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INTENDED USE: 
Samplla® X Extraction Kit is used to rehydrate the dried specimen from a 
Samplla® X Collection Kit at the laboratory for analysis.  
PRODUCT DESCRIPTION: 
Samplla®, a family of specimen collection devices and extraction kits, are 
designed to provide an immediate “dry and stabilized” local atmospheric 
condition within the device along with its Modified Atmosphere Packaging which 
artificially creates an atmosphere separated from the ambient atmosphere and 
resistant to gas exchange. Samplla® X collection kit is perfected to collect, 
transport and store body fluid specimens. Samplla® X extraction kit is used to 
itocyextract specimens, stabilized by the Samplla® X collection device for 
laboratory analysis. 
STABILITY: 
The product is stable if used before the expiration date and stored 
below 35ºC. 
LIMITATIONS: 
Specimens can be stored in Samplla® X device when properly sealed in its 
Samplla® Modified Atmosphere Packaging (sMAP) for up to three (3) weeks at 
ambient temperature and up to 16 hours at 50oC prior to performing laboratory 

analysis determinations. Analytes requiring oxygen-free transportation must 
have a pink indicator inside the device or packaging. Analytes not requiring 
oxygen-free transportation may have pink or purple indicator (see Specimen 
Acceptance and Rejection 
Criteria) 

PROVIDED 
MATERIALS:  
1. Screwcap Cryogenic Tube 
2. Samplla® X Elevator 
3. Samplla® X Openner 

 
MATERIALS 
REQUIRED BUT NOT PROVIDED: 
1. Samplla® Modified Atmosphere Packaging (sMAP) & Device  
2. Scissors 
3. Tweezers 
4. Barcode Stickers 
5. Centrifuge with Samplla™ Centrifuge Conversion Kit

INSTRUCTIONS FOR USE: 

 

 



Specimen Acceptance and Rejection Criteria: 
 
Determining sMAP stability 

 Analytes requiring oxygen-free environment must have one of the following: 
o Pink Indicator in device at time of opening (step 4 of Instructions For Use) 
o Pink Indicator in lower chamber of the foil Device bag, at time of opening (Step 4 of Instructions for Use) 

 Analytes not requiring oxygen-free environment may have pink or purple indicators. 
 Indicators begin transitioning from Purple (Oxygen level >0.05%) to pink at 0.05% O2. Gradients may occur, and any indicator visual 

NOT purple, may be considered to indicate oxygen levels under 0.05%. 
 
Determining Specimen Pad acceptance 

o Is the pad visually underfilled (visible difference of pad color from sample color)? 
o If YES, then sample is rejected 
o If NO proceed to next question 

o Is the pad wet/moist/damp? 
o If YES, then sample is rejected 
o If NO proceed to next question 

o Is the pad oversaturated (>2mm of serum pooled around edges of pad)? 
o If YES, then sample is rejected 
o If NO proceed to next question 

o Is the pad soft or flexible anywhere on its surface including 1 or more corners (ie NOT rigid/crunchy/stiff)? 
o If YES, then sample is rejected 
o If NO, then sample is Accepted 

 
 
 

CAUTION: 
 

1. Practice Universal Precautions. Use gloves, gowns, eye protection, other personal protective equipment, and engineering controls to protect from 
blood splatter, blood leakage, and potential exposure to blood borne pathogens. 

2. Handle all biologic samples and blood collection “sharps” (lancets, needles, luer adapters, and blood collection sets) according to the policies and 
procedures of your facility. Obtain appropriate medical   attention in the event of any exposure to biologic samples (for example, through a puncture 
injury) since they may transmit viral hepatitis, HIV (AIDS), or other infectious diseases. Utilize any built-in used needle protector, if the blood collection 
device provides one. Kepler Diagnostics does not recommend re-shielding used needles. However, the policies and procedures of your facility may 
differ and must always be followed. 

3. Discard all blood collection “sharps” in biohazard containers approved for their disposal. 
4. Transferring a sample from a syringe to a tube is not recommended. Additional manipulation of sharps increases the potential for needle stick injury. In 

addition, depressing the syringe plunger during transfer can displace the sample and cause a potential blood exposure. Using a syringe for blood 
transfer may also cause over or under filling of tubes, resulting in an incorrect blood-to-additive ratio and potentially incorrect analytic results. 

5. If blood is collected through an intravenous (I.V.) line, ensure that line has been cleared of I.V. solution before beginning to fill blood collection tubes. 
This is critical to avoid erroneous laboratory data from I.V. fluid contamination. 

6. Under filling of a well will result in a short sample and may lead to incorrect analytic results or poor product performance. 
 

 
 

ANALYTIC EQUIVALENCY 
Evaluations of Samplla® X devices have been performed for an array of analytes over a variety of test methods and time periods. The Kepler 
Diagnostics Technical Service Department is available to answer questions regarding these studies. Please contact them to obtain references and 
technical reports on these evaluations and any other information regarding the use of Samplla® X in your lab. 
 
Technical Question? Call 1-866-532-2364 | email: techsupport@keplerdx.com 
Or, write for information at: 
 
Kepler Diagnostics, Inc. 
Technical Service 
4685 Runway St. STE K, Simi Valley, CA 93063  www.keplerdx.com 

 
 
It is the laboratory’s ultimate responsibility to validate Samplla X devices used for the collection and extraction of specimens by that laboratory for every analyte tested. Validation 
should include neat specimen correlation, inter/intra assay precision, ambient and 50 ℃ stability over time, interfering substances, and other common laboratory practices. The 
clinical laboratory should establish/verify its reference ranges in comparison with fresh specimens as this could potentially affect analytic results from patient samples.
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