PLEASE READ!!

HELENA LABORATORIES

PROCEDURE DOWNLOAD END USER AGREEMENT

In response to customer requests, Helena is pleased to provide the text for procedural package inserts in a digital format editable for your use.  The text for the procedure you requested begins on page three of this document.  Helena procedures contain the content outlined in the NCCLS (GP2-A#) format, except in the order sequence required by FDA regulations.  As the NCCLS format is a guideline, you may retain these procedures as developed by the manufacturer (adding your title/authorization page) or manipulate the text file to produce your own document, matching the NCCLS section order exactly, if preferred.

We also provide the procedure in an Adobe Acrobat PDF format for download at www.helena.com as a “MASTER” file copy.  Below are the specifications and requirements for using these digital files.  Following the specifications is the procedure major heading sequence as given in the FDA style.  Where there is a difference in order, or other notation in the outline, this will be indicated in braces { }.

WHAT YOU NEED TO KNOW:

1)
These files represent the most current revision level to date.  Your current
product inventory could contain a previous revision level of this procedure.

2)
The Microsoft Word document provides the text only from the master procedure, in a single-column format.

· It may not contain any illustrations, graphics or captions that may be part of the master procedure included in the kit.

· The master procedure may have contained special formatting characters, such as subscripts, superscripts, degree symbols, mean symbols and Greek characters such as alpha, beta, gamma, etc.  These symbols may or may not display properly on your desktop.

· The master procedures may also contain columns of tabbed data.  Tab settings may or may not be displayed properly on your desktop.

3)
The Adobe Acrobat PDF file provides a snapshot of the master procedure in a printable 8.5 x 11” format.  It is provided to serve as a reference for accuracy.

4)
By downloading this procedure, your institution is assuming responsibility for modification and usage.

HELENA LABORATORIES
PROCEDURE DOWNLOAD END USER AGREEMENT

HELENA LABORATORIES LABELING – Style/Format Outline

1) PRODUCT {Test} NAME

2) INTENDED USE and TEST TYPE (qualitative or qualitative)

3) SUMMARY AND EXPLANATION

4) PRINCIPLES OF THE PROCEDURE


  {NCCLS lists SAMPLE COLLECTION/HANDLING next}

5) REAGENTS (name/concentration; warnings/precautions; preparation; storage; environment; Purification/treatment; indications of instability)

6) INSTRUMENTS required – Refer to Operator Manual (... for equipment for; use or function; Installation; Principles of operation; performance; Operating Instructions; Calibration* {*is next in order for NCCLS – also listed in “PROCEDURE”}’ precautions/limitations/hazards; Service and maintenance information

7) SAMPLE COLLECTION/HANDLING

8) PROCEDURE


  {NCCLS lists QUALITY CONTROL (QC) next}
 9)  RESULTS (calculations, as applicable; etc.)

10)  LIMITATIONS/NOTES/INTERFERENCES

11)  EXPECTED VALUES

12)  PERFORMANCE CHARACTERISTCS

13)  BIBLIOGRAPHY (of pertinent references)

14)  NAME AND PLACE OF BUSINESS OF MANUFACTURER

15)  DATE OF ISSUANCE OF LABELING (instructions)

For Sales, Technical and Order Information, and Service Assistance, 
call Helena Laboratories toll free at 1-800-231-5663.

Form 364
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QuickGel Blade Applicator Kit –
18 & 20 Sample Procedure 

Cat. No. 3351, 3405, 3350, 3419, 3429, 3338, 3344, 3334, 3443
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Intended use
This procedure is intended to be used in conjunction with the appropriate QuickGel procedures provided in the gel kit. The Blade Applicators are designed to allow for easier application on the SPIFE 3000 system.

MATERIALS

Applicator Blade Weights (Cat. No. 3387)

Blade Applicator Kit – 18 Sample

Blade Applicator Kit – 20 Sample

Follow the steps under STEP-BY-STEP METHOD in the kit procedures. Use the following instructions for Sample Application/Sample Preparation and Electrophoresis when using these blades. 
QuickGel ImmunoFix (Pro. 123)

Sample Application 

•
Blade Application for Serum and Urine

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard and place the blade in the slots instructed.




NOTE: The Applicator Blades will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blades into the slots. 

