Hi Steve,
 
Please find attached Box label draft for Datex compatible SF4011VM sensor. It is updated as below proposed and I hope it can be used to satisfy the Czech inspectors.
 
Nevertheless the general proceeding regarding Envisen is not yet clarified.
 
Do you need additional details regarding sensor labeling?
 
Thanks, best regards,
Ralf
 
 
 
Von: Dettweiler, Ralf 
Gesendet: Dienstag, 4. April 2017 14:30
An: Steve Nixon
Cc: Lindner, Bernd; Wigger, D.
Betreff: AW: Finger clip SpO2 sensors - labelling & IFU queries
 
Hi Steve,
 
Please find my comments below. Nevertheless I have some concerns regarding 4000 series sensors manufactured by Envisen.
Based on received information from our notified body the agreed trading system is basically no longer tolerated and accepted:
 
OEM Envisen               Sales to customer BPM           Sales to customer Viamed as PLM (Private Label Manufacturer) with its own CE Mark
 
On the other hand we found some gaps within Envisen development documents regarding accordance with European MDD (EMC tests, Safety tests, Clinical tests/evaluation, Usability tests/evaluation …). It means to find a new agreement regarding ‘Compatible Sensors’ in general between Viamed and bluepoint.
 
I will make a draft for the needed finger sensor box label update soon (part number 0014605, Datex compatible) then transmit it to you for review.
 
Which concerns, questions and proposals do you have?
 
Regards,
Ralf
 
 
Von: steve.nixon.viamed@googlemail.com [mailto:steve.nixon.viamed@googlemail.com] Im Auftrag von Steve Nixon
Gesendet: Dienstag, 28. März 2017 18:44
An: Dettweiler, Ralf
Cc: Lindner, Bernd
Betreff: Finger clip SpO2 sensors - labelling & IFU queries
 
                                      
Hi, I know we have discussed the labelling and instructions relating to pulse oximetry sensors before, but we have had two recent sets of customer raised queries. I believe that we previously resolved the differences/errors with the silicone sensors, but we need to catch up with the finger clip sensors.
 
The first is trivial and relates to the ‘no latex’ symbol. As far as we are aware there is an official ‘contains latex symbol’ but there isn’t an official one for ‘does not contain latex’. Therefore, we either need to remove it or explain what the symbol means in the IFU.
RD:         The symbol should be removed from all box labels.
The second set of queries follows an inspection by the SUKL in the Czech Republic. They reviewed one of our 4000 Series finger sensors, part number 0014605. 

During the inspection, they found the following.
 
1. Missing name of manufacturer on product packaging label. On the rear label, we have our address, but Viamed Ltd. is missing from the address.
RD:         Correct, Viamed Ltd. has to be added to the manufacturer address on the box label.
2. Humidity symbol on product packaging label is not in accordance with the harmonised standards.
They are saying that we should either use the harmonized symbol or if we insist on using a non-harmonized symbol, we should explain the meaning in the IFU. 
RD:         Correct, the symbol should be updated
 

3. Temperature ‘underneath the roof’ symbol on product packaging label is not in accordance with the harmonized standards. 
Again, they are saying we should either use the harmonized symbol or if we insist on using a non-harmonized symbol, we should explain the meaning in the IFU. 
RD:         Correct, the symbol with roof should be removed; the symbol Temperature limitation should be updated
 
 
4. Instructions for use have different environmental limit values when compared to the product packaging labelling: 
Operating temperature: 10-40C 
Storage and transportation: 0-50C 
Relative humidity: 0-75% non-condensing
They are correct, we have checked examples from our existing stock.
RD:         Correct, IFU version 4.3 should be updated:     Operating temperature limitation: 5–40°C; Storage temperature limitation: -20–70°C; Relative humidity limitation: 15–95%
The customer needs to reply to the Czech inspection team within 30 days. We suggest that we (Bluepoint/Viamed) correct the artwork for the labelling/IFU and we will send them replacement labels and IFU.
 
P.S.

From checking our stock, we also notice that packaging sleeves on many of the sensors have now resumed to having the ‘Made in Germany’ logo and flag on the front of the sleeve. Does this conflict with Viamed being in the UK and our address is next to the factory symbol?
RD:         Made in Germany logo application is correct for SoftCap and SoftWrap sensor design. It is in accordance with European customs regulations which are valid for all of us. Please double check if other sensors are affected.
Steve
 
 
 
 
Steve Nixon
Director - Viamed Ltd.
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