4th  August 2013

1.1

Summary Notes – Phototherapy Eye Mask Project
Marketing & sales requirements:

1) Alternative to Maxtec. Ideally need an alternative to protect against further Maxtec price increases, and to expand market.

2) Immediate standard product/OBL requirement from GE - India.

Pros & cons:

1) Maxtec will not look upon this favourably. May jeopardize other purchases from Maxtec Eyemax range, primarily the MAX-250 Series of oxygen sensors. Have minimized this by covering other Maxtec sensors by sourcing from Envitec.

2) Can run both Eyemax and our version/s side by side to phase-in the new design/s. By selling Eyemax to UK end users, and our design/s to distributors/OEMs - this may provide us with extra time to establish the markets. May also pacify Maxtec. Disadvantage is that we have two ranges to maintain and will incur additional costs.

3) Depends of type - Potential design issues from Maxtec.

4) Depends on type – potential patent issues from Natus. Looks like just patent in the U.S.

5) How genuine is the enquiry from India? Will they buy from us or use data to construct their own files?

6) Pricing will enable us to retain and expand markets.

7) Four designs provide flexibility, if served with cease and desist notice/s

 
can shift to alternate design. 

We have four designs prepared:

Design A: 11140015, 11140016, 11400017  

Design B: 11140020, 11140021, 11400022

Design C: 11140025, 11140026, 11400027

Design D: 11140030, 11140031, 11400032

The above are packs of 20, for single/sample part numbers - see corresponding 113xxxx part numbers.

Steps to market:

1) Obtain stock for samples and testing – done in stock
2) Investigate biocompatibility testing requirements – in progress
ISO standards obtained – see intrastats for ISO 10993-1, 10993-5, 10993-10.

Don’t have 10993-18, need to determine if applicable or required.

Masks consist of a spun-laced bandage fabric with a protective eye patch on the inner side. The mask is attached to the patient by use of Velcro fastenings, which have been ultrasonically welded to the spun-laced fabric.
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In line with our CE certification we need biocompatibility testing carried out on the product. The product is usually attached to patients for 2 – 8 hrs. I believe that the first two biocompatibility classifications of <24hrs and 1 –30 days application are identical in terms of the tests that need to be carried out, therefore we may as well cover both. We need confirmation/advice if the following are the tests that need to be carried out?

Cytotoxicity tests to ISO 10993-5

Sensitization tests to ISO10993-10

Irritation tests to ISO10993-10

We also need to determine if Chemical Characterization tests to EN ISO 10993-18 are required?

Quotations have been requested, two have been received to date from: MTL and TUV.

Ideally need tests to GLP, but looks like this will incur additional costs.

Need advice regarding samples for testing. Some interpret that we submit complete product. If so, do we have to resubmit each variant as a separate item, i.e. four times the costs?

If we just need to supply samples of the material/s. Can this be carried out as one submission or do we have to submit for several tests to cover: bandage material, eye patch, Velcro fastenings, adhesive tape..?

Can we just rely on the manufacturer’s test data? The problem is that their data is very scant and we can’t use to supply to customers. I don’t believe that the paperwork and certification from manufacturers such as Maxtec meet the current CE requirements.

If we raise the issue of biocompatibility tests, will BSI then be prompted to investigate our other products, such as lights shields…

To cover costs for testing, we can make circa USD $10.00 profit per pack; therefore sales need to cover this e.g. >1,000 pack sales.

For alternative test labs, could discuss further with Jens and/or Bernd to see if can be carried out in Germany, i.e. by CE Cert.

3) Carry out ‘in-house’ light transmission test – not formally carried out yet. Need to formulate test procedure.

We can use the Prema spectrometer to carry out:

a. Light transmission test using the Prema in- built light source.

b. Light transmission using the blue tube test rig. I have a light source - as used during phototherapy, lamp assembly, and doll in which we integrate the fibre optics… Tests can be carried out at varying lengths from the light source in a ‘dark room’.

NOTE: Need to demonstrate and prove that the eyepad blocks the blue light and the spun-laced bandage allows blue light transmission.

4) Carry out 3rd party light transmission tests. Suggest carrying out with test lab such as NPL, same as we did with the phototherapy light shield.

5) Design instructions / packaging artwork – Viamed.

Catrin can do this. We can use the Maxtec and/or Natus versions as templates. Need to determine sizes, including occipital dimensions.

6) Design packaging artwork – OEM template

7) Design packaging artwork – GE-India

8) Produce leaflet/s

9)  CE approvals. Once we have constructed files, believe we can initially self certify, since Class I. 

10)  Produce price lists: GBP, USD, EUR – list and distributor.

11)  Input prices into: Opera

12)  Create intrastats groups, for stock, price lists.., 

13)  Take pictures of all variants.

14) Create manufacturing procedures, since will buy in bulk stock to save costs and protect markets.

15)  Create training procedures.

16)  Create additional marketing materials…

