FORM 313 US NUCLEAR IIOULA'O!V COMA*ISSION

EDBY OMB
(1) st APPLICATION FOR MATERIAL LICENSE 2,

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION. SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.

FEDERAL AGENCIES FILE APPLICATIONS WITH IF YOU ARE LOCATED IN
US NUCLEAR REGULATORY COMMISSION ILLINOIS INDIANA IOWA MICH:GAN MINNESOTA, MISSOUR! OMIO, OR
DIVISION OF FUEL CYCLE AND MATERIAL SAFETY, NMSS WISCONSIN, SEND APPLICATIONS TO
WASHINGTUN, DC 20685
US NUCLEAR REGULATORY COMMISSION, REGION Il
ALLOTHER PERSONS FILE APPLICATIONS AS FOLLOWS, IF YOU ARE MATERIALS LICENSING SECTION
LOCATED IN 799 ROOSEVELT RCAD
GLEN ELLYN I\ 60127
CONNECTICUT. DELAWARE DISTRICT OF COLUMBIA MAINE. MARYLAND.
MASSACHUSETTS NEW HAMPSHIRE NEW JERSEY NEW YORK PENNEYLVANIA ARKANSAS COLORADO, IDAMO KANSAS LOUISIANA MONTANA NEBRA
RHODE ISLAND OR VERMONT SEND APPLICATIONS TO NEW MEXICO, NORTH DAKOTA, OKLAHOMA, SOUTH DAKOTA, TEXAS, UTa |
OR WYOMING, SEND APPLICATIONS TO
US NUCLEAR REGULATORY COMMISSION, REGION |
NUCLEAR MATERIAL SECTIONS® JS NUCLEAR REGULATORY COMMISSION REGION IV
631 PAR® AVENUE MATERIAL RADIATION PROTECTION SECTION
KING OF PRUSSIA PA 19408 €11 RYAN PLAZ, DRIVE, SUITE 1000
ARLINGTON, TX 7801}
ALABAMA FLORIDA GEORGIA KENTUCKY, MISSISSIPPI NORTH CAROLINA,
PUERTO RICO SOUTH CAROLINA TENNESSEE VIRGINIA VIRGIN ISLANDS OR ALASKA ARIZONA CALIFORNIA MAWAII NEVADA OREGON WASHINGTON,
WEST VIAGINIA, SEND APPLICATIONS TO :no US TERRITORIES AND POSSESSIONS IN THE PACIFIC, SEND APPLICATIONS
(o]
US NUCLEAR REGULATOR Y COMMISSION REGION 11
MATERIAL RADIATION PROTECTION SECTION US NUCLEAR REGULATORY COMMISSION REGION V
101 MARIETTA STREET SUITE 2900 MATERIAL RADIATION PROTECTION SECTION
ATLANTA, GA 30123 1450 MARIA LANE SUITE 210

WALNUT CREEK, CA 94596

PERSONS LOCATED INAGREEMENT STATES SEND APPLICATIONS TO THE US NUCLEAR REGULATORY COMMISSION ONLY 1F THEY WISH TO POSSESS AND USE LICENSED MATERIAL
INSTATES SUBJECT TOUS NUCLEAR REGULATORY COMMISSION JURISDICTION

1 THIS IS AN APPLICATION FOR (Check approprate item) 2 NAME AND MAILING ADORESS OF APPLICANT (include 2 Codel
A NEW LICENSE Nucleqr D\cj‘gnosn.cs, Inc./
B AMENDMENT TO LICENSE NUMBER Sterling Biochemical, Inc,

¢ menewaL of License nomeen _ 2 1-14161-01G6 575 Robbins Drive
Troy, MI 48083

3 ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

275 lobbins ‘urive 8804220083 8HO929
Troy, (11 483 REG3 LIC
BN S o1-14161-016 PDR
4 NAME OF PERSON TO BE CONTACTED ABOUY THIS APPLICATION TELEPHONE NUMBER
James B, Smart, Ph,U. (313) 585-7600

SUBMIT ITEMS § THAOUGH 11 ON §% x 1) PAPER THE TYPE AND SCOPE OF INFORMATION YO BE PROVIDED 15 DESCRIBED IN THE LICENSE APPLICATION GUIDE

