
In-Vitro Screening for Viral Contamination of Blood Donations used in 
the Manufacture of Cutter Blood Products 

1. Full details of the test procedures used for the testing of blood 
donations, used in the manufacture of our products are included in 
the instruction leaflets supplied by the manufacturers of the 
test kits and reagents. These instructions are followed by our 
testing laboratory without any deviation. 

The following test procedures are used:- 

ELISA Test Kit for Detection of Antibody to Human 
T-Lymphotropic Virus Type III (HTLVIII) (Electro-Nucleonics 
Inc, VIRGO Test) 

- Radioimmunoassay Test Kit for Detection of Hepatitis B 
Surface Antigen. (Electro-Nucleonics Inc, RIAUSURE II Test) 

- Reagent for the Determination of Serum Alanine 
Aminotransferase (ALT, GPT). (Electro-Nucleonics Inc, 
ALTAIRE Test Kit) 

2. Quality control procedures carried out in relation to the assays 
are as described in the instruction leaflet for each kit. 

3. The criteria by which donor units are excluded from processing 
are as follows:-

3.1 Any units determined to be reactive by the VIRGO Elisa test 
for HTLVIII or the RIAUSURE II test for HB Ag will be 
destroyed and the donor permanently deferred. s

3.2 If serum samples from any donor are positive by the ALTAIRE 
test (ie ALT levels are at least twice the upper limit of 
normal) the following procedure is used: 

If the donor's ALT levels arh between 2 and 5 times the 
upper limit of normal for the first time in 30 days and 
the plasma units are non-reactive, no action is taken. 

If the donor's ALT levels are between 2 and 5 times the 
upper limit of normal for the second time in 30 days 
the unit is destroyed (even if it has tested 
non-reactive) and the donor is permanently deferred. 

If the second reactive is more than 30 days after the 
first no action is taken. 

If the donor's ALT levels are more than 5 times the 
upper limit of normal for the first time the unit is 
destroyed and the donor permanently deferred. 
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Cutter Laboratories 
Division of Miles Laboratories, Ltd. 
Stoke Court, Stoke Poges 
Slough SL2 4LY England 
Phone: Farnham Common (02814) 5151 Telex: 848337 

In Vitro Sceening Tests for Viral Contamination of Blood Donations Used in the Manufacture 
of Blood Products 

1) The following test procedures are used by CUTTER:-

- VIRGO ELISA TEST kit for Detection of Antibody to HTLV-III 
Electro-Nucleonics Inc. 

RIAUSURE II kit for Detection of Hepatitis B 
Surface Antigen by Radioimmunoassay 
- Electro Nucleonics Inc. 

ALTAIRE kit for Determination of Serum Alanine 
Aminotransferase (ALT) 
- Electro Nucleonics Inc. 

The manufacturer's instructions are followed by our testing laboratory; there are no deviations. 

Copies of the package inserts for these kits are attached. •r

2) Positive and negative controls are carried out with each test unit as in the instructions ie with every 90 tests for 
antibodies to HTLV III (HIV) and every 600 for HBsA . 

g 
3) The criteria for exclusion of donors is detailed in our SOP entitled "Cutter System of Plasmapheresis". A copy of this is attached. 

Marie Tatt 

17.9.87 
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1'  
HUMAN T-LYMPHOTROPIC VIRUS 

VIRGOTM HTLV-III ELISA 

Enzyme-Linked 2atmunosorbent 
Detection of Antibody to H ' - — viraw Type III - (HTLV-III) - 
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• HUMAN T-LYMPHOTROPIC VIRUS TYPE III 

VIRGOTM HTLv-iII ELISA 

ELISA Test Kit* for Detection of 
Antibody to Human T-Lymphotropic 

Virus Type III (HTLV-III) 

INTENDED USE: 

The VIRGOTM llfl V-III ELISA Test Kit is an Enzyme-Linked Immunosorbent Assay utilizing a purified preparation of Human T-Lymphotropic Virus Type-III (HTLV-III) as a substrate for the detection of circulating antibodies to 
HTLV-III in human serum or plasma. 

SUMMARY: - - - 

The presence of circulating antibodies,indicates exposure of an individual to an agent or its antigens and a subsequent immune response. An immune response is usually associated with prior infection and immunity to a particular disease, but examples exist such as Herpes Simplex Virus where an immune response as indicated by circulating antibodies does not impart protection. Recent epidemiological evidence indicates that an infectious agent transmitted through intimate contact, IV drug use or use of infected blood or blood products causes Acquired Immunodeficiency Syndrome (AIDS). This disease affects T-cell mediated immunity, resulting in severe lymphopenia and a reduced subpopulation of helper T-lymphocytes. Destruction of this T-lymphocyte population by the virus causes an immune deficiency, resulting in a reduced or deficient immune response to subsequent infections. Consequently infections become more severe and may cause death. At present there is no successful treatment for AIDS. The etiologic agent has been identified as a retrovirus, HTLV-III (1. 2, 3, 4, 5). 

The implications of antibody to HTLV-III in as asymptomatic individual are not known. HTLV-III virus has been found in the presence of antibody to HTLV-III. The VIRGO IITLV-III ELISA was developed to detect antibody to HTLV-III 
so that 

potentially infectious units of blood and plasma could be eliminated from use in 
transfusion or manufacture into injectable products. 
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The ELISA procedure is a well established technique for the detection of antibody to viruses (6). The method is both highly sensitive and specific if adequately quality controlled. The 96 well microassay plate format lends itself to high throughput testing. The VIRGOTM HTLV—III ELISA kit is supplied with virus antigen coated microassay plates, control samples and all reagents necessary for detection of antibody to HTLV—III in human serum or plasma samples. 

PRINCIPLE OF THE METHOD 

Human T—Lymphotropic Virus Type III (HlLy—III) isolated•in the laboratory' of Or. Hobert Gallo (NCI) was propagated froma seed stock according to procedures established by M. Popovic (2). The cell line infected with HTLV—III is cultured and the culture supernatant is purified by centrifugation procedures. The viral concentrate is then inactivated in a two—step procedure using chemical and physical treatments. 

Purified inactivated HTLV—lII is adsorbed onto wells of a microassay plate. Serum or plasma samples diluted in a buffer are added to these wells. If antibodies specific for HTLV-luI are present in the sample, they will form stable complexes with the HTLV—III antigens on the plate. A goat anti—human IgG (Heavy a: Light chain specific) labeled with horseradish perozidase is added. If the antigen/antibody complex is present, the peroxidase conjugate will bind and remain in the well. Enzyme substrate is then added. Color will develop in .wells containing antibody. •No color develops in negative wells. An acid stop solution is added to each well and the color read on a microassay plate reader at 492 mm. (See Diagram) 
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DIAGRAM OF PRINCIPLE

2. Add 1:100 dilution of 

trample or control. 

