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PRINCIPLE:

BD GeneOhm™ Cdiff assay is a rapid in vitro diagnostic test for the direct, qualitative detection of C. difficile toxin B gene (tcdB) in human liquid or soft stool specimens from patients suspected of having Clostridium difficile-associated disease (CDAD). The test, based on real-time PCR, is intended for use as an aid in diagnosis of CDAD. The test is performed directly on the specimen, utilizing polymerase chain reaction (PCR) for the amplification of specific targets and fluorogenic target-specific hybridization probes for the detection of the amplified DNA.

The assay also includes an internal control (IC) to detect PCR inhibited specimens and to confirm the integrity of assay reagents. Amplified targets are detected with hybridization probes labeled with quenched fluorophores (molecular beacons). Following specimen lysis, amplification of the tcdB target, if present, occurs. Amplification of the internal control (IC), a DNA fragment of 333 base pairs (bp) including a 277 bp sequence not found in C. difficile, will also take place unless there are PCR inhibitory substances.

The amplified DNA target is detected with a molecular beacon, a hairpin-forming single-stranded oligonucleotide labeled at one end with a quencher and at the other end with a fluorescent reporter dye (fluorophore). In the absence of target, the fluorescence is quenched. In the presence of target, the hairpin structure opens upon beacon/target hybridization, resulting in emission of fluorescence. For the detection of tcdB amplicons, the molecular beacon contains the fluorophore FAM at the 5’ end and the non-fluorescent quencher DABCYL at the opposite 3’ end of the oligonucleotide. For the detection of the IC amplicons, the molecular beacon contains the fluorophore TET at the 5’ end and the quencher moiety DABCYL at the 3’ end. Each beacon-target hybrid fluoresces at a wavelength characteristic of the fluorophore used in the particular molecular beacon. The amount of fluorescence at any given cycle, or following cycling, depends on the amount of specific amplicons present at that time. The SmartCycler® software simultaneously monitors the fluorescence emitted by each molecular beacon, interprets all data, and provides a final result at the end of the cycling program.
SPECIMEN:

A liquid or soft stool specimen is collected and transported to the laboratory. A sterile dry swab is dipped into the liquid or soft stool material and processed. For testing, the swab is eluted in Sample Buffer and the specimen is lysed. An aliquot of the lysate is added to PCR reagents which contain the tcdB specific primers used to amplify the genetic target of Clostridium difficile, if present. 
Specimen Collection and Handling
In order to obtain an adequate specimen, the procedure for specimen collection must be followed closely.

Liquid stool or soft stool specimen

Using a dry sterile container, liquid stool or soft stool specimens are collected according to the following procedure: 

1. Transfer liquid or soft stool (but not urine) into the container. Avoid mixing toilet paper, water, or soap with the sample.

2. Label the container.

3. Ship the container to the laboratory according to hospital standard operating procedures.

4. Refer to the section entitled Storage and Handling Requirements – Specimens.
Specimens should be kept between 2°C and 25°C during transport. Protect against freezing or exposure to excessive heat.

Specimens can be stored up to 5 days at 2-8 °C before testing.  Specimens can be kept at room temperature (15-25 °C) up to 48 hours before testing.  Specimens can be tested after one freeze and thaw cycle.
EQUIPMENT AND MATERIALS:
A. Instrumentation / Equipment
1. 
SmartCycler® 16 I-CORE® module, Version 2

2. 
Microcentrifuge with SmartCycler® tube adapter (8 position)

3. 
Cold block for SmartCycler® tubes (with plastic racks)

4. 
SmartCycler® DX software, version 1.7B

5.    Dry sterile swab

6.
Dry sterile container for the collection of liquid or soft stool specimens

7.    DNAse free microcentrifuge tubes

8.    Scissors (optional)

9. 
Dry heat block for 1.5mL tubes or water bath

10. 
Vortex Genie 2 (Fisher) with 1.5mL microtube holder or equivalent; for processing multiple samples, adapter with multiple holding sites can be used
11.
Micropipettors (accurate range between 1-10 µL, 10-100 µL and 100-1000 µL)
12.
Sterile DNAse-free filter-blocked or positive displacement micropipettor tips

13. 
Disposable gloves, powderless
14. 
Gauze

15. 
Ice or cooling block for 1.5mL tubes
16. 
Timer

17.
Microcentrifuge for low speed centrifugation
18.  Cap removal tool (e.g. MATRIX catalog no. 4469) (optional)

B. 
Reagents

Sample Buffer

Tris-EDTA buffer

Lysis tube

Glass beads

Master Mix (8 reactions each)