S RADIOACTIVE MATERIAL
8 Elemant and man number . B chemaas! and/or physical form, and ¢ N--mwmva/A 6 PURPOSE(S! FOR WHICH LICENSED MATERIAL WILL BE USED N/A
which wall be possessed 3t any 0o Lne

7 INDIVIOUALIS RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THER .
TaAINING A‘m EXPERIENCE N/A 8 TRAINING FOR INDIVIDUALS woll:v?{ﬁlla OR FREQUENTING RESTRICTED AREAS

9 FACILITIES AND EQUIPMENT N/A 10 RADIATION SAFETY PROGASM N/A

12 LICENSEE FEES (See 'O CFR 170 and Section 170 31)

see caregony 3K |encioses s 230,00

11 WASTE MANAGEMENT N/A

13 CERTIFICATION (Must be complend by sopicent! THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE
BINDING UPON THE APPLICANT
THE APPLICANT AND ANY OFFICIAL EXECUTING THISCERTIFICATION ON BEMALF OF THE APPLICANT NAMED IN ITEM 2 CEATIFY THAT THIS APPLICATION IS
PREPARED IN CONFORMITY WITH TITLE 10 CODE OF FEDERAL REGULATIONS PAATS 27 32, 13 34, 35, AND 40 AND THAT ALL INFORMA TION CONTAINED NEREIN
1S TRUE AND CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF
WARNING 18 USC SECTION 1001 ACT OF JUNE 76 1948 62 STAT 749 MAKES (T A CRMINAL OFFENSE TO MAKE A WIL.FULLY FALSE STATEMENT OR REPAESENTATION
TOANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN (TS JURISOICTION

BIGNATURE -CERTIF v ING OF FICER [TriomaTIe wass [ries P”‘ 6/10/87
QMM vk,,)u( '—;L Cindy A, Wenzlick Supervisor, Technical Operations
14 VOLUNTARY ECONOMIC DATA
Lm., A7 iu B NUMBER OF FMPLUYEES (Tote for g WOULD YOU BE WILLING TO FURNISM COST INFORMATION /Joier end or 100 Aawrs)
< $%0m L S0 Foch ity Reciuaing ou e contrpctone) N THE ECONGMIT (MPACT OF CURRENT KRC REGULATIONS OR ANY FUTURE
5 PAOPOSED NAEC AEGULATIONS THAT MAY AFFECT YOU? (NAC repulations permit
$280% - 500K 8w 100 Protect oA A tE COMMEN B O Frlne i —Brop: Aty —inlovmgtion Aurmighed to
F — the sge iy n contdence!
$800K - 780K revmrron WOMBER CF BEDS
£ wO
$780K 1M > g10m | I - O e
FOR NRC USE ONLY |~ [ S &
TYPE OF FEE FEELOG FEECATEGOR v COMMENTS \ \J = WV APFROVED 87
RECEW 7
AMOUNT RECEIVED CHECH NUMBER ik |} E DATE
{ L
Y A.’

PRIVACY ACT STATEMENT ON Thk EvERSE bV ASIE



ATTACHMENT 1

Kits distributed by NDI/SBI which are not manufactured by NDI/SBI
It is our understanding that the manufacturers of these kits listed
below are in compliance with 10CFR 32,70,

MANUFACTURER: Farmos Diagnostica
Oulo, Finland

A1l kits contain I1-125

KITS:
-SEX HOROME BINDING GLOBULIN IMMUNORADIOMETRIC ASSAY KIT
-CORTISOL RADIOIMMUNOASSAY KIT
~EXTRACTION TESTOSTERONE RADIOIMMUNOASSAY KIT
-DIRECT TESTOSTERONE RADIOIMMUNOASSAY KIT
~EXTRACTION PROGESTERONE RADIOIMMUNOASSAY KIT
-PROGESTERONE RADIOIMMUNOASSAY KIT
-SPECTRIA DIRECT ESTRADIOL COATED TUBE RADIOIMMUNOASSAY KIT
~FERRITIN IRMA
-GLYCOCHOLIC ACID RADIOIMMUNOASSAY KIT
~DIRECT GLYCOCHOLIC ACID RADIOIMMUMOASSAY KIT
~GLYCOCHENOQDEOXYCHOLIC ACID RADIOIMMUNOASSAY
MANUFACTURER: Ciba Corning Diagnostics Corp.
Walpole, MA

KITS: All kits, except where indicated, contain [-125
- IMMOPHASE

~INSULIN RADIOIMMUNOASSAY

-TBG RADIOIMMUNOASSAY

-1F BLOCKI!'.G ANTIBODY (Co=-57) RADIOASSAY

-LH RADIOIMMUNOASSAY

=HCu RADIOIMMUNOASSAY

«PROLACTIN RADIOIMMUNOASSAY



ATTACHMENT I (Cont.)