2. Incubate 30 minutes 

at 37 degrees C. 

3. Wash and aspirate 

unbound material 

A. Add ERP-enzyme labeled 

conjugate. 

5. Incubate 30 minutes 

at 37 degrees C. 

6. Wash and aspirate 

unbound material 

7. Add OPD substrate. 

Incubate 10 minutes 

at room temperature. 

S. Reaction with MP-
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MATERIALS SUPPLIED 

1. BTLV-1II Microassay Plates: Plates containing 96 wells coated with inactivated, disrupted, purified Human T-Lymphotropic Virus Type III. 

2. Anti—Human Conjugate: Anti-human IgG (Heavy a Light chain specific) - - (Goat) labeled with horseradish perozidase (REP) (lyophilized.). -  Preservative: Thimerosal. 

3. High Positive 11TLV-III Serum Control: Inactivated human serum containing a high titer of antibody to HTLV-III (lyophilized). 
Preservative: Thimerosal. 

4. Low Positive HTLV-III Serum Control: Inactivated human serum 
containing a low titer of antibody to HTLV-III (lyophilized). Preservative: Thimerosal. 

5. Negative HTLV-III Serum Control: Human serum negative for antibody to HTLV-III (lyophilized). Preservative: Thimerosal. 

6. Phosphate Buffered, Saline. Diluent Buffer Component A. • Preservative: Thimerosal. 

7. Normal Goat Serum: Diluent Buffer Component B. Preservative: Thimerosal.

8. PBS/Tween 25X Concentrate. Phosphate buffered saline containing Tween 20. Preservative: Thimerosal. 

• 9.• UPD Substrate Tablets: 0-phenylenediamine Dihydrochloride (OPD) 
chromogen.  - 

10. OPD Substrate Buffer: Diluent for UPD Substrate Tablets 

11. Stop Solution: 2N Sulfuric Acid (H2SO4) 
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V1IGOTM ELI SA - Test Kit for of S LT-IIZ Antibody- _ 

List No. 4320 480 Determs~Ils 

Kit Contains: 

5 HILV-1II Mso; Mates (96 Wills rack) 

S Vials (12 Cawj, mEate Goat Astirkaamaa IG (g & L 
chain sped-: -

_ - 1 Vial (1.2 al*itx*s MV-1 CeatreiL ( sa) 

2 Vials (1.2 : p6mitiys 8 'LY-AIL Control (Ea .n) 

1 Vial (1.2m •  m -III Coat L (ba n) 

S Vials (88m Salina: 

5 Vials (22 Gat Sc=ma 

2 Vials (40 -2 LCQaacaxtxrsty 

1 Bottle (18>Raal O19 Sabstr*t.g 

2 Vials (4 8n. strase Huffer 

1 Bottle (50 Sol-rioaL 
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MATERIALS 2EQU1RED BUT NOT SUPPLIED 

Non—absorbant bench cover 
Test tubes. and racks 
Micropipettes; 50µ1..100µl, 
Multipipettors; 504, 100µl and tips or automated dispenser. 
Disposable pipettes; 1 ml, 5 ml, 10 ml 
Ehrlenmeyer flasks; 100 m1, 500 ml, 1 and 4 Liter 
Aluminum foil 
Non—metallic forceps 
Timer  

- Disposable'gloves - - 
Lab tissue  - 
Safety pipetting bulb -
Humidity chamber (Box or sealable bags containing moist towels) 
370 C Dry incubator or 
370 Humidified incubator (Plata sealers should be used) 
Opaque plate cover 
Deionized or distilled water 
Mieroassay plats washer dispenser (opt.) 
Single or dual wavelength spectrophotometer A492 with 600-620 am as 
reference
Vacuum pump system 
Autoclave 
Refrigerator 20 to 80C 

PRECAUTIONS

1. The HTLY—III microassay plates were prepared from viral material 
inactivated by detergent and heat treatment. ENI has assayed for 
reverse transcriptase (RT) activity in inactivated preparations with 
negative results. Attempts at reisolation of the virus from samples 
of inactivated material inoculated into H9 cell line yielded no 
detectable live virus. However, good laboratory practice (GLP) 
dictates that these reagents be handled and disposed of as you would 
any potentially biohazardous material. 
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2. The positive control sera have been heated at 56°C for 1 hour a assayed for RT activity and reisolation of virus with aegati• results. This does not ensure the absence of viable ETLV—III viru and therefore these sera should be handled as potential) biohazardous. Again, following GLP is imperative. 

3. All human serum components have been tested by radioimmununoassi and were found to be negative for hepatitis B surface antigt (BBsAg). This does not ensure the absence of hepatitis B virus. 

_ _ 4. This kit contains acid. Do 
not combine acid waste with wasi material containing sodium azide.-. _ 

S. All materials used in this assay including reagents and sample should be disposed of in a manner that will inactivate hums hepatitis and BILV--III virus. 

The preferred method for solid wastes (ie, plates, disposabi gloves, etc.) is autoclaving for 60 minutes at 121oC. 

The liquid waste may be decontaminated by addition of: 

Sodium Hypochlorite (bleach) at a 2.5 % concentration in the fins volume. The waste should be allowed to stand a minimum of 30 minute to inactivate the virus before disposal (7). 

6. Tne components of this'kit have been; tested as a unit. Do no interchange components from other sources or from different lots reagents. o: 

+ _.. 7. Do not use reagents beyond their labeled expiration dates. 

8. Do not handle OPD substrate tablets with fingers or permit contaci with skin. Use nonmetallic forceps to handle tablets. Protect 
opt tablets and prepared reagent from light. 

9. All reagents must be at room temperature 15-30 minutes before use. 

10. The flip conjugate nay be inactivated by water which has beat deionized with polystyrene resin. Do not use this type of deionised water to make the Assay rash Buffer. 
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11. If serum or plasma samples are stared, they should be kept at 20 
to 8°C or frozen. Self-defrosting freezers are not recommended for this storage. Avoid multiple freeze—thaw procedures. 

12. Do not use a water bath to incubate plates. 

13. Avoid repeated opening and closing of the incubator during the conduct of the assay. 

14. During 370 C incubation, evaporation must be prevented. Place plate in a covered box containing moistened paper towelling or cover plate with plate sealer if using a humidified incubator. 

15. _ When using automated dispensers the tips must be adequately rinsed or replaced between each use. 

16. 

Eea20nt 

For In Vitro Use Only. 

Storaee 

1. Stare unopened kit at 20 to 80 C upon receipt.. 

2. Stop solution is stored at room temperature. 

3. PBS/Tween 25X concentrate and working dilution are stored at room 
temperature. 
Note: When concentrated PBS/Tween 25X is stored at 20 to 80 as in the unopened kit, crystals may form. Redissolve by warming at 37°C. Mix well before diluting. 

