emem
of T4 trom twnd ng proteins a'e daantin and mass ><e coses of samcrates " "

4

i
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EXPECTED VALUES

The suggested normal range for the SPiNSEP ?BG proceduro is 15 35
9g /di T4 binding capacGy.

It is suggested that each laboratory estabhsh its own normal range due to
unique factors which may govern the thyroinite-b'nd'ng globulin levels in,

their partcutar geographic area The normal range of 15 25 pgidt T4 bind.
ing capacity mas estabbshed based on a study of 131 normal hospital

4 employees Ten euthyroid sera of females taung estrogens or b.rth control
pills had a mean TBG value of 304 with range of 260-410 pgidt T4 b.nd,ng
capacity None of these values fell within the normal range The SPINSEP-
TBG values for hyperthyroid and hypothytcid patent groups were 20 3 and
22 9 pWdi T4 binding capacity. respectively'.

t
i
.

| PERFORMANCE CHARACTERISTICS
.

I Effect of Added Thyroxine
*

To demonstrate that the test is not affected by the amount of endogenous T4
b present in the serum sample known quantites of thy oxine were added to
} a base serum tested by the SPINSEPTBG procedure Tne results are sum-

marized below.;
>

[ Table 1

{ Base Serum Added T4 Measured Percent
j. TBG Level (pg/dl) TBG Level Change From

g (pg/dl T4 B.C.) to Base Serum (,.g/dl T4 B.C.) Base Serum

j 20 2 5 21 0 +4 0

10 20 5 + 1.5
I 15 20 0 1.0

20 20.0 1.0'

Sensitivity

The sensarvity of the SPINSEPTBG test procedure is appronemate+y 04 pg/dt
T4 binding capacity

f Effect of Added Albumin
i
t There is evidence that albumin contnbutes part. ally to the thyronne tanding
f measured an the test However, the eMect ts orVy shown in patents with very

h bw or absent TBG ''. Results of a study are summanted bek)*

I|
'

Albumin Added to Base
(%of Normal Albuman)

s 0% SON 100%

Low TBG 90 12 3 15 8

Normal TBG 20 5 20 9 22 3' i

|
Hgh TBG 28 9 29 9 31 9

! Precision
Frcten pooled sera were employed to determine the intra and inter assay preci-
s'on of the SPINSEP-TBG procedure The sera we'e assayed in cuphcati over
several days

1

|
Intra assay Precision (in dupbcate)

punvaye SO Cce%ent c8 e ei
,

(ugo T4 BC ) (pgo T4 B C ) vanate (M 4 sa,s

Pool el 1662 135 31 20 .
? Pool 02 20 26 0 87 22 20

e3
M' inter assay Precision (in duphcate)

Mean vaw oO Cce" c+nt c* * c'
woT4BC) (poo T4 B C ) vr.a'e Po 4sais

Poolel 1662 135 81 20
i'

Pool e2 20 26 0 B7 43 20

5
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int r-assay pr;:cison of the 1:st is end cr.ed by the coeffiC6nt of variaton
,

i for a sa'nple assayed on Otter;nt days.

Intra. assay precison is obtained by determining the mean of the coe%c,ents'

I of vanat on for the dupbcate determina!ces of serum

f TestTubes
! 11is suggested that d.sposse plaste test tutes (12 x 75 mm) be used
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ORDERING INFORMATION
,

SPINSEP' TBG

CAT. NO 17100100 Test Kit
CAT. NO.17111 100 Test Kit (without tubes)

*
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