MANUFACTURER: Ciba Corning Diagnostics Corp,
Walpole, MA

KITS: A1l kits, except wherc indicated, contain I-125
-MAGIC

-TSH RADIOIIMUNOASSAY

-T3 RADIOIMMUNOASSAY

=T3 UPTAKE RADIOASSAY

-T4 RADIOIMHUNOASSAY

-FERRITIN RADIOIMMUNOASSAY

-CORTISOL RADIOIMMUNOASSAY

-DIGOXIN RADIOIMMUNOASSAY

-MAB TSH RADIOIMMUNOASSAY

-SINGLE STEP FT4 RADIOIMMUNOASSAY

<VITAMIN B12 (Co-57) FOLATE (1251) RADIOASSAY

<VITANIN B12/FOLATE NO-BOIL RADIOASSAY

MANUFACTURER: Monobind
Costa Mesa, CA

KIT: Contains [-125

~THYROTROPIN (TSH) SEQUENTIAL RIA TEST SYSTEM
MANUFACTURER: Becton Dickenson

KITS: Contain 1-125

-BILE ACIDS SOLID PHASE COMPONENT SYSTEM
-FREE-T4 SOLID PHASE COMPONENT SYSTEM

MANUFACTURER: Wien Laboratories
Succasunna, NJ

KITS: Contains =3

«17-HYDROXYPROGESTERONE TEST RIA CONTROL SERUM



ATTACHMENT I (Cont.)

MANUFACTURER: Diagnostic Products Corp.
Los Angeles, CA

KIT: Contains [-125
-DIGOXIN RIA KIT







ATTACHMENT 111

RADiOISOTOPE REAGENT LABELS

( N R ( -
'.‘ TIPSEP™ T4 RIA Mﬂn TRIA"T3RIA
- 125 REA ENT.125
Nuclear Diagnostics, Inc. 5 MREAGTEM?T l Nuclear Diagnostics, Inc. o G NT '
575m.Tm M m luw |w‘ con- y. Michigan 48083 : - A T3RIA Reagent ¢ £
- mo".'ﬂ’:-?'ﬁ“::» gor CAUTION 7L i e 10
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RADIOACTIVE V- CAUTION |
MATERIAL Dl Fa i o Disgnoste Use RADIOACTIVE
Y
Lot Ne. STORE AT 2° 8°C MATERIAL
Expires | so02 su ) o Lo
LOT. NO STORE AT 2-8°C
EXPIRES o
NDE () mp [ :
REAGENT. 25} Mmy TIPSEP"-TBG
N §11C8, INC 125
23 f fghiga "8”‘ _ ¢ 13 sty Nuclegr Diaonostics inc REAGENT '
CAUTION “ ‘ - 575 Rohbing, Troy, Michigan ARORY "‘p . 1 in .\ s hufler Totsl
"'\/‘ : . 4 ity iess ‘: &y pr
e N g HADIOACTIVE Use with TPSEFISS leet
Lot No MATERIAL W S ; : {
Explr e S s4i | Lot No STORE AT 2°-8°C
Expires \5"‘”‘ ”’)

‘ny %;},\Etpwrr” | an [SPINSEP‘-TBG\

uclear Diagnostics, Ine 4
e Do eiss | REAGENT- 1251

RA . @ ‘ CAUTION

' | MDIOACTWE@
Lot | ‘ MATERIAL

) c ) | Store at 3°-8°C

EXPIRES




Nuciegr Oragnostics. e o Mok o8

CAUTION
RADIOACTIVE
MATERIAL
Lot

ATTACHMENT II1 (CONT.)