4. Store reconstituted controls, diluent buffer, OPD Substrate Buffer and OPD Tablets at 20 to 
soC. 

Note: 

• 

a. 'Reagents must be at room temperature 1S-30 minutes before use. 

b. Bring OPD Tablet bottle to loom temperature 1S-30 minutes 
before opening. Return to 2oto 80C after removal of required number of tablets, Do not remove desiccant from the OPD bottle. 

Page 8 

BAYP0000004_463_0011 



REAGENT PREPARATION. . 

1. Diluent Buffer: Component A-Phosphate Buffered Saline 
Component B—Normal Goat Serum 

Pour one vial Component B into one Component A vial. mix thoroughly. Use within 5 days. Store 
temperature 15 to 30 minutes before 

using.t 20 to 80C. Bring to room

2. High Positive/Low Positive/Negative Controls (lyophilized). Reconstitute with 1.2 ml Diluent Buffer. 
Mix thoroughly. Liquid controls are stable 5 days at 20 to 80C.

3. Assay Wash Buffer. Dilute PBS/Tween 25X Concentrate with deionized or distilled water to final volumes listed below: 

Note: When concentrated buffer is stored at 20C to HoC, crystals may form. Redissolve by warming 370C. Mix well before diluting. 

PBS/Ttreen 25X Fin, , la  V4 'et 

16 ml 400 ml• 
40 ml 1 liter - 

4400 ml is sufficient assay wash buffer for 1 plate. 

Store at room temperature. Use within 5 days. 
J 

4. HRP Conjugate (lyophilized). Biing:.to room temperature 15-30 minutes before use. Reconstitute each HRP Conjugate vial with 12.5 ml Diluent Buffer. 12.5 ml is sufficient conjugate for 1 plate 

Mix thoroughly. Use within 8 hours. $tore gnused coniugate at 20 ROC_ Bring tQ rQCD1 tamDer!t err 15-10  min r b r 

5. ETLV—III Microassay Plates _ 
Store at 20 to 80C. Bring the required number of plates to room temperature 15-30 minutes before removing from its/their pouch(es) 
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-6. OPD Substrata 
Prea=rr r*ateat 15 m+atstes be:foTc _a . Make sure that the bottle 
contaiaiag OPD tablets is at room temperature 15-30 minutes before 
opening.. Es ds OPD 

tablet is sufficient for approximately 50 tests. 
Bring OPU Susstrate Baffer 

to room temperature. In a dark or foil 
covered. contasmer,. add S al buffer for each tablet (See Chart). Mix 
Well before eying. Use_ureaared 0PDRe reixt ritbiu 60 m at ems. 

31 Ql'D 
No. Plates _ OPV Tablets Substrate_Buffer 

1 3 15 
2 5 25 
3 - 7 3-5 - - _ - 4 - - g 45 
S 11 55 

LLQTS': Ara4d meta! rant...-t with OPD tablets or sgbstrste solution 
Protect solutiva sad tablets fr liat. It is essential tbat clean 
la tare be used far RiMa on of the QPD Substrata Trace w  tal
germs oz other coataaeiasats army interfere with results 

SPEC131E?i CUUJCIIUN AND ilANfl tNG 

1. B.andla all blood. plasma and serum as if capable of transmitting 
hepatitis aadlor EThY-ILL viruses.

2. Optaaalperformance of ELISA depends upon fresh serum or plasma 
samples (ales:, aonrhaatolgzed). Specimens should be collected 
aseptically. 

Early separation, from the clot prevents hemolysis of 
serum. Heat inactivated serum a: plasm* is recommended. 
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3., If samples are extremely lipemic, icteric or bacteriologically 
contaminated, preferably another sample should be drawn. If another is not available, filtration (O.45'µ) or centrifugation 
(approximately 3000 $ G. for 10 minutes may be used to .improve sample quality.) 

4.. Avoid 
multiple freeze—thaw cycles which may result 

in sample 
deterioration and cause erroneous results. Self—defrosting freezers 
are not recommended for storage of samples. 

S. Undiluted specimens may be stored for up to seven days at 20 to 80C 
if they are suitably vialed and stoppered. For longer storage, 
samples should be frozen at —200 C or colder. Place at 370 C only 
until the samples are thawed. Remove and mix thoroughly before use. 

6. Store 1 :100 'sample dilution at 20 
to 80C. Use within 8 hours of 

preparation. Bring to room temperature 15-30 minutes before using. 

TEST PROCEDURE 

NOTE: Specimens May Contain infections HILV—III or hepatitis virus. 
Handle as if capable of transmitting virus. Plasma or serum 
samples should be screened at a standard 1:lOO dilution on the 
HTLV—III microassay plate. Initial reactives must be retested in 
duplicate on an IiTLV—III microassay plate. 

1. Into clean test tubes, or other comparable container, dilute 10 µl 
of each sample to be tested with 990 — 1000 µl working Diluent 
Buffer and mix well. Alternatively, two serial 1:10 dilutions may be 
performed to yield 1:100. Both methods may be performed with an 
automatic diluting device capable of performing one or both of the 
methods of dilution. 

2. Remove the required number of microassay plates from the 
refrigerator and allow them to come to'ambient temperature 
(approximately 15to 30 minutes). Remove the plates from their 
pouches just before use and label. 
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• 3. Dispense 100 µl of each diluted sample or reconstituted control 
samples (do..pp.t dilu ;tLe_controls)  into the respective wells of the 

• microassay plate being used. Use a clean pipette for each sample. 

4. It is necessary to have 2 wells with High Positive HTZV—III Control, 
3 wells with Low Positive HTLV—III Control, 2 wells with Negative 
HTLV—III Control and 1 well with Diluent Buffer reagent only on each 
microassay plate used. The best quality control of the procedure is 
assured if controls provided are added just prior to incubation. 

NOTE: A suggested plate format for controls is illustrated below. The 
microassay plate reader -in your laboratory may dictate that another 
format be used. 

S. In a dry incubator place the plates in a prewarmed box with dampened 
towels. If a humidified 37°.0 chamber is used, the plates should be 
covered with'a plate sealer. Alternatively in an humidified-
incubator the plates may be placed in a ." Ziploe" bag. Do not 
stack more than 2 plates. Incubate for for 30 ,+~0.5 minutes. 

(Zipiock is the registered trademark of the Dow Chemical Co.•
Indianapolis, Ind.] (In Print use as footnote) 

6. Aspirate and wash each plate five times with •the 250 to 300 pl/well 
Assay Wash Buffer. Automated washers should be adjusted to fill 
each well completely without overfilling. After the final wash, be 
sure all of the buffer is removed from each well. Sharply tap the 
plate upside down on towelling to remove the last remaining liquid. 
NOTE: Proper wash procedure is essential for good assay 
performance. 