2.
Place an Applicator Blade Weight on top of each blade assembly. When placing the weight on the blades, position the weight with the thick side to the right.

3.
Pipette 20 µL of diluted serum or 20 µL of urine into the shallow wells of the Cup Strip. Samples should be placed in the wells aligned with “SP, G, A, M, K, L”.

Electrophoresis (SPIFE 3000)

•
Urine or Urine and Serum 



NOTE: Serum and urine samples may be run on the same gel on different rows by pipetting 20 μL of urine and 20 μL of diluted serum into the cups. Change Step “5) No prompt” to “5) To Continue, (continue)”.
Place a blade into the slot that corresponds with the urine sample. After the second urine application, the machine will beep and stop. Add a blade into the remaining slot for serum samples. Press TEST SELECT/CONTINUE, the machine will apply and continue.

QuickGel SPE (Pro. 140) & Split Beta (Pro. 139)

Sample Blade Application Method

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard. Place the blade into the vertical slots numbered 6 in the Applicator Assembly. If using two Applicator Blades, place them into the vertical slots numbered 6 and 12. When testing serum with urine or CSF samples, serum application is made after the third urine or CSF application. Therefore, the blade for serum application is not added until after the third urine/CSF application. Place the Application Blade in the slots for serum application and remove the Urine/CSF Blades.



NOTE: The Applicator Blades will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blades into the slots. 

2.

Place an Applicator Blade Weight on top of each blade assembly. When placing the weight on the blades, position the weight with the thick side to the right. 

3.

Pipette 15 µL of control or serum or 20 μL of urine or CSF into Disposable Sample Cups (Cat. No. 3369 for both) 1 to 5 and 6 to 10. If testing more than 10 samples, pipette sample into cups 11 to 15 and 16 to 20. Cover the tray until ready to use.

Use the following Electrophoresis Parameters, either Option 1 or Option 2, for these blades. 
Electrophoresis with Blade Application (SPIFE 3000)
**An Apply Sample time of 3 or 30 seconds is acceptable.

SPE (PRO. 140):


•
Serum Option 1
Electrophoresis Unit



1)
No Prompt




Load Sample 1
00:01
21°C
SPD1



2)
No Prompt




Apply Sample 1
**00:30
21°C
SPD1
LOC1



3)
No Prompt




Electrophoresis 1
6:30
21°C
375V
80mA



4)
Remove gel blocks, (continue)




Dry 1
*10:00
54°C



5)
No Prompt




END OF TEST


•
Serum Option 2


1)
No Prompt




Load Sample 1
00:02
21°C
SPD1



2)
No Prompt




Load Sample 2
00:02
21°C
SPD1



3)
No Prompt




Load Sample 3
00:02
21°C
SPD1



4)
No Prompt




Load Sample 4
00:30
21°C
SPD1



5)
No Prompt




Apply Sample 1
00:30
21°C
SPD1
LOC1



6)
No Prompt




Electrophoresis 1
6:30
21°C
375V
80mA



7)
Remove gel blocks, (continue)




Dry 1
*10:00
54°C




END OF TEST

•
Serum and Urine/CSF



1)
No Prompt




Load Sample 1
00:30
21°C
SPD1



2)
No Prompt




Apply Sample 1
00:30 
21°C
SPD1
LOC1



3)
No Prompt




Load Sample 2
00:30 
21°C
SPD1



4)
No Prompt




Apply Sample 2
00:30
21°C
SPD1
LOC1



5)
No Prompt




Load Sample 3
00:30
21°C
SPD1



6)
No Prompt




Apply Sample 3
00:30
21°C
SPD1
LOC1



7)
To Continue, (continue)




Load Sample 4
00:01
21°C
SPD1



8)
No Prompt




Apply Sample 4
**00:30
21°C
SPD1
LOC1



9)
No Prompt




Electrophoresis
6:30
21°C
375V
80mA


10)
Remove gel blocks, (continue)




Dry 1
*10:00 
54°C


11)
No Prompt




END OF TEST

Split Beta (PRO. 139):

Electrophoresis Unit

•
Serum Option 1


1)
No Prompt




Load Sample 1
00:01
21°C
SPD1



2)
No Prompt




Apply Sample 1
**00:30 
21°C
SPD1
LOC1



3)
No Prompt




Electrophoresis 1
8:00
21°C
 350V
60mA



4)
Remove gel blocks, (continue)