F“,
TIPSEP' DIGOXIM RIA

REAGENT-*|

Expires P E
SLITS W8 Siohd m 115

Nuctes (Xagrostics, e Ty Wcitgm 608
CAUTION
RADIOACTIVE
MATERIAL

Expires
Store &l 2°4°C  SLA2 e

LIQUA T4 RIA
REAGENT."28)

MAAT-3'm
REAGENT.'»
o WAL § Reagest cocgmng T (291 macreg
PRI bt teman i Oy e Bee
Uy 0K s vy & apertion deln. Comtamg
CUGTY Sodee 2or 6 ) s
U 0 B 3 e U0 doconag @ Dt

For s Wi Dlageers Ui Doy




ATTACHMENT 1V

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 laborctories or hospitals anrd only for in vitro
clinical or laboratory tests not involving internal or external ad-
ministration of the macerial, 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
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. MNo pipetting of radioative materials should be done by mouth,

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

4, Spille. raterial should be cleaned up quickly and transferred to
a2 ¢ 1tabls waste container, A1l contaminated ar2as should be
washeu . th a suitable detergent soiution,

5. Labeled material (1251) contained in this kit may be disposed of
via the normal sewer system if the concentration after dilution
with laboratory discharge does not exceed 0.04 microcuries per
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 manufactured for commercial distributors is pro=-
hibited., Exempt quantities should not be combined, For IN VITRO
diagnostics use,




ATTACHMENT V'

WARNINGS AND PRECAUTIONS - SPECIFIC LICENSE

The following precautions must be observed in handling
radioactive material:

1.
2.

Handling must preclude any pipetting by mouth,

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

A1l laboratory tests should be conducted in a designated
area of the laboratory,

Spills should be wiped up immediately and the contaminated
materials placed in radioactive waste ¢centainers.,

A complete description of proper waste disposal of radio-
active wastes is covered in Title 10, Code of Federal
kegulations, 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 tc 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 a0 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 which can be on hand, LIQUID WASTE is to
be discarded in accordance with your Specific License
requirements,

Radioactive materials should be stored in a locked container
or in a manne’ to preclude their accessibility to un-
authorized personnel,

The use of radioisotopes should be confined *tn 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 used
in their original shipping containers proviging equivalent
radiation protection,
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INTENDED USE

The SPINSEP ~ TBG 5 a moaitied competitve Protein inding analyss 10
measure the nel effect of thyroxine Dinding prolens in serum

SUMMARY AMD EXPLANATION OF TEST

The existence Of thyroxing-binading proteins (TBP) in serum 18 well
odocumented ' ¥ Upon entenng the biood, approximately 9998% of L-T4
ana 99 64°% of L-Is become bound 10 thyroxine-binding protens (TBP) in a
reversible manne’ = The hormones are ransponed thvoughou! the body in
the bound form Clinical studies have shown that it (s the concentration of the
free thyroxd hormone the! determines the thyrometaboic status of an
individual The interaction between the thyroid hormones and ther binding
proteins (TBP) can be expressed by the equations
Td + TBP g TBP-T4
T3 + TBP w== TBP-T3
As InGicated by the equations, the concentration of free thyrowd hormone 1§
a function of both the serum thyrowd hormone and TBP levels Thus, a
measure Of total serum T4, T3 and TBP will provioe an accurate assessment
of the thyromelaboic status of the patent

There are three mayor thyroxine-binding proteins: albumin, thyraxine-dinding
pre-albumin (TBPA), aid thyroxinebinding giobulin (TBG) Albumin has the
weakes! binding affinity lor T4 Marked alterations in albumin concentraton
appear 10 have littlie or NO eflect on perpheral transport of thyroxing In NOMa
patents Thyroxine-Dinding pre-albumun has higher thyroxing-biNging
capacity but iess binding aftinity than TBG Whether TBPA has a significan!
Physiologic role invivo has been dsputed® Stering® reponed a less strining
inverse correlation between the free thyroxne fracthon with TBPA levels
versus the free thyroune fraction with TBG ievels Thyroxinedinding globuhn
i$ the mos! imponant of the three thyroxine NAING Protens in human serum
and has the stronQest oinging afhinity 1or thyroxine NO known Jisease resuits
from abnormal concentration of TBG'™ When grugs. pregrarncy of iliness
cause alteralons in the concentraton of TBG. normal homeostals
mechanisms Operate 10 NCrease Or Odecrease the 1otal thyroxine
CONCENtralion SO as 10 mamtan a normal ree T4 leve