< 0.0005 % DNA polymerase complex


< 0.001% Internal Control - non-infectious DNA containing tcdB primer binding sequences and a unique sequence for probe hybridization


< 0.002 % primers


< 0.002 % molecular probes


< 0.05 % Nucleotide mix (dATP, dCTP, dGTP, dTTP)

Bovine serum albumin


Carbohydrate


MgCl2


< 0.001 % non-infectious genomic DNA of Escherichia coli (ATCC 25922)

Control DNA

Tris-EDTA buffer


Carbohydrate


< 0.001 % non-infectious genomic DNA of C. difficile bearing tcdB gene (ATCC 43255)

Diluent

Tris-HCl buffer


MgCl2

(NH4)2SO4 


KCl

Warnings and Precautions:

This test is for in vitro diagnostic use only. 

· Do not use the kit if the outer carton safety seal is broken.
· Do not use reagents if the protective pouch is open or torn upon arrival.
· Close protective pouches of Master Mix and control DNA quickly with the zip seal after each use.
· Do not remove desiccant from Master Mix and Control DNA pouches.
· Do not use reagents if desiccant is not present inside Master Mix and Control DNA pouches.
· Reagents are not interchangeable between lots.
· Never pool reagents from different tubes even if they are from the same lot.
· Do not use the reagents after their expiration date.
· Do not interchange caps among reagents as contamination may occur and compromise test results.
· Avoid microbial and deoxyribonuclease (DNAse) contamination of reagents when removing aliquots from tubes. The use of sterile DNAse-free disposable filter-blocked or positive displacement pipettor tips is recommended.
· To avoid contamination of the environment with tcdB gene amplicons, do not open the reaction tubes post-amplification.
· Use a new pipettor tip for each specimen or reagent.
· Performing the assay outside of the recommended time ranges can produce invalid results. Assays not completed within specified time ranges should be repeated.
· Additional controls may be tested according to guidelines or requirements of local, state, and/or federal regulations or accrediting organizations.

· In cases where open-tube PCR tests are conducted in the same general area of the laboratory, separated and segregated working areas should be used for specimen preparation and amplification/detection activities. Supplies and equipment should be dedicated to each area and should not be moved from one area to another. Gloves must always be worn and must be changed before going from one area to another. Gloves must be changed before manipulating lyophilized reagents.
· Always handle specimens as if they are infectious and in accordance with safe laboratory procedures such as those described in Biosafety in Microbiological and Biomedical Laboratories1 and in the CLSI Document M29-A32.
· Wear protective clothing and disposable gloves while handling kit reagents. Wash hands thoroughly after performing the test.
· Do not pipet by mouth.
· Do not smoke, drink, or eat in areas where specimens or kit reagents are being handled.
· Dispose of unused reagents and waste in accordance with local, state, and/or federal regulations.
· Users should complete proficiency testing and training prior to performing the BD GeneOhmTM Cdiff Assay according to local, state, and/or federal regulations or accrediting organizations.

Storage and Handling Requirements:

Specimens

Specimens should be kept between 2°C and 25°C during transport. Protect against freezing or exposure to excessive heat.

Specimens can be stored up to 5 days at 2-8°C before testing.  Specimens can be kept at room temperature (15-25 °C) up to 48 hours before testing.  Specimens can be tested after one freeze and thaw cycle.
Reagents

Note:
Storage conditions must follow the specifications written on each pouch. Tubes outside of their protective bag and unused within specified time limit should be discarded.

	Kit Component
	Master Mix, Diluent, and Control DNA

(white, black and red strip labels)
	Lysis Tubes (yellow cap)
	Sample Buffer (blue cap)

	Sealed pouch
	Temperature
	2-8 ˚C
	2-25 ˚C
	2-25 ˚C

	
	Stability
	Expiration date
	Expiration date
	Expiration date

	Opened poucha
	Temperature
	2-8 ˚C
	2-25 ˚C
	2-25 ˚Cb

	
	Stability
	1 monthc
	Expiration date
	2 monthsc


a
Once the original seal on the pouch is broken, carefully close the pouch with the zipseal after each use and store at appropriate temperature.

b Although these reagents can be stored at room temperature, they should be kept with their accompanying reagents of the same lot at 2-8°C

c
Provided the bag is properly closed with the zipseal after each use.
	Kit Components outside of their protective pouch
	Master Mix and Control DNA

(white and red strip labels)

	Tubes containing unreconstituted reagents
	Temperature
	15-25 ˚C

	
	Stability
	2 hours

	Tubes containing reconstituted reagentsd
	Original container
	Temperature
	2-8 ˚C

	
	
	Stability
	3 hours

	
	SmartCycler® tube
	Temperature
	2-8 ˚C

	
	
	Stability
	1 hour


d Discard unused tubes after expiration of the indicated stability.