Dry 1
*10:00
54°C



5)
No Prompt




END OF TEST


•
Serum Option 2


1)
No Prompt




Load Sample 1
00:02
21°C
SPD1



2)
No Prompt




Load Sample 2
00:02
21°C
SPD1



3)
No Prompt




Load Sample 3
00:02
21°C
SPD1



4)
No Prompt




Load Sample 4
00:30
21°C
SPD1



5)
No Prompt




Apply Sample 1
00:30
21°C
SPD1
LOC1



6)
No Prompt




Electrophoresis 1
8:00
21°C
350V
60mA



7)
Remove gel blocks, (continue)




Dry 1
*10:00
54°C




END

•
Serum and Urine/CSF



1)
No Prompt




Load Sample 1
00:30
21°C
SPD1



2)
No Prompt




Apply Sample 1
00:30 
21°C
SPD1
LOC1



3)
No Prompt




Load Sample 2
00:30 
21°C
SPD1



4)
No Prompt




Apply Sample 2
00:30
21°C
SPD1
LOC1



5)
No Prompt




Load Sample 3
00:30
21°C
SPD1



6)
No Prompt




Apply Sample 3
00:30
21°C
SPD1
LOC1



7)
To Continue, (continue)




Load Sample 4
00:01
21°C
SPD1



8)
No Prompt




Apply Sample 4
**00:30
21°C
SPD1
LOC1



9)
No Prompt




Electrophoresis
8:00
21°C
350V
60mA


10)
Remove gel blocks, (continue)




Dry 1
*10:00 
54°C


11)
No Prompt




END OF TEST

QuickGel Acid Hemoglobin (Pro. 191) and Alkaline Hemoglobin (Pro. 171)

NOTE: The following steps are the only changes needed for these blades. Continue following the appropriate procedure provided in the gel kit.

Sample Preparation 

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard and place the blade in the slots instructed in Step 3.



NOTE: The Applicator Blades will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blades into the slots. 
2.
Place an Applicator Blade Weight on top of each blade assembly. When placing the weight on the blades, position the weight with the thick side to the right.
QuickGel LD Isoenzyme (Pro. 77)

Use the following instructions for “III. Sample Preparation” when using these blades.

Sample Preparation

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard and place the blades in the slots instructed in Step 2.



NOTE: The Applicator Blades will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blades into the slots. 

2.
After Step 2, place an Applicator Blade Weight on top of each Applicator Blade. When placing the weight on the blades, position the weight with the thick side to the right. Continue following the instructions under Sample Preparation in the original procedure.

Use the following instructions for Electrophoresis Parameters when using these blades.

Electrophoresis Unit


1)
No Prompt 




Load Sample 1 
00:02 
20°C 
SPD6 



2)
No Prompt 




Load Sample 2 
00:02 
20°C 
SPD6 




3)
No Prompt 




Load Sample 3 
00:02 
20°C 
SPD6 



4)
No Prompt 




Load Sample 4
00:10 
20°C 
SPD6 




5)
No Prompt 




Apply Sample 1
01:00 
20°C 
SPD6 
LOC1



6)
No Prompt 




Electrophoresis 1
4:00 
12°C 
550 Volt 
70 mA



7)
No Prompt 




Apply Reagent 1

45°C 
4 cycles 



8)
To Continue, (Continue) 




Incubate 1
20:00 
45°C 



9)
No Prompt 




END OF TEST 

QuickGel Lipoprotein (Pro. 179)

Use the following instructions for “III. Sample Preparation” when using these blades.

Sample Preparation

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard and place the blade in the slot instructed in Step 2.



NOTE: The Applicator Blade will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blade into the slots. 

2.
After Step 2, place an Applicator Blade Weight on top of the Applicator Blade. When placing the weight on the blade, position the weight with the thick side to the right. Continue following the instructions under Sample Preparation in the original procedure.

Use the following instructions for Electrophoresis Parameters when using these blades.