7. Dispense 100 µl of rehydrated HRP Conjugate into each well of the 
microassay plate. 

8. Incubate the conjugate—filled plate for 30 1  0.5 minutes at 37°c in 
a prewarmed humidified chamber.. 

9. Prepare 0PD substrate 15 minutes before use in step 10. 
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- Diluent blank (For blanking plate reader) 

R - Negative Control 

L - Low Positive Control 

H - High Positive Control 

10. Aspirate and wash each plate five times with 250 to 300 µl/well 
Assay Wash Buffer. After the final wash, be sure all buffer is 
removed from each well as in step 6. 

11. Add 100 pl of freshly prepared OPD Substrate reagent into each well. 

12. Incubate the OPD Substrate filled plates for 10 minutes at room 
temperature (15 to 25 °C). Start the timing with the addition of 
the reagent to the first well. Use an opaque cover to protect from 
light. 

13. Stop the reaction by adding 50 µl Stop Solution to each 
well in the 

same order used in the addition of the OPD substrate reagent. 

14. Ten minutes after adding the Stop Solution, read the developed color 
in cacti well on a plate reader at 492 nm. Tent must be read within 
one hour. 

NOTE: The reader should be blanked on the Diluent Buffer well. Bichromatic 
absorbance measurements with a reference wavelength of 600 - 620 nm 
is recommended when available. 

15. Record the absorbance results on the data sheets provided. Include 
the kit master lot number, date, operator name and any notes about 
the run. If a hard copy of the absorbance readings is provided it 
may be attached to the data sheets. 
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. I 

RESULTS 

VALIDATION OF TEST PERFORMANCE 

The control results must be examined before the sample results can be 
interpreted. 

1. Determine the mean absorbance of the control values: Negative (N), 
Low Positive (LP), High Positive (HP) See example below. 

t 

0.023 0.187 0.822 
0.017 0.201 0.867 

0.040  0.5811.689 

. NX - 0.040/2  = ' 0.02.

LPX = 0.587/3 - 0.20 

HPX = 1.689/2 - 0.84 

Acceptable Range 

Ni j0.050 

LPX : 0.100 — 0.300 

HPX : .1 0.500 - 

An individual control value is out•of range if it deviates by more than 
30% from its control mean. If only one individual control value is out of 
range, but the mean of each control falls within the acceptable range, the 
run is considered valid. 

See below for calculations of out of range values. 

If 2 or more control values each deviate by more than 30 % from their 
respective control means, the run is invalid and should be repeated. 
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OUT OF RANGE VALUES 

A single control Value must be excluded if it deviates by moire than 30 % 
from its control mean. 

Example: Low Positive Control 

1. Determine Mean: 

0.0?0 
0.120 
0.140 

- 0.330 - - -

X=0.33013=0.110 

2. Subtract out of range value from mean: 

0.110 - 0.070 = 0.040 

3. Determine percent away from mean: 

0.Q40 Z 100 = 361
0.110 

INTERPRETATION OF RESULTS 

1. A cut off vatue of 0.100 absorbance units (A492) has been 
established. 

2. If the initial test result of a sample is 1 0.100, retest in 
~._ duplicate on an IlTLV-III microassay plate using the original sample 

source. 

3. If both retest values are ( 0.100., the repeat test is nonreactive 
and the interpretation of the testing is nonreactive for RTLV-III 
antibodies. 

If both retest values are 1 0.100 or if one of the duplicates is 
(0.100 and one is 1 0.100. the interpretation of the testing result 
is repeatably reactive and the sample should be considered positive • for HTLV-III antibodies by the criteria of the VIRGO HTLV-III ELISA 
test. 
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SU) *U RY 

VIRGO HTLV-IIIEI1SA SCREEN 

C 0.1 1 0.1 
' 

NONRE. CTIVE INITIAL REACTIVE 

RE-TEST ON HTLV-III (DUPLICATE) 

BOTH 4  0.1 AT AST ONE REPLICATE ( 

1 NONREACTIVE REPEATABLY REACTIVE - P0SI7 

EXPECTED VALUES 

Table 1 illustrates the typicalperformance in 4 clinical studies 

TABLE 1 

For fresh plasma/serum samples (Sites A, B, C) the reactivity rate in random donors for the repeat VIRGOTb1 STLV-III ELISA is 0.7 S. Test results at Site D represent a freezer study of sera drawn from random individuals and stored for varying lengths of time. A portion of the samples were drawn in 1974, prior to the onset of AIDS as a disease state. As stated above repeated freezing and thawing or heat inactivation of serum or plasma can result in elevated absorbances in the ELISA test which are not related to specific antibodies. Researchers can expect a higher than average rate of reactivity for samples which have been repeatedly frozen and thawed. 

Each institution should establish its own reactivity rate. 
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TABLE 2 

A summary of the VIRGOTM HTLV—III ELISA results in patient populations (Table 2) shows the reactivity of the test for various disease states. 

PERFORMANCE CHARACTERISTICS OF THE TEST 

`.

. At present there is no recognized standard for establishing the presence
and absence of HTLV—III antibody in human blood. We are, therefore, computing sensitivity based on the clinical diagnosis of AIDS and specificity based on -random blood and- plasma donors. Our studies show-
that: 

1. Sensitivity based on an assumed 100% prevalence of HTLV—III 
antibody in AIDS patients is estimated -to be 99.6%. 

2. Specificity based on an assumed zero prevalence of HTLV—III 
antibody in random plasma and blood donors is estimated to be 
99.2. 

LIMITATIONS OF THE PROCEDURE 

1. The user of this kit is advised to carefully read and understand the 
package insert. Strict adherence to the protocol is necessary to 
obtain reliable test results. In particular, sample and reagent 
pipeting, careful washing and timing of incubation steps-are 
essential for accurate, reproducible detection of HTLV—III antibody 
by the VIRGO ITLV—III ELISA Assay. 

2. Use fresh serum or plasma samples or once frozen samples thawed at 
37CC. Sample degradation as well as multiple freeze—thaw cycles may 
cause spurious results. 
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3. The primary use of the HTLV-III antibody test is to screen blood 
and plasma donations so that units containing antibody can be identified sad eliminated or restricted to further manufacturing into non—  injectable products. It is inappropriate to use this test as a screen for AIDS, or as a screen for members of groups at increased risk for AIDS in the general population. The presence of RTLV—III antibody is a diagnosis of AIDS. Individual blood/plasma donors who are determined to be repeatably reactive should be referred for medical evaluation which may include additional testing, such as antibody detection by the Western Blot technique, if that has not been done at the collecting facility. 