PROCEDURE: 

Specimen Preparation

Note: 
One Sample Buffer tube (blue cap) and one Lysis tube (yellow cap) are required for each specimen to be tested. An additional Sample Buffer tube (blue cap) is also required to dilute specimens. Remove the required number of tubes from their protective pouch, remove the excess air, and close the pouch quickly with the zipseal.

1. Prior to starting specimen preparation for the BD GeneOhm™ Cdiff Assay, vortex the specimen at high speed for 15 seconds and dip a sterile dry swab into the fecal material for testing.  Remove excess stool.

2. Place the swab in a Sample Buffer tube (blue cap).

Identify the Sample Buffer tube on the cap and/or the tube label.  

3. Break the swab stem and close the Sample Buffer tube tightly.

Hold the swab by the stem near the rim of the tube (use gauze to minimize risks of contamination).  Lift the swab a few millimeters from the bottom and bend the stem against the edge of the tube to break it. Alternative method: use clean scissors to cut the stem.  Make sure the cap will close tightly.

4. Vortex the Sample Buffer tube (containing the swab) at high speed for one minute.

For processing multiple samples, an adapter with multiple holding sites can be used.
5. Add 40 µL from the additional Sample Buffer tube (blue cap) to the Lysis Tube (yellow cap) in order to dilute the specimen.
6. Transfer 10 μL of cell suspension (from Step 4) to the Lysis Tube (yellow cap) already containing 40 µL of Sample Buffer (blue cap) (from Step 5).
7. Vortex the Lysis tubes for 5 minutes at high speed.
For processing multiple samples, adapters with multiple holding sites can be used.

8. Centrifuge the Lysis Tube briefly (quick spin).
Centrifuge at low speed for 2 to 5 seconds; to bring the solid content at the bottom of the tube.

9. Heat the Lysis Tube at 95 ± 2 ºC between five (5) and seven (7) minutes.
Use a dry heating block for 1.5 mL tubes or a water bath.  

10. Keep the Lysis Tube on ice or on a cooling block.
Lysates are stable for up to 4 hours at 2-8 ºC.  

BD GeneOhm™ Cdiff Assay Procedure
Note:
One reconstituted Master Mix tube (white label) will yield enough reagents to run 8 reactions. Allow one SmartCycler® tube per specimen to be tested and 2 additional SmartCycler® tubes for the positive and the negative controls. One (1) positive and one (1) negative control must be included in each BD GeneOhm™ Cdiff assay run. One control DNA (red strip label) is required per assay run. One Diluent tube (black strip label) is required for the reconstitution of up to 3 Master Mix tubes. Remove the required number of tubes from their protective pouches, remove the excess air, and close the pouches quickly with the zipseal.


Prepare only enough SmartCycler® tubes to fill available I-CORE® modules on the SmartCycler® instrument.
1. Place the required number of Master Mix tube(s) on ice or on a cooling block for 1.5 mL tubes.
2. Add 225 µL of Diluent (black strip label) to each Master Mix tube.
Insert the micropipettor tip through the septum of the cap of the Master Mix tube. Do not insert the tip too deeply into the cap. Deliver the Diluent. Discard the unused Diluent afterward.
3. Vortex the tube(s) for 5-10 seconds.
4. Place the tube(s) on ice or on a cooling block for 1.5 mL tubes until ready to use
Place a Control DNA tube (red strip label) on ice or on a cooling block for 1.5 mL tubes.
5. Add 225 µL of Sample Buffer (blue cap) to the Control DNA tube.

Use the additional Sample Buffer tube (blue cap) from the specimen preparation (Step 4).  Insert the micropipettor tip through the septum of the cap of the Control DNA tube.  Do not insert the tip too deeply into the cap.  Deliver the Sample Buffer.
6. Vortex the tube for 5-10 seconds.