Electrophoresis Unit


1)
No Prompt 




Load Sample 1 
00:02 
20°C 
SPD6 



2)
No Prompt 




Load Sample 2
00:02 
20°C 
SPD6 
 



3)
No Prompt 




Load Sample 3 
00:02 
20°C 
SPD6 



4)
No Prompt 




Load Sample 4 
00:30 
20°C 
SPD6 



5)
No Prompt 




Apply Sample 1
1:00 
20°C 
SPD6 
LOC1 



6)
No Prompt 




Electrophoresis 1
25:00 
16°C 
220 Volt
60 mA



7)
Remove gel blocks (continue) 




Dry 1 
8:00 
54°C 



8)
No prompt 




END OF TEST 

QuickGel CK Vis Isoenzyme (Pro. 134)

Use the following instructions for “III. Sample Preparation” when using these blades.

Sample Preparation

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard and place the blades in the slots instructed in Step 3.



NOTE: The Applicator Blades will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blades into the slots. 

2.
At Step 4, when placing the weight on the blades, position the weight with the thick side to the right. 

3.
At Step 6, pipette 75-80 µL of pretreated control or serum into Disposable Sample Cups (Cat. No. 3360).

Use the following instructions for Electrophoresis Parameters when using these blades.


Electrophoresis Unit


1)
No Prompt 




Load Sample 1 
00:02 
21°C 
SPD6 



2)
No Prompt 




Load Sample 2 
00:02 
21°C 
SPD6 



3)
No Prompt 




Load Sample 3 
00:02 
21°C 
SPD6 



4) 
No Prompt 




Load Sample 4 
00:30 
21°C 
SPD6 



5)
No Prompt 




Apply Sample 1 
1:00 
21°C 
SPD6 
LOC1 



6)
No Prompt 




Load Sample 5 
00:30 
21°C 
SPD6 



7)
No Prompt 




Apply Sample 2 
1:00 
21°C 
SPD6 
LOC1 



8)
No Prompt 




Electrophoresis 1
10:00 
13°C 
225 Volt 
30mA 



9)
Remove gel blocks (Continue) 




Apply Reagent 1 

37°C 
8 cycles 


10)
No Prompt 




Incubate 1 
18:00 
45°C 


11)
No Prompt 




END OF TEST 

QuickGel Vis Cholesterol (Pro. 49)

Use the following instructions for “IV. Sample Preparation” when using these blades.

Sample Preparation

1.
The blades will not have a protective guard; skip the step referring to breaking off the guard and place the blade in the slot instructed in Step 2.



NOTE: The Applicator Blade will only fit into the slots in the Applicator Assembly one way; do not try to force the Applicator Blade into the slots. 

2.
After Step 2, place an Applicator Blade Weight on top of the Applicator Blade. When placing the weight on the blade, position the weight with the thick side to the right. Continue following the instructions under Sample Preparation in the original procedure.


Use the following instructions for Electrophoresis Parameters when using these blades.


Electrophoresis Unit


1)
No Prompt 




Load Sample1 
00:02 
20°C 
SPD6 



2)
No Prompt 




Load Sample 2 
00:02 
20°C 
SPD6 



3)
No Prompt 




Load Sample 3 
00:02 
20°C 
SPD6 



4)
No Prompt 




Load Sample 4
00:30 
20°C 
SPD6 



5)
No Prompt 




Apply Sample 1 
1:00 
20°C 
SPD6 
LOC1 



6)
No Prompt 




Electrophoresis 1 
25:00 
16°C 
220 V 
60mA 



7)
Remove blotter, (continue) 




Apply Reagent 1 

30°C 
8 cycles 



8)
No Prompt 




Incubate 1 
15:00 
30°C 



9)
No prompt 




END OF TEST 

For Sales, Technical and Order Information and Service Assistance, call 800-231-5663 toll free.
Helena Laboratories warrants its products to meet our published specifications and to be free from defects in materials and workmanship. Helena’s liability under this contract or otherwise shall be limited to replacement or refund of any amount not to exceed the purchase price attributable to the goods as to which such claim is made. These alternatives shall be buyer’s exclusive remedies.

In no case will Helena Laboratories be liable for consequential damages even if Helena has been advised as to the possibility of such damages.

The foregoing warranties are in lieu of all warranties expressed or implied including, but not limited to, the implied warranties of merchantability and fitness for a particular purpose.
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Shaded areas indicate that text has been modified, added, or deleted.
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