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Sample Submission Form to be filled electronically
	Information about Test Item (the following information will be included in the study reports)
* The fields marked with an asterisk are required.

	Study Sponsor *
(Name and address)
(as it will be reported in the Test Report)
	Enter the value
	Product Name*
(as it will be reported in the Test Report)
	Enter the value
	Reference Code
	Enter the value	LOT*
	Enter the value
	Manufacturing Date*
	Enter the value	Expiration Date*
	Enter the value
	Storage Condition at receipt*
	Click here to choose
	Others: Enter the value

	Sterilization status*
(chose one option)
	Click here to choose

	Sterilization lot 
   (if applicable)
	Enter the value


	Intended Use*
	a brief description (2-3 sentences)

	Medical device manufactured by
	Enter the value


Medical device classification according to ISO 10993-1
	Nature of body contact*
	Click here to choose 

	Duration of body contact*
	Click here to choose
	Study to be submitted to FDA*
	☐ yes ☐ no



	Quantity submitted*
	Enter the value	units

	Indications for the selection of the extraction conditions (ISO 10993-12)

	Sample treatment
	☐ No extraction required - direct contact (if applicable)
☐ Extraction required – indirect contact (if applicable)

	Specifications*
(insert the unit of measurement if different from the one indicated)
Fill one of the applicable field
	☐	Surface of single sample
	Enter the value	cm²

	
	☐	Mass of single sample
	Enter the value	g

	
	☐	Volume of single sample
	Enter the value	mL



	Thickness of device*
(according to Table 1 - ISO 10993-12)
Considering the thinner part of the device in contact with the body
	 Click here to choose


	Information for Chemical Characterization Studies (ISO 10993-18)

	Daily concomitant exposure to medical device
(maximum number of devices a patient would be exposed to in a day under normal clinical practice)
	Enter the value


	Other optional Information

	Photo/technical draw of the sample
if applicable, highlight the parts to be tested and/or those not to be tested

If images are too large to be inserted in this form, please enclose it as attachments
	





	
	Special instructions:

· Is the product ready for testing, or should it be especially prepared before the studies (cleaning, disinfection, assembling, etc)?  
· Can we cut the product into pieces?
· Any other important information?
If your instructions are too long to fit in the space provided, please submit them as attachments with this form.
	Please provide instruction for the preparation of your device for testing, including any portions or components to be excluded and any special or essential processes that must be followed. 



Enter the value



Biocompatibility tests required
	report the list of required tests and
the reference standards*

	Enter the value

	Quotation reference*
	Enter the value


Management of samples at the end of the tests*

	

	Samples not used/reusable after the test will be:
(chose one option)
	☐	Discarded
	The test items will be disposed of within 30 days from the date on which the last final report of the entire order is issued.

	
	☐	Returned to the Sponsor
	shipping costs paid by the Sponsor.



	Sponsor Contact*

	Printed Name
	Enter the value
	Email address
	Enter the value
	Date
	Enter the value


N.B. Documents to be provided for substance-based medical devices together with this filled template
Certificate of Analysis 
Quali/Quantitative composition
MSDS of the product/main ingredients
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