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SAMPLE SUBMISSION FORM
Biocompatibility Studies
PLEASE INCLUDE THIS FORM WITH YOUR SAMPLE SHIPMENT   LAB USE ONLY
Phone: +32/16.40.04.84    Fax: +32/16.40.13.04    Email: infoeurope@nelsonlabs.com
Nelson Laboratories, LLC Europe Attn: Login - Romeinsestraat 12, 3001 Leuven, BELGIUM
Sponsor Information
The information you provide here will be listed on the final report of the study, and the contact will be used as the contact throughout the study.
Billing Information
This will be where the invoice will be sent for payment. If it is the same as Sponsor Information, check the “Same as Sponsor” box, and it will automatically populate the information.
SAMPLE IDENTIFICATION & LOT #: (To be included in final report)                                                                                           
SPECIAL INSTRUCTIONS (Additional fees may apply):
TEST PARAMETERS
Check the necessary boxes and fill in any fields applicable to your samples and requested testing. For help determining test parameters, contact sales@nelsonlabs.com.  
Surface Area (per test sample):
cm2
Please select the extraction ratio to be used for testing:
Note: Complement Activation and PTT are performed using 6cm2/mL per the study protocol.
Product Sterilization Method:
Other Biocompatibility Extraction:
Please confirm if the samples can be cut as needed for testing:
Test Samples:
Number of Samples sent:
Number of Samples to test:
SAMPLE PREPARATION (Attach a photo for additional instructions):
Provide an image/diagram/photo of the device portions to be included in testing. List any portions of the device or packaging should be removed and excluded from testing and which portions of the device should be included.  Add any disassembly instructions.
List part(s) of the Test Article that should be EXCLUDED:
List part(s) of the Test Article that should be tested:
TEST SELECTION
Provide an image/diagram/photo of the device portions to be included in testing. List any portions of the device or packaging should be removed and excluded from testing and which portions of the device should be included.  Add any disassembly instructions.
Note: For help determining test parameters contact sales at nelsonlabs.com
STUDY NAME
PROTOCOL #
CONDITION
VEHICLE(S) - Select number of  extract vehicles, as applicable
DIRECT CONTACT
EXTRACTIONS SPECIFICATIONS
TEST CODE (ITEM #)
TEST INFORMATION
Check the necessary boxes applicable to your samples. For chemical safe handling and disposal, include SDS with each chemical shipment.Schedule I and II controlled substances cannot be sent without prior notice and consent.
Check one:
SHIPPING CONDITION
Check the appropriate boxes to indicate the condition of how you shipped your samples.
SAMPLE STORAGE CONDITION
Check the appropriate boxes to indicate how your samples should be stored while at our lab.
SAMPLE DISPOSITION (Default is Discard)
Check the boxes to indicate how you would like us to handle your sample disposition. If Discard Samples is checked, your samples will be disposed. If “Return Samples” is checked, your samples will be returned to the person listed in the “Sponsor Information” section per the courier listed on the SSF form. If “Return Shipping Container” is checked, only the shipping container will be returned per the courier listed on the SSF form.
By completing this sample submission form and submitting samples to the lab, the customer is entering a legally-binding contract and accepts Nelson Lab's Service Terms and Conditions for payment and performance of services by Nelson Laboratories and its affiliates unless amended or otherwise agreed by both parties in writing or by written contract. A signed copy of this Sample Submission Form delivered by facsimile, e-mail or other means of electronic transmission shall be deemed to have the same legal effect as delivery of an original signed copy. Nelson Lab's Service Terms and Conditions can be fount at: https://www.nelsonlabs.com/our-compnay/service-terms/.
Contact your sales representative for site-specific information and quotations.
