Please find a list of requirements from GE- India:

1. Biocompatibility and cytotoxity test report – if you don’t have one , how much time is it going to execute this test and provide the results. We need this as this accessory comes in contact with infants skin. 

I have asked the factory to supply their copies. Also trying to see if the manufacturers of the materials have their own reports, this would be better for us. The only other option would be to carry out our own tests, we need to be mindful that there are cost and time implications.

2. Any certifications and compliance documentation

I have asked the factory for this. Again if we obtain our own there will be cost and time implications.

3. Viamed Verification and validation report

Can do, but would also be prudent to get third party testing. I will ask NPL for a quote.

4. Labeling: a. Pic of your existing product and packaging labels b. Pics of the packaging material 

Can do next Thursday.

5. Do you have evidences or references for pre-market clearances a. EU- CE mark, DOC (declaration of conformity) b. Similarly - US & rest of the world – references of licenses and registrations 

As a Viamed product no. At the moment all we can do is self certify under our CE.

Are they wanting to sell outside of India, e.g. to the U.S.? – EU, US and India to start with, then expand globally. 
6. we understand that you are open for design and labelling changes per GE requirements. Please confirm. 

Yes but need to confirm whether it is as OBL or OEM. Do they have details of what changes they will require? – I would hazard a guess that it will be a OBL, as they are asking for our documentation/certification? Would there be a  difference in the process?

7. How is your eye mask classified – FMD??

FMD? – Finished Medical Device
 In addition, they also require a quotation: Prototype -25 qty Pilot -1000 qty Production -5000 qty -10000 qty -20000 qty -30000 qty Labels : modified labels per GE requirement. If there would be a price difference with Viamed existing labels, quote that too for the above MOQs. Packaging: different boxes for different sizes.

Can do on Thursday. What pack and box sizes are they looking for? If they need specific boxes we need to know.
SwaineBy the end of today, they would like to know approximately how long it will take to have a product? 

Can’t say til we receive quotes from test house and til we ascertain whether we need to carry out own bio-compatibility tests.

What sales prices have you quoted to date? – I have not quoted, as I have no costs to work from.

