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.
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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.
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SPIFE Urine/CSF Protein Procedure

Cat. No. 3427

This procedure is intended to be used in conjunction with the appropriate SPIFE Serum Protein procedures provided in the gel kit. It utilizes a template application method for low volumes of concentrated urine or cerebrospinal fluid (CSF). The urine or CSF must be concentrated according to the instructions provided in the kit.

I. Gel Preparation

1. 
Remove the gel from the protective packaging and discard the overlay.

2. 
Using a SPIFE Blotter C, gently blot the entire gel using slight fingertip pressure on the blotter. Remove the blotter.

3. 
Carefully place the gel on the SPIFE Urine IFE Alignment Tray (Cat. No. 3380).

4. 
The templates have been marked with a hole in one corner. One to three templates can be placed on the gel. Hold the template so that the marked corner is in the lower left position. Align the application slits with the pins on the sides of the Alignment Tray.  Place the template on the gel and apply slight fingertip pressure to each template, making sure there are no air bubbles under them. Carefully remove the gel from the Alignment Tray.

5. 
Dispense approximately 2 mL of REP Prep onto the left side of the electrophoresis chamber.

6. 
Place the left edge of the gel over the REP Prep aligning the round hole on the left pin of the chamber. Gently lay the gel down on the REP Prep, starting from the left side and ending on the right side, fitting the obround hole over the right pin. Use a lint-free tissue to wipe around the edges of the plastic gel backing, especially next to electrode posts, to remove excess REP Prep. Make sure no bubbles remain under the gel.

7. 
Clean the electrodes with deionized water before and after each use. Wipe with a lint-free tissue.

8. 
Place a carbon electrode on the outside ledge of each gel block outside the magnetic posts.

II. Electrophoresis

Using the instructions provided in the appropriate Operator’s Manual, set up the electrophoresis parameters as follows for the SPIFE, SPIFE 2000, or SPIFE 3000.

NOTE: A “Dry 1” time and an “Absorb 1” time is recommended below. However, due to variations in environmental conditions, the following ranges are acceptable.


        *Dry 1 = 10-15 minutes.


** Absorb 1 = 7-10 minutes

Refer to the options below for the specific instrument type and test kit configuration.

A. SPIFE 3000 - Split Beta SPE 20/40/60


1) Apply Sample to Template, (continue)


    Absorb 1
**10:00
21°C


2) Blot and Remove Template, (continue)


    Electrophoresis 1
8:00
21°C
650V
130mA


3) Remove Gel Blocks, (continue)


     Dry 1
*10:00
54°C


4) No Prompt


    END OF TEST

B. SPIFE 3000 - Split Beta SPE 80/100 and SPE 20/40/60


1) Apply Sample to Template, (continue)


     Absorb 1
**10:00
21°C


2) Blot and Remove Template, (continue)


    Electrophoresis 1
6:00
21°C
650V
130mA


3) Remove Gel Blocks, (continue)


    Dry 1
*10:00
54°C


4) No Prompt


    END OF TEST

C. SPIFE 2000 - Split Beta SPE 80/100 and SPE  20/40/60


1) Apply Sample to Template, (continue)


    Absorb 1
**10:00
21°C


2) Blot and Remove Template, (continue)


    Electrophoresis 1
6:00
21°C
650V


3) Remove Gel Blocks, (continue)


    Dry 1
*10:00
54°C


4) No Prompt


    END OF TEST


D. SPIFE-SPE 20/40/60


1) Apply 


    No Prompt
**10:00
21°C


2) Electrophoresis 


    Prompt
6:00
21°C
650V


3) Dry


    Prompt
*10:00
54°C


4) No Prompt


    END OF TEST

III. Sample Application

Urine and/or CSF Application

1) Press the TEST SELECT/CONTINUE button located on the electrophoresis chamber side of the instrument until the appropriate serum protein option appears on the display.

2) Apply urine and/or CSF by placing 3 µL of each sample onto one of the twenty available slits on the Urine/CSF Template.

3) Close the chamber lid, and press the START/STOP button for the electrophoresis chamber. Sample application will be timed for 10 minutes.

4) Gently blot the template with a Blotter A Plus and carefully remove the template.

5) Close the chamber lid, and press the TEST SELECT/CONTINUE button to start electrophoresis. SPIFE will beep when electrophoresis is complete.

6) Remove the electrodes, then use the Gel Block Remover to remove the gel blocks. Replace the electrodes on each end of the gel to prevent curling during drying.

7) Close the chamber lid and press the TEST SELECT/CONTINUE button to dry the gel.

8) Refer to the appropriate procedure to stain and destain the gels.
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