4. A non reactive test result does not exclude the Possibility of exposure to or infection with HTLV—III. 

S.  Falsely reactive test results can be expected with a test kit of this nature. The proportion of reactives that are falsely reactive will depend 
on the sensitivity and specificity of the test kit and on the prevalence of HTLV—III antibody in the population to be screened. 

The prevalence of BTLV—III antibody in random donors is not known, but the higher the prevalence of BTLV—III antibody in a population, the lower the proportion of falsely reactive samples. With the estimated sensitivity and specificity of the VIRGO test kit and an assumed prevalence rate of 0.1%, out of every 100 repeatably reactive samples, 89 will not contain HTLV-III antibody. If the HTLV—III prevalence rate is 1.0%, then out of every 100 repeatably reactive samples, there will be only 44 that do not contain HTLV—III antibody.

6. Samples which are considered positive after testing as described 
above should be retested to establish whether or not they are 
repeatsbly positive. The retest should be performed using the original sample source. 
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TABLE 1 

ELISA RESULTS FOR RANDOM BLOOD AND PLASMA DONOR POPULATIONS 

DONOR NO. INITIAL PERCENT REPEAT PERCENT CENTER SAMPLES TEST TOTAL TEST TOTAL ` -- - 
-------------------------------- A 4918 36 0.7 15 0.3 

B _ 5809 117 2.0 63 1.1 

C 4467 38- - - 0. 8 28 0.6 + 

D 1177 50 4.2 21 1.8 

Totals  16391 
-_--

-241 - ---1.47 --127- - - 0.77

* Samples from sites B & D were serum, other sites were • plasma. 

** Samples from site D were from a freezer study of stored ran-dom donor specimens. Some of the samples have been stored for up to 10 years. The higher incidence of reactive .specimens is due to conditions of storage. 

All Samples in these studies were from random blood and plasmapheresis donors. ' 

ites A, B and C are test centers for plasmapheresis donors. ite D is a volunteer blood bank. 
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TABLE 2 

ELISA RESULTS FOR DIFFERENT PATIENT POPULATIONS 

NO. INITIAL PERCENT REPEAT PERCENT DIAGNOSIS SAMPLES REACTIVE--- TOTAL --REACTIVE ---TOTAL _-~- 

AIDS/KS/OI 236 235 99.6 235 99.6. 

ARC 139 128 92. 1 127 91..4 

AIDS CONTACTS 3 _   2 66..7 ' 2 66.7 

HEMOPHILIACS 469 124 26.4 113 24.1 
HHS MALES 114 68 59.6 66 57.9 

OTHER DISEASES 382 18 4.7 13 3.4 

AIDS - Acquired Immunodeficiency Syndrome 
KS - Kaposi , s Sarcoma 
DI - Opportunistic Infection 
ARC - AIDS Related Complex 
HHS - Healthy Homosexual males 

Other Diseases include: Rheumatoid Arthritis, Leukemias, Lymphomas, Myelomas, Melanoma, non-AIDS Kapasi's Sarcoma, Hepatitis B Virus and Bone Marrow Transplant recipients. 

The specimens represented in this table were collected from 2 clinical research sites, and from a community blood bank engaged in research on various diseases related to blood. 

The percent reactive samples for hemophiliacs is lower 'than current results. A portion of these specimens were collected before the onset of AIDS in the United States i.e., prior to 1978. 
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For the Cusnetett+1e teem ntaadcn of Martine 7ransamwsee in senua or 

Kati°i'r1;i 1'1• 'F" tT.'T~i~a~I 

In 186&Htobterrssd et aV in estigated AJanine ammo trafrbferaae (Ai). 
formerly known as gtutante pynivic trarisaminaae (G?1), aettvity in 
human sutra and introduMO a scec5 htom,tflc MUY based on the 
measurement of NACH oat ewntrtion. The fctto►ting method it based on 
1t a by WtCbtew* a and. La Cue btu is mooitte4 arroyo. 
in g to the IFCC recemmendationsa. Substrate conearttratdono are 
opamitsd. Triateotsoee ptl eDlsate as atMfar and LOH has been addax 
to teniDste enc05$nous pyrirnsae In sse 6004 L 
Serum is preincubated with haft bit?fet►subetrabe neegent ccntatning LOH 
to renxrrs endogenous pyres. The m en for afanira ammo trans 
rerasa Is aCined by the addidot of 2rsirogttmrsite. The snzyttte ALT 
transrers the mono gnus from atatnine m 2oxogtIanrata to fonts pytttvste and gtusamste. The Qinrmte enters a rousts derrydrtigenaoe a~buyzsd 
reaction with MACH to ploduc taetaae and NA . The deaeese in 
aoaorbanca due to Consumption of NAOH Is •measured 
si~atsicathc ' 

2-0uegttttarat+ t LrAlanine —_ Gtutahfate a. PYnlwate 

Pyrwete + NAOH+H  Lactate « NAO• 
In tfte EPOS 6•pont Idnedo mett»d. the rate of MACH decrease is deter- 
mined socctropnotomacicany at 934 run and is dttectiy pr000stfonei to the ALT actviry In Me sample. Premature subaaate depisir n to detecteo by the Start 'credo Option ano hsgn pynives NiAts ave detected by the ItttMerenea Optson of the EP09 System. 
R.AOENTS • FOR IN VITRO 01AGMOSTiC USE 
672704 ALT Butter, 7 x 30 ml 

Janine  600 mnid/l 
Tns Ha 1 t S mmolL 
Ph 7.5 0 30'C 
WAANtNti( 0CHTAtNS SOOtUI:t AZ1DE. Sodium Aide they reacx w tti ca and I4M pnai oitsg to tonrl nighty estttoeiv, metal ezlaee. On disposal. rush Will a large volume of rater to err ertt saes btulCup. 
6720N ALT Substrate, 7 x30 nil 
NAOH d.3 isrn04Mat 
LaGZte denydrogitrtaaue 72 U/vial 
BTaM ALT Storer. t x 2t *I4 
2-cxogtuttrue 180 mmot/L 
'Rte "a 6L4 mmd/L 
WARMNGS CONTAINS SOCIUM AZICEI Sodium Aitde may tearx with a: mar and lslad Plumbing t0 foim highly atplaaivs metal azidee. Ctn disposal, Rush with a Large vctume of wow to prevent suds btrisd•u~ 
Pripiaratian of Reagema 
Pie ridng Reagent R, by reconstrbir0ng ALT Substrate (8) with ernirro mntenp of ALT Buffer (A). Swirl to dsSonve arse erlow to stand 10 
minutes. Transfer sppropriass amount to the R, reagent vesseL 
ALT Starter