Place the tube on ice or on a cooling block for 1.5 mL tubes until ready to use.
7. Place the required number of SmartCycler® tubes on the SmartCycler® cooling block. 

Allow one SmartCycler® tube per specimen and two more SmartCycler® tubes for the controls. Avoid touching the optical detection windows at the bottom edges of the tube and the lower diamond-shaped area.

NOTE: The following steps MUST be performed within one hour time frame:
8. Add 25 µL of reconstituted Master Mix to the SmartCycler® tubes (appropriate pipetting technique is required to ensure proper transfer of the solution).
Remove the septum cap before pipetting the reagent.  Deliver the liquid into the reservoir (upper part) of the SmartCycler® tubes. Identify the SmartCycler® tubes on the cap.  Specimen identification labels can be used (provided with the kit). Discard the unused Master Mix.

9. Add 3.0 µL of each lysed specimen to a different SmartCycler® tube (previously filled with reconstituted Master Mix); close the tubes.
Be careful not to aspirate beads when pipetting into the Lysis tube. After addition of the specimen, pipette up and down 2-3 times in the reservoir to ensure transfer of the complete volume. Use a new micropipettor tip for each specimen.

10. Add 3.0 µL of the reconstituted Control DNA to the next to last SmartCycler® tube (Positive Control); close the tube.

After addition of the DNA, pipette up and down 2-3 times in the reservoir to ensure transfer of the complete volume. Identify as the positive control.  Discard the unused control DNA.
11. Add 3.0 µL of the Sample Buffer (blue cap) to the last SmartCycler® tube (Negative Control); close the tube.

Use the Sample Buffer tube from Step 5.  This will monitor PCR contamination that might occur during the manipulation of the specimens.  Identify as the negative control.  Discard the unused Sample Buffer.

12. Centrifuge all reaction tubes for 5-10 seconds.
Use the specifically adapted microcentrifuge provided with the SmartCycler® instrument.
13. Keep the tubes at 2-8 °C on the SmartCycler® cooling block before loading on the instrument. 

The remaining lysates should be frozen at -20 ± 5 °C for later use, if necessary.

14. Create a run with the BD GeneOhm™ Cdiff Assay protocol. 

Refer to the SmartCycler® Dx Software Operator Manual if needed. It is recommended that identification parameters for the specimens be entered before starting the run. 

15. Insert each reaction tube into an I-CORE® module of the SmartCycler® and close the I-CORE® lid.

Place the positive and negative controls at their appropriate positions (see the section entitled “Quality control”). Press all the tubes firmly down into place.

16. Start the run.

QUALITY CONTROL
Positive and Negative Controls
Quality control procedures are designed to monitor assay performance. The positive control is intended to monitor substantial reagent failure. The negative control is used to detect reagent or environmental contamination (or carry-over) by either DNA containing tcdB genes or tcdB amplicons. Positive and negative controls are assay controls (run controls). An invalid control invalidates the run. Finally, an internal control incorporated into each reaction mixture is intended to monitor the reagent integrity and PCR inhibition in each specimen.
One positive control and one negative control must be included in each assay run on the SmartCycler® instrument. The software automatically assigns the position of the controls on the instrument (refer to the SmartCycler® Dx Software Operator Manual).
Specimen Processing Controls
Additional control strains may be tested according to guidelines or requirements of local, state and/or federal regulations or accreditation organizations.  A reference toxigenic C. difficile strain bearing the tcdB gene (e.g. American Type Culture Collection, ATCC 43255 or a well characterized C. difficile clinical isolate identified to be carrying the tcdB gene) maybe used as a positive specimen processing control while a culture of a non toxigenic C. difficile strain (e.g. ATCC 700057) may be used as a negative specimen processing control.
Colonies are isolated after 18 to 24 hours of anaerobic incubation on 5% sheep blood agar.  Resuspend colonies in saline to a turbidity of 0.5 McFarland (~1.5 X 107 CFU/mL).  Dilute with saline to obtain a suspension of ~106 CFU/mL.  Dip a dry swab into the bacterial suspension, press out the excess fluid.  Process and test as a clinical specimen (refer to the sections entitled “Specimen Preparation” and “BD GeneOhm™ Cdiff Assay Procedure”) including controls.  All specimens and controls should yield valid results (no invalid positive or negative control; no failed internal control; and no incorrect specimen processing control results – when specimen processing controls are performed).  In the event of an incorrect specimen processing control result, it is recommended that a new aliquot be obtained from the original stool specimen, and that this specimen be retested along with new controls before reporting results.