	Please enter Given and Surname as it should appear on the final study report.: 
	Please enter Sponsor Company Name.: 
	Please enter Sponsor Phone Number.: 
	Please enter Sponsor E-mail.: 
	Please enter Sponsor Address.: 
	Please enter Sponsor City.: 
	Please enter Sponsor State.: 
	Please enter Sponsor Zip.: 
	Please enter Sponsor Country.: 
	Please enter the Given and Surname of financier for invoicing purposes.: 
	Please enter Billing Company Name.: 
	Please enter Billing Phone Number.: 
	Please enter Billing E-mail.: 
	Please enter Billing Address.: 
	Please enter Billing City.: 
	Please enter Billing State.: 
	Please enter Billing Zip.: 
	Please enter Billing Country.: 
	Click here to populate the Billing Information with the Sponsor Information.: 
	Provide your Purchase Order number. This number will be listed on your invoice. The PO should reflect the quoted amount for the services you are requesting. : 
	Provide the quote number you received from your account representative. If you are requesting services different than what was quoted or if the quote has expired, please contact your account representative for a new quote. : 
	Provide your preferred courier and your account number if you elect to have your samples and / or shipping container returned (extra charge).: 
	List your sample ID number and / or lot number the way you want it listed on your final report. This must match the ID denoted on the physical samples. This field is paragraph formatted (not a column table, so we advise against using bullet points). One sample ID per form (may include multiple tests). If additional space is needed for more information, please include that information on a separate attachment.: 
	SameLot: 0
	You may use this area to provide any additional details or instructions.: 
	Acknowledge: 0
	The ISO 10993-12 allows the option to use the device weight to complete testing.  This option is generally used for irregular shapes or porous materials.  The FDA prefers the use of surface area on devices where the surface area is calculable.  If the total surface area is not available, Nelson Labs will perform an estimated calculation. If the total surface area is not available, we will cut a representative portion of the device and perform an estimated surface area.  If the surface area is not available, the weight of the device will be used to perform testing.: 
	NLCalculate: 0
	device thickness is ≥0.5mm (tubing wall, molded parts): 0
	device thickness is <0.5mm (tubing wall, film): 0
	irregular shape devices/materials (powder, foam, non-absorbent parts): 0
	absorbent/porous materials: 0
	elastomers: 0
	SterMeth1: 
	SterMeth2: 
	SterMeth3: 
	SterMeth4: 
	SterMeth5: 
	SterMeth5Text: 
	This option is not recognized by the FDA for prolonged contact devices (>24 hours) and permanent implants.: 0
	* If an extraction parameter is not selected, testing will be performed at 50°C for 72 hours. For any prolonged or implant contact device we strongly recommend the use of 50°C for 72 hours per FDA recommendation.: 0
	BioEx3: 0
	BioEx4: 0
	CutYes: 
	CutNo: 
	Enter the number of samples sent.: 
	Enter the number of samples to test: 
	PartsIncludeText: 
	PartsExcludeText: 
	TextField1: 
	DropDownList1: 
	Check if your sample is a Controlled Substance (A controlled substance is generally a drug or chemical whose manufacture, possession, and use are regulated by a government.): 
	Controlled Substance Level: 
	Controlled Substance Level: 
	Controlled Substance Level: 
	Controlled Substance Level: 
	Controlled Substance Level: 
	Check this box if your sample is of clinical origin, contains tissue, blood, potentially infectious material or is a decontamination sample.: 
	Check the appropriate box. Include SDS in shipment as applicable.: 
	Check the appropriate box. Include SDS in shipment as applicable.: 
	SDS is required for any/all chemicals provided for use.  SDS is an essential component of the Globally Harmonized System (GHS) and describes the physical and chemical properties, physical and health hazards, routes of exposure, precautions for safe handling and use, emergency and first-aid procedures, and control measures.: 
	GLP - Good Laboratory Practice - This should be selected for any study that will be submitted for FDA review. GLP service includes an audit of one phase of the study and final report review both by a qualified Quality Assurance Auditor (There is an extra charge for this service).  Please note that all testing performed at Nelson Labs is GMP.: 
	STAT - Check this box to expedite the testing process. (extra charges will apply).: 
	Ambient - Samples shipped without ice.: 
	On Ice - Samples shipped with regular ice.: 
	On Dry Ice - Samples shipped with dry ice.: 
	Check this box if you have included a Data Logger or Temperature Monitor with your shipment that must be returned. Please provide any special instructions for handling or shipping in the comments section above.: 
	Check this box if you want you samples stored at Room Temperature: 
	Check this box if you want you samples stored at Refrigerator Temperature (2 to 8 °C): 
	Check this box if you want you samples stored at Freezer Temperature (-10 to -25 °C): 
	Check this box if you want your samples stored at Freezer Temperature (≤ -70°C): 
	If Discard Samples is checked, your samples will be disposed of.: 
	If Return Samples is checked, your samples will be returned to the person listed in the sponsor information section.  Additional handling charges will apply.  Provide a FedEx or UPS account number at the top of the form, or your shipping charges will be added to your invoice.: 
	Check this box if you would like the shipping box or cooler returned to the person listed in the sponsor information section.  Additional handling charges will apply.  Provide a FedEx or UPS account number at the top of the form, or your shipping charges will be added to your invoice.  Use the comments section above for any clarifications.: 
	Check this box if you would like to pickup the sample(s).: 
	Storage5: 
	Storage5Text: 
	GLP - Good Laboratory Practice - This should be selected for any study that will be submitted for FDA review. GLP service includes an audit of one phase of the study and final report review both by a qualified Quality Assurance Auditor (There is an extra charge for this service).  Please note that all testing performed at Nelson Labs is GMP.: 
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