(C 
At. is reedy far use. 7ranafer appropriate amount to R2

Storage insmsetlotia 
Store SysteMate ALT See as oeanaged az2 8•C. Storage must not axte 
the expirasion case on box 1abet. The reconsatuteo Reagent Is stacte tot 
weeks at 2-8'C and a days at 15-2!'C. The Starter is state uo 
exoIrM On date at 2.80 and 4 w@eJi4 at 15.25C. Cate would be taken 
minimize evapotanon ii the yrbndng Reagent is stored in the R, or I 

Indleadons of ceibfrrlaretlorl 
C;umtxn9, inaolutatlty or discotcrabon of the normatty white, dry Reage 
11`414 tea deCom o3idon. My evidence of mic c at grawtn in either x 
toonsetu oc Reagent. Butter or Starter wsursrns docenanuance or w 
SPEC  CCUJCnON AND PREPARATION 
Use dui : unhernaly.tld serum that has been aecarsted from the costs s 
soon alter CCIteCddn as possible. it to best to measure Me enzyme saws 
wnrtin a few hours of ooiletxng.The serum fcane less than 10% cl i 
aeevity wttnin 4 days when Stored at 2.8'C. ano lotion 3 days wizen store 
at 15-22'C.2•4
Perform the ALT detecminatfon as soon after correction as possible. 
Intartertng Substances 
The results of studtee at EM diagnostic Systems lWorstaries show dt 
the todowang suootaneea interfere with ALT determnaons; 
1. Method dependent 

-GLQH Interferes in the presence of pathologically high ammoniu: 
toil concentetiont! 

gyeuvate in high concentrattons interferes with the ceternunason c 
c0nsum1n9 NAOH (Remedy; Oaijbm) 

2. Method Independent 
-utcreasea ALT a wiry trirougn anabotics. ancrogens. antibiotic 
cor>0  me rives. opials, pnenotniaZtnee 

For further Infot'mattdn an interfering suost aces, refer to in. pubticacic by Young, at W. C'tn. Chem. 21: No. 5, It3-'320.1575. 
PRQC:OURE 

Ragouts Prartdad 
ALT Butter (A) 
ALT Swcaceza (8) 
ALT Starter (C) 

Maseate Required But Net Prevttled 
EPOS Mayix 
EPOS Samosa CuOa 
EROS Asaaent Vessels (R, aril Rt) 
Bahia Analytical Ptrsmeters of Megtod 
Reagent t VTEslume 250 vJ 
Reagent 2 Volume 25 u1 
Sample Volume 25 wt 

T 30'C 

PfOeadurel Outt(ne 
NOTE: Dossier should refer to the EROS Operations Manual for mor 
detailed infinmetton, and berme awtougnfy fan ikar with its operatlo 
prior to performing any assays. 

1. Load patient samples into samote cups and ptace in sample etiain. 
2. Load R, quad F12 into algeoprtsta posidona on Matytec (Mara our 
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a0"*0natd Controta of Ef2nQ#M and 44dd4 km the on the R, vests Ila ~dwt{y 
~. Frtsr STA' (start} txxte into Data Tbrtnirtial. 

8dite#ivtty Ushtig the *sect P+ocadvrs Mined on the EPOS Analyser. the change to abaerCatted Per mtnj for 1 U/L ct ALT 4. Sestet and enter 1#81 method (elmer dy method name. method nurntR Of aaproaiae s0ttkeyx 

is O. 000S (may vary Vi9 Y> t t1on of 

S sewn &Ad arts Sn1p4 rat to be 1 ty 5.Q The Oaq Ttrtninat wtu auromattdauyl ttafts!>yt those 1• 
 be 

~~yzaj 
to ttid EPOS Maty2et Pttt trt {sarnpls} 

8}t3LtO 2RAPWt' 
WFoala.~t R antl Lat1» 18 Pros Sox Era Bkt. trap 91$69, (t9dd1 Z Atsa 103, 1471=•172F 1 GTi+ GtIet 7 TAt (EPOS 

mrrxporralrv9 t:drameterd.&  
up thi Ct103t:rt me  2tkf 

& 

CtGe 8bcrtun.
nWTlbcs 

 19e2t•33t (1IeC 
~. Satyiw et KU,. Cat, CJlallt. ia.'ton (1572}. 

O sie A t0 bs da rW% 
'$tier on 04 An4trzE 

EROS Mafym 
z.owilt attagtsttlgpuy be silacxed by tt7e 

S. nag, N.Y~/ .( o Mtr. of pnl&st'4Z 
(1S7t7L 

$myna % CoMMM 1942. F 1205. 0 s'y' PMtadatphts: W, a. 

RddWta tend Z~ 
will be iined tlm y NCrrt the 

tt*mom** of 
Q

in 
 amc 

tnn 
tassimtt 

%au/L 
tte Oats T MdtYZef Or lafdetfwrY tjyl , 

--_•••. -- - - 

All EM OIAGNO$Ti SYSTEMS. INC
se sceciAdd on mete iatJeti All oehtr 

ats rvertsr:ttt4 to Petted. 
n~ v~wwvi 

ThengWaruatrCtCCettnW aaYunitaaaviasdeoaveivataday to4aytsx+sis. : 
tw# ~ 

a "ah normtd dlczat

Any 

rran'tnftes,, camas or imollad. l ~lJQir10 tM WAtMtnfV nr UFAM4APJTAAU ITV ANn grrNCC.Q AC I IQ= are esCieded. in no *vim stag EM OL GNCST!C 
SYSTEMS, lNC, be c able kar any lrOMCt or Consdduennai bbe wede0. 

and abnonnsf 

U#t!ATYON5 CFPROCffiURE 

damages. 
"nano otmd VMd=cr the omcWUra m$y aaveraaty. at'tea the stated Performance. 

teeter is ItlterNeNl qSubetance5. TIC" HOT UNe 
UPCTE VALUtg 

ERsoetdd value may'.ery watt age. sett. CSet and 

lf YOU nail Any t  Me .  J aasiyt 8 regarding out O(WUCtS, pletisa Call:I -NO- 257.554/ in Mm dersW: 500.=.6x33 
gaogrephip} lc an. t tsc'etwc'e d Mat seen t*borafry dati+enfni its 

co  
awn etpe 

wed slues ao r!t}d?rted by TfeC4 are: 
Makes 6.21 U/L at 3O'C 
Fdmalea: 4.17 U/t. at 3WC 

SPf I FlC PER CR$AI4Ca Ct1ARACrEp4enC3 
The ?Olto "d viers QOtai d aging 11w shears ptvicedwe to mi in . de ed in reegontti we manufac at br saie. 
Aeourey; Venous CJiubone of pooie tieveetl human see + run in dam' The tarts wets .inait tO 250 UIL 

T/&1 fl 1TF 

teanw. •5 we{ Or+"\.Ills - 

480 Dettioctat Road 
Oibbstawy, , NJ 08027 
(609) 423300 

(800) 257•S541 
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ALTAIRE 
PACKAI 