For general QC guidance, the user may wish to refer to CLSI MM3 and C24-A35.
INTREPRETATION OF RESULTS:
The decisional algorithm for the BD GeneOhm™ Cdiff Assay is embedded in the SmartCycler® Dx software. The interpretation of assay results is done according to the following criteria: 

	Sample Type
	Instrument-Reported Assay result3
	Instrument-Reported IC result3
	User Interpretation of Result

	Clinical Specimen
	NEG
	PASS
	No tcdB gene DNA detected

	
	POS
	NA
	tcdB gene DNA detected

	
	Unresolved
	FAIL
	Unresolved–inhibitory specimen or reagent failure

	
	ND
	ND
	Not determined due to I‑CORE® Module failure

(with Warning or Error Codes3)

	Positive Control
	Valid
	NA
	Valid Positive Control; valid run when Negative Control is also valid.

	
	Invalid
	NA
	Invalid Positive Control; invalid rune.  Assay results are invalid and must not be reported.

	Negative Control
	Valid
	PASS
	Valid Negative Control; valid run when Positive Control is also valid.

	
	Invalid
	FAIL
	Invalid Negative Control; invalid rune.  Assay results are invalid and must not be reported.


IC - Internal Control; NA – not applicable; ND – not determined

eInvalid assay run or instrument error codes or warnings are flagged on-screen and on reports. 
Before reporting C. difficile results, always verify that the assay run is valid.
Invalid Assay Run

Using frozen lysate(s), prepare new reaction tubes for all clinical specimens within that assay run along with new control tubes.

Unresolved Specimen

Repeat testing with the corresponding frozen specimen lysate. The effect of a freeze-thaw cycle has been shown to reduce the effect of PCR inhibitory substances.

Specimen Not Determined Due to I-CORE® Module Failure

Repeat testing with the corresponding frozen specimen lysate. For the interpretation of warning or error code messages, refer to the SmartCycler® Dx Software Operator Manual.

LIMITATIONS OF THE PROCEDURE:

· The performance characteristics of this assay have not been established with automated real-time PCR instruments other than the SmartCycler® instrument
· The test is for use only with liquid or soft stools; performance characteristics of other clinical specimen types have not been established.
· Negative test results may also occur from improper specimen collection, handling or storage, presence of inhibitor, technical error, sample mix-up or because the number of organisms in the specimen is below the analytical sensitivity of the test.  Careful compliance to the instructions given in the BD GeneOhm™ Cdiff Package Insert and in the SmartCycler® Dx Software Operator Manual is necessary to avoid erroneous results. Use of this test should be limited to personnel trained on the procedure and on the use of the SmartCycler® instrument.

· The BD GeneOhmTM Cdiff Assay may generate unresolved or invalid results due to an invalid control; therefore, retesting of the lysate kept between -20 ± 5 °C is required and will lead to a delay in obtaining results.

· A positive test result does not necessarily indicate the presence of viable organisms. It does however indicate the presence of the tcdB gene and allows for presumptive detection of the C. difficile toxigenic organism. The BD GeneOhm™ Cdiff Assay cannot be used for species identification as it does not contain primers and probes specific to C. difficile.
· Mutations or polymorphisms in primer or probe binding regions may affect detection of C. difficile tcdB gene variants, resulting in a false negative result with the BD GeneOhm™ Cdiff Assay

· Although there is no need for reagent preparation and the main technical operation is pipetting, good laboratory technique is essential to the proper performance of this assay. Due to the high analytical sensitivity of this test, extreme care should be taken to preserve the purity of all reagents, especially in cases where multiple aliquots are taken from a tube.

· Variant toxigenic C. difficile without the tcdB gene or with a non-functional Toxin B protein are very rare6-9.  The BD GeneOhm™ Cdiff Assay targets the tcdB gene and it is unknown whether it would detect Toxin A+/ Toxin B- variant strains.