PRINCIPLES OF TEST

This test neasures primarily TBG binding capacity The binding 1o TBPA
i§ iInhibited in the test procedure by the action of barbita' butter Albumun
contributes shghtly 10 thyroxine binding measured by the SPINSEPTBG pro-
cedure n patents with very low ot ahsen TBG'

The principie Of the tes! ivolves the saturation of inding stes with labeled
T4 A very large excess of T4 v the reagent overwheims the eMect of the
relatively smal amount of engogenous serum T4

The test 15 performed b, agang 1 ml of a buMter solution contaning
labelea T4 10 N1 m of the patient serum As the quantity of soded TBG
(from patient serum or TBG stangaro serum) increases the fraction of free
T4 (not bound ‘o TBG) decreases Thus the TBG concentraton (in ugis
T4 Bnaing Capacity) of a sample can be delermined Dy measurng the
gdistribution of the labeled T4 and referring 10 8 standard cunve The stan
darg curve is a piot of the TBC concentration (.1 ugidl Binding Capacity
versus the radioactivity (T4 bounc 10 TBG or T4 free from TBG

The gistribution of TBG-bound versus TBG-tree T4 hgana s dete™ingd by
centrifugation of the reaction mixture with NDI-SPINSEP Tablets The resin
tabiets contan precise’y measured quantities of specally-processed hg”
Quaiity 1on exchange resin  When the reaction mixt e comes in CoMact with
the resin. free T4 (not bound to TBG) adheres 10 the resn and 1 centrituged
10 the bottom of the tube whi'e the bound T4 (bound to TBG) remains tree

Since the 1otal activity a00ed 10 the reaction muxtyre can be getermined and
agoes not change from sampile 10 sampie the AsInbulion Of radioactvity
(DOUNG versus iree) can be oblaNed by Measurng the radioactivity content o
the centrituged peliet

The amount of free T4 (labeied and uniabeie. | which Dinds 10 the 181 vares
inversely with the TBG conten! of the serum Thus when the serum TBG
concentration s wgh. a8 small percertage o' labeled Td s free 10DiNC 10 the
resin and vice versa

REAGENTS

1 SPINSEPTBG REAGENT'™ 105 m comaning thyroune 124
0ss than 10 uC: sixty Jays 10 @xpraton gate i a bardia duMer Store
a2-8C
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Stability of Standard
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RESULTS
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SAMPLE DATA
(Not to be used in leu of Actusl Data)

Avg % Resin TBG Velue

Sample Counts Bound  wg % T4BC’
Total Count 55568 - =

50 y Swandarg 45 812 80
100 yi Stanciard 39496 7 180
200 w Stancard 29662 £34 360
300 ui S\angara 22551 406 540
Patent A 38417 me 185

' ug % T4 Binding Capacity

Preparation of Standard Curve and Determination of Final
Results

1. On the SPINSEPTBG graph paper provided. piot the % Resin Bound
obtaned for 50 100. 200, and 300 yi of standard serum versus the amount
of TBG added The amount of TBG added is as foliows

vl acoed TBG aocec
50 05
100 1.0
200 20 X TBG value 0! stangarg’
300 30

‘The TBG value of the standard serurn is given on the enclosed crcular

2 Using a French curve, draw @ “est it curve through the piotted vaiue~ o
the standard results obtaned

3. Determine the TBG concentration (in ug/dl T4 binging capacity) in
unknown samples by extending a horzontal ine from the % Resin Bound
(Y aws) 10 the point where the ine inlersecs the curve At this pont
extend a vertical ine 10 the X axis and read the value for the unknowr

80 SAMMLE CusivE DO W
St i) 3 * A A
| CURVE GENERATED Wil
u_“. FROL
g0 i
- . |
5 |
< \
8 aa '
e 8 1 \\\
\
g , \
& |
& . } \\
SO p p B
|
|
\
&0 r \
1
50 u 100 wi 200 v 300 u
4 A i
El 18 3¢ 54
TBG twgic T4 Binang Capacity