OSLECTRO-NUCLEONICS, INC. 1NSEI 
ALTLTS 

REAGENT FOR THE DETERMINATION In the Preterite Of excess LOH (whith *C(3 as an avxihafyenryme' 
OF SERUM ALANIHE AMINOFRANSFERASE fRiT,i ti i NAOM (CC0Cruyme►.1"pyruriCaddtScorivetledto tactic acid. aro 

l `► NAOM oxidized to NAG; 

INTENDED USE H
This procedure is intended for the Quantit er native detminatioof serum I s LOH 9Hs 

atanine aminotransferase activity using the ALTALRE'' Chemistry NADH + H; + C . O -- >HCOt + NAO -
Ryetem. I I 

C00►t COON 
This kit containS either 10 x 00.0 mL vials (RA 10.50) or 20 x 15.0 ml 

vials (RA 20-60) of ALTAiRE' ALTLTS Reagent pyruvic lactic 
acid acid 

--

The rate of conversion of NADH to NAO + can be determined by ob 

TEST SUMMARY AND EXPLANATION 
iris the decrease In absorbance at 340 rim ahet a lag chase ThiS oc 
because NADH apeofbs 3tiongty ar this wavelength whereas NA0' 

The enzyme alarms aminotransfetase is clinically significant in the net. As can be seen. this tale of conversion from NADH to NAD .s is 

diagnosis of ttepatic disorders.( This enzyme catalyzes the transfer of an related to the activity of ALT (GPT). 
amino group from L.alarune to 2.oxo(liutarate with the lotmalion of pyrvvic The activity of ALT tGPT) in serum is expressed as International t 
and glutamic acids. Early coicnmetric methods were osier on measuring per liter WILL where one Mlemational Unit of activity represents the 
the Amount of pyruvate formed after its conversion to pyruvate malion of one mieroimole of NAD per minute under the assay condr 
fly0ra26ne.t The ALTAIRE ALTLTS Assay is based an Henry s3 modifica• wed. 
tion 01.111e method of Wroblewski and LaOua.• 

In this procedure. the pyruvate formed reacts with reduced 
nicotinamide aoan+ne dtnirele0bde (NADH) in the presence of lactate 
dehydrogenase (LDH) to form lactic acid and oxiC.ied n,Cotinamioe 
adenine dinucleotide (NAD). REAGENT CONTENTS 

When prot~erty dissolved  as directed below. thr AL!.AIiIE AL? 
Reagent has the following camposu+on: 

ACTIVE INGREDIENTS C0f C£NTRAT10N 

CLINICAL SIGNIFICANCEI Buffer, pH e.o (25•C) 100 mmr iiL 

The activity of alantne amirtorrarl5ierase (ALT.GPT) in serum is clinical. 
L.Atanine 500 rnrnciaL 
2-Oxogtutarate t5 mmout

~rs. ly useful in the differentiation Of hepatic d sord especially Wnen ita ao- Nicotinamide adenine dinucteotide 
tiviry is compared to that of aspanate uminotransfetase (AST.GOT). (reduced) (NADH) 0 22 mmol;t 

In cases of hepatic necrosis, the activity of Serum ALT is typically 
Lactate dchydrogenass ~ 900 WL 

greater than (not of AST, whereas in cirrhosis and metastatic Carcinoma 
the reverse often occurs. Cases of myocardial infarct.on, however, show 
ALT levels within the reference interval, white the AST may frequently be 
20.30 times higher. 

PRINCIPLE OF THE PROCEDURE 
The atatune aminotransferase in serum converts the L•a!anine acid and 

2.oxogtutarate in the reagent to Dyrtmc and glutamic acid' 

CH- COON CH COON 

HCNNr + C - 0 ALT C >. 0 + HCNH3

COON (i Ht): COON (CHU:
• COON COON 

L-atanine 2caogtutaric pyruvie gtutamit 
ace acid acid 

The rate at which this reaction oroceeds is determ.ned by me tale at 
wnieh pyhavie Acid is formed, and is a measure of the ALT (OPT) activity in 
the serum. 

PRECAUTIONS 
For In Vitro Oiagrtdstte Use 
The toxicological properties 61 INS reagent have not beer. deferno 

Avoid ingestion 

MATERIALS REQUIRED 
1. ALTAIRE' Chemistry System and accessories 
2. ALTAIRE , ALTLTS Reagent 
3. Otsidity water 
4. Pipettes capable of delweting 15.0 mL or 300 ml 
5. Sample tubes 
6. Bottle for Working Reagent 

REAGENT PREPARATION 
A. Kit AA 10$0 (10 x 30.0 mt vtalsl 

Dissolve the Contents o1 one vial of ALTAlRE ALTLTS Reagent 
30.0 ml distilled water. Dissolve by gentle but continuous mvrrs, 
the vial. 00 NOT SHAKE 
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B. Kil RA 2040 (2= • -
Drssolre toe cad Aut-TS 
15.4 rni t stillea; ~."- q tmttaa~saorxaaamlr7n d 
the vial. DO N

Prepare itJTtec itSs lr rteambn 

REAGENT STORAMENUM 
1. When sting —WV'r~.  tAe dry ALTET3 rte w 

Stable until thel a►that00a. 
2. Ttie d ssdved 4e^ bS daps asnw s®e¢ tdnq♦rated 

(2.8f C). 
3. Shoulyd the di, r7tlesstneaQSAat 

340 W. distaff e,a stria7 to ng*vat rim a 
4. Shoulditlld orilmtGCbs►mra 

Lamination is rs e . 

SPECIMEN COL 
t Unnpmplyiad adn,yc 
2. ALT activity is ~D~Caadfor+week.+terr 

refrigerated at>f _'.' 

CHEMISTRY PA n RLE 
ANNALYSIS: ALT 

GORE 13 
• TEMP. 37• 

SAMPLE: • BLANK PG 
VOLUME INI sa.0 $tl 
VOLUME 00 i0ut 
OISP. TIME

REAGENT i 
PUMP 00. !BL'8 ?tom yE• 

? 8✓aE 2'00" 
REAGENT 2, fi

PUMP a1,3a1 25 ALL 

• PUMPti, 13 
PUMP &I. —1C2~' 

WAVELENGTH 34m 
flLTER >:ACIW t itZS 

• DATA REOUCI. ZERO OROE (St 
RMS. MAX. iOOdmA-
Ct MIN. .7501IA 
a MAX. - -• Z70C 
CALCULATI ► 
SP IKr} 59E3 
UNITS WI.. 
ATT. LEV.. L 'OW wL 

(~} It5Q4 UIL 
t REF. LEV . Lam►? T.tx13 ttrL 

tom, 33 to U& 
T7 CTR. (NORM) 