· The BD GeneOhm™ Cdiff Assay has not been evaluated with the following viruses which may be present in stool specimens: the RNA viruses Enterovirus, Astrovirus, Norovirus, Rotavirus and Hepatitis A virus; the DNA virus Adenovirus. However, sequence homology between the BD GeneOhm Cdiff Assay primers and target probe relative to these viruses is very low

· BD GeneOhm™ Cdiff Assay primers and target probe were designed to discriminate the C. difficile toxin B gene from the C. sordellii lethal toxin gene. However, cross reactivity may occur due to the high sequence homology between C. difficile Toxin B and C. sordellii lethal toxin. Due to the rare occurrence and limited availability of C. sordellii, only one strain was available for cross reactivity testing with the assay. No cross reactivity was observed.
Interfering Substances

Twenty-six (26) biological and chemical substances occasionally used or found in perianal, rectal and/or stool specimens were evaluated for interference with the BD GeneOhm™ Cdiff Assay. Potentially interfering substances include, but are not limited to, blood and mucus. The presence of excessive blood may inhibit PCR and may give unresolved results. The remaining twenty-four (24) substances illustrated in the table below showed no detectable interference with the BD GeneOhm™ Cdiff Assay.

Endogenous and Commercial Exogenous Substances Tested with the BD GeneOhm™ Cdiff Assay

	Substance
	Result
	
	Substance
	Result

	Anusol MC Plus * 
	NI**
	
	Monistat™ Derm 

Miconazole nitrate cream USP 2% (McNeil)
	NI

	Atlas Ihle’s Paste * 

Zinc oxide 25 % w/w paste (Laboratoire Atlas Inc.)
	NI
	
	Palmitic acid  * 

Fresh solution from powder (LabMat)
	NI

	Barium sulfate 

Fresh solution from powder form (LabMat)
	NI
	
	Preparation H® with Bio-Dyne®  *

Cream (Wyeth)
	NI

	Exact™ Hydrocortisone acetate * Cream 

USP 0.5 % (Taro Pharmaceuticals Inc.)
	NI
	
	Preparation H® with Bio-Dyne®  * 

Ointment (Wyeth)
	NI

	Exact™ stomach relief 

Bismuth subsalicylate liquid (Perrigo®)
	NI
	
	Rougier Neo-Laryngobis *Suppositories 

(Rougier Pharma)
	NI

	Fecal fat
	NI
	
	SAB-Dimenhydrinate® * Suppositories 

(SABEX®)
	NI

	Fresh control® Moist towelettes pH 5,5 (Blue Skin)
	NI
	
	Steric acid * 

Fresh solution from powder (LabMat)
	NI

	Gyne Moistrin®Vaginal moisturizing gel (Schering)
	NI
	
	Trojan® latex condoms (with nonoxynol-9) Spermicidal lubricant (Church & Dwight Co., Inc.)
	NI

	Imodium AD® * 

Loperamide hydrochloride oral solution (McNeil)
	NI
	
	Tucks MC personal cleansing pads

Moist, soft cloth pads (Pfizer)
	NI

	Kaopectate® 

Oral attaplugite suspension (Pharmacia & Upjohn)
	NI
	
	Vagisil® Anti-itch cream (Combe Incorporated)
	NI

	K-Y® Jelly (Johnson & Johnson Inc.)
	NI
	
	Vancomycin 

Liquid (MP Biomedicals, LLC)
	NI

	Metronidazole 

Fresh solution from powder form (Acros Organics)
	NI
	
	Vaseline™ * 

White petroleum jelly U.S.P. (Lever Pond’s)
	NI


* Substance tested with two strains of C. difficile (Tox 0 and Tox VIII)

** NI: No detectable interference with the BD GeneOhm™ Cdiff Assay
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SmartCycler® and I-CORE® are registered trademarks of Cepheid (Sunnyvale, CA).  All other marks are owned or controlled by Becton Dickinson & Co. 

This kit is sold under license from the Public Health Research Institute of the City of New York, Inc. and may be used under the PHRI patent rights only for human in vitro clinical diagnostics.

The purchase of this product allows the purchaser to use it for amplification and detection of nucleic acid sequences for providing human in vitro diagnostics.  No general patent or other license of any kind other than this specific right of use from purchase is granted hereby. 

For technical assistance, contact BD Diagnostics GeneOhm Technical Service.

  BD Diagnostics
Toll-Free:  888-GeneOhm  (436-3646)

  6146 Nancy Ridge Drive
PH:   858-334-6300

  San Diego, CA  92121
FAX: 858-334-6387






� 	This “Sample Procedure” is not intended as a substitute for your facility procedure manual, instrument manual, or reagent labeling/package insert. This “Sample Procedure” is intended as a model for use by your facility to be customized to meet the needs of your laboratory.
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