QUALITY CONTROL PROCEDURES

Control sera should be nciuded 0n @ rouhne basis with each group Of sera
assayed AJgitional coNrol sera may De oblaned Dy DOOING Seectad §roups
of patient sera or trom commercia sources It 1s preterable 10 have controns
for each of the three caleQones O! inyrong Status

The laboratory should periodically calculate the coetcent of vanahon (L

of 1e5! results ablaned Irom Contro! sera tested over a perod o me Afer ar
accepted CV has been estabished marked deviations from the acceptabie
fimits may sugQes! problems with the les! procedure (e Nnican enc

reagen! oeleroraton. equipment maitunction. etc ) The estahishment of
control imas 15 AISCUSSed \ MOs! general laboralony NanabuOLs

LIMITATIONS OF PROCEDURE

Some of the factors known 10 ncrease TBG and total T4 concentratons are
pregnancy Esirogens ant-Ovulalory 0rugs genenc 1actors hepatc 1isease
(elevaled estrogen levels) and hyperprotenema  Faclors known !

oecrease TBG and 1otal T4 concentrations ae a gens Nephross w
hypoprotenemia genentc 1actors 87 hepalic disease (0l eased Prole
synthess) Drugs kNOwn 1o result in iow serum T4 levels Jue 10 isPlace™e

of Td trom Dngeng protens are dilantn and massve 00ses o salCylates

) ‘

T T 5 i S v e g r——



! EXPECTED VALUVES

The suggestad normal range for the SPINSEP-TBG procedure s 1625
¥Q/ 01 T4 binding capacity

It 18 suggested that each laboratory establish i1s own normal range due 10

uniqué facion. which may govern the thyroxne-bnding globuiin ievels in
’ thew particular geographic area The normal range of 15-25 g/l T4 bing

INg Capacity was estabiished based on a study of 131 normal hospia
! employees Ten euthyrod sera of females laking estrogens of birth control
! piis had a mean TBG value of 304 with range of 26.0-41 0 pgid! T4 binging
capacity None of these values fell within the normal range The SPINSEP
TBG values for hype thyroid and hypothyreid patient groups were 20 3 and
229 pg/dl T4 binding capacity respectively’

PERFORMANCE CHARACTERISTICS

Eftect of Added Thyroxine

To demonstrate that the tes! is not attected by the amount of endogenous T4

present in the serum sample. known Quantities of thyroxine were agded 10
’ a base serum tested by the SPINSEP.TBG procedure The results are sum

marized below

Table 1
Base Serum Added T4 Measured Percent
TBG Level (ug/dl) TBG Level Change From
(,9/dIT4B.C) to Base Serum (.g/diT4B.C) Base Serum
202 $ 210 «~40
10 205 «15
15 20 10
20 200 10
Sensitivity
The sensitrvity of the SPINSEPTBG test procedure s approvmately 04 ug/ ol
T4 binding capacity
Effect of Added Albumin

N There is evidence that aibumin contnbules parialy 1o the MyToxne iNdng
measured in the les! However the eNect i only Shown in patients with very
low of absent TBG '* Results of a study are summarnzed below

Albumin Added o Base
(% of Normal Albumin)
0% 0% 100%
Low TBG 80 123 168
Normal TBG 205 2089 223
High TBG %9 29 319
Precision

Frozen pooied sera were employed 10 determine the intra- and inter-assay pred

son of the SPINSEPTBG procedure The sera were assayed in guphcat. over
several days
intra-assay Precision (in guphcale)
Mean vaue $0 et of n
(wgir T4 BC ) W Te BC Varaton (% Asingt
Pool # 1662 135 3 Pt
Pool #2 2026 o8 22 20
Imter-assay Precision (in gupiCate
Mean Vaue al e .
W T4 BC woo T4 B Assay
Pool »1 662 135 B 2C
Poo o2 20 2¢ o 3 &

w
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Inter-assay precision of the test is indicated by the coeticient of vanation
for & sample assayed on ditterent days

Intra-assay precision is obtained by determining the mean of the coett.crents
of vanation for the duplicate determinations of serum

Test Tubes

I s suggesied that 3isposabIe Plastic 1es! Iubes (12 x 75 mm) be used
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