(A8Nt31 

tit isrecomm Qtlel45rttittrtt5tt ttI.Vefi 
vet for Its pertecuts 

t TTn! pumper fit etferw tats sera snouts etc 
detNmmed by attsmltaa~ 

PRESENTATION= 
1. EVALUATE z tatiCR sasts+}r aid 

report tot a •'m+es Ame.smr eccr ice Ot f*• 
je etton 4i t1tsrre4 trot, tram isterSed enegroes and 
unknown i/tae: 
a tntms byttrrtaseandtrere r 

nr,moet aaerenat.. 

is The Ctieutr .teas wr ,tmh and unknown tAft 
Vt/n Railed en fare order dt lrmtYAi 

C. Iltran 14xnp $ let O$$i rDy an astenik 
d AttOmafotd rtsuks art wOfaad Oy a nom UM" r 

tanned M 0=0 of ►ttsut. Fora dattplete eatlanalwrt 
mess4gss eetr b Ssct+an sat iM ALTAIA9 Ooeratmq 

s: The ran on d ttre prirpout ✓ai s of the ca:cutated aril 
tantrats and paosexi 

2. t{EPOFiT MOOS—Once the raivasarrerasuatet and accas 
Ikm rassdts tan be pttnttxf In e+e REPORT MODE using e 
taws at tree tdrt W wars 
& AtariVcte Sal d paeem re tspnntec out to the same 

the}✓ wte tYv~aa4 io► tneeesuat-
OL Avtgk re*W 1 s omaNav+ d ctremissres pcncrn 

ilalvidual pal* as Sal eOaalbIl tM operasar accarmrtg 
Meet )ratter.. 

CALCGLATtIIN-Pedonned eutomaticany by the AL 
~%a ng t110100at caicuiatron model r0. 

R:(K,•Ri}xtOnc 
For atsay 
R -A Attinte tXO5 to Ibe iampre teat~iortj 
K. —0 that a peeeedle to the assay) 
in = I 

KTFacwr 
Cbfc. • Litt. 

ThereforK 

QAhnin - (0 KTT' x U/L 
or KT tr A Airs) - UIL 

Vetlf2tru5rrS8theiCtOQidC(t cettbtaeeOuat nmade? fat an 
ttte laiaeeance Ctisrtges1740 M ei mannore4 4eu.ri me assal
. zc•. c..... spe t.R Pef teem es muaipbaa by a fats.✓ tr' 
inept)( tta otitaut the ALT atsidIp at the sanote In Intemattorat 
Titer at the programfil+d t,mpefsure. 

FACTOR DMIVAT149 
The tcavey of ALT n serum is etp1esse0 as Imerrsat,anai t:r.:t: 

Cite h+lGetitl+anaf Unit of ALT acavay reprtsents rn¢ formatm 
rmcmw*w 4t NAt3tf p -sse Kl wider the assay ContlRrons ,:s. 

UtL ; DAhsirt s 103: 0.W3 a 10a 
&225W..a0-Ot5aI 

vrltesa 
C AJer n . atrsartrartae dtenge per minute 

IOs . eeererse ale .ta L 
O.3 - reacao i v lumt lit mt 
lea s Cpttvetsiaa d cil1ie74tes to nueromalaa 

6.22 a 107 r attar sbsotpitnry of UAOH 
0.015 - swreptt volume in mL 

I 
TherokYr 

.IQtdpa>!t t1A -

tilt. . A.Afr n x 320 

sect theI&acoat S+njtel[A4nanRsince in. taiculat. 
t 

v- eassv ceotce Inc recew=v In  at trN$ foot. 0 OOC3r;, 
gr+mrU c4 as - X054 E. . 

CAl181IAT10N 
Calibration ,s petfO,se lafornatnCai7Y 0y the A 



QUALITY CONTROL 
-n is SOW practice to asaav both non  and abnormel6on1ro( sera on a 

►SQufar basis. The ALTAIRE ALTLTS Assay is an enzymatic procedure 
With vatieS given in International Units at the prOflramrned ttmperature. 
When uslhg COmrne,CQl Control Sara, the COnastency Ot'vatues from run 
to run is more important than the actual value obtained, 

NOTES AND LIMITATIONS 
1, It the sample has an ALT activity higher than 650 LI ML, a message rs 

panted in place Of the result. Such samples arOvId oe rerun, Refer to 
ALTAIRE Operating Manual for the Rerun Procedure. 

2. Erythrocytes contain 3.5 times more ALT(GPT) than serum. therefore 
only minima; nemotysis Can be tolerated. 

3. Certain drugs may interfara with the assay or affect the Circulating 
level of ALT(GPT►. For a Complolo listing of such drugs, sea Young. at 
ALt 

4. The pertO+mance of the ALTAIRE ALTLTS Assay has t*en verrhed at 
37'C 

EXPECTED REFERENCE INTERVAL at 37'C 
Serum samples from 99 asymptomatic adults were analyzed for ALT Sc. 

tiviy using the ALTAIRE ALTLTS Reagent Kit. The following results were 
obtained: 

Mean (UlL) 20.2 
so 6.6 
Reference Interval (UlL) 7.33 
(Parametric) 

IT IS RECOMMENDED THAT EACH t.ABORATORY DETERMINE THE 
AEFEAENCE INTERVAL FOR ITS PARTICULAR POPULATION. 

PERFORMANCE CHARACTERISTICS —at 37'C - 
A. REPRODUCIBILITY—detnNminedonthe ALTAIRE' Syste 

ALT levtls. The three Itvats were as7aye9 it react 5 time' 
runt, lw9 runs par day. for a total Of 20 runs. 

The pooled within-run precision was found to t»• 

Moan (UlL) 26 96 
SD 1.1 1.3 
CV. ad 42 t.3 
A 1711 178 

The total assay precision was found to be, 

Mean (U!L) 26 31 
50 13 1.5 
CV, % 5.2 1.5 
n 178 176 

B PATIENT CORRELATION — A ser,sa of 50 serum SO4cirn n 
valves ranging from 3.547 WI, were 55Seye9 Oy DOM ir.o j 
System lyt and the FLEXIGEM • Systemlel. Least•sauares r 
aneiye:e Of the data pAra a COnelrifgn cn-ff.,rnt gi Q ga, 
knear refationanip 0epr4ss10 as: y = 0 009 a • t0 2 
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ALTAIRE„ ALTLTS 
REORDER NO. RA 10-60 (10 x 30.0 mL vials) REV. 

RA 20-80 (20 x 15.0 mL vials) PIN 90 

Manufactured by 
ELECTRO-NUCLEONICS, INC. 350 PASSAIC AVE„ FAIRFIELD, N 

Copyright' 1983 ELECTRO-NUCLEONICS, INC. All Rights Reserved 
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