
 
 
 
 

Masimo-Configured Vital Signs Monitor 300 Series 
Release Notes 

 
 
We are pleased to announce the release of the Masimo pulse oximetry option for the Vital Signs Monitor 300 Series 
monitors.  Following are the details associated with this new option.  Please add this information to your 300 Series 
sales folder.  We will also be covering this new option in the regional meetings scheduled in January.   
 
Ordering Masimo Configured 300-Series Monitors 

• We are now able to quote and accept direct orders placed in the Beaverton system for the English (-E1) 
versions of the Masimo-configured 300 Series monitors and associated accessories.    

• Masimo-configured 300 Series monitors will be available for purchase either directly from Welch Allyn or via an 
authorized Welch Allyn distributor.  The part numbers for the English (-E1), French (-F1, Canada) and 
Government (-E1G) versions are currently being entered into SAP.   We anticipate the part numbers to be live 
the first week of January.  Until then, orders will need to be placed on a direct basis. 

• The list and dealer net prices for Masimo-configured 300 Series monitors will be the same as the Nellcor-
configured monitors.   Please refer the price list provided with these notes. 

• Distributor/dealers will receive a 25% discount.   
• We are in the process of amending our corporate contracts with the new monitors and accessories.   GPO 

customers will receive the volume discounts detailed within each contract.    
 
Part number indicator for Masimo pulse oximetry technology  
The letter “S” (for Sp02 or SET) will be used in the monitor’s part numbers to note the inclusion of Masimo pulse 
oximetry technology (i.e. 53S00, 53S0P, 53ST0, 53STP).  
 
Changes made to ship-with accessories   
• The blood pressure, temperature, and printer accessories shipped with each Masimo-configured monitor will be 

the same as those shipped with Nellcor- and non-Sp02 configured monitors.   
• An 8ft. extension cable and adult reusable finger sensor will be shipped with each Masimo-configured monitor. 
• The quick reference card has been updated to include the age reference for each patient mode.  The new cards 

will be shipped with all 300 Series monitors. 
• We have created a Masimo-specific Direction for Use (DFU) and a Nellcor-specific DFU.  A CD with the DFUs in all 

languages will be shipped with each monitor instead of the printed version shipped today.  This change will also 
take place for all Nellcor- and non-Sp02 configured monitors in January.  

• A printed version of the DFU in English will be available for purchase.   
 
Difference between Masimo-configured and Nellcor-configured 300 Series monitors 
The primary difference between the Masimo-configured and Nellcor-configured 300 Series monitors is the defibrillation-
proof claim for the Sp02 option.  Please refer to Page 3 for more details. 
 
Demonstration equipment 
You will receive one Masimo-configured 300 Series demonstration monitor in January. 
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Product literature 
The following literature has been updated to include reference to Masimo pulse oximetry technology.  Copies of each 
are being sent to you.  
• SM2615 Product brochure 
• SM2597 Commercial specification sheet 
• SM2722 Government specification sheet 
 
Mailings 
We have provided our large distributors the part numbers for the Masimo-configured 300 Series monitors and 
accessories.  We will be mailing an announcement to other dealers and representatives the first of January. You will 
receive a copy of the mailing before it is sent.   A press release will be mailed out the first of January as well. 
 
We will be covering details relative to our contract with Masimo during the regional meetings in January.  In the 
meantime, please do not hesitate to call me should you have any questions or need assistance.  
 
Jana Esler 
X7738 
jesler@monitoring.welchallyn.com 
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Masimo-Configured 300 Series Monitors 
Defibrillation-Proof Claim 

Background 
The delivery of energy from a defibrillator presents risks to the patient, the operator and the equipment connected to 
the patient.  Medical device manufactures mitigate these risks to be as low as reasonably possible by following medical 
electrical safety standards, specifically the IEC 60601 standards.   
 
The IEC 60601 standards were updated in November 2004.  The most applicable change was the increase in voltage 
(1500V to 5000V) applied during the test to claim to be defibrillation proof.  The new standard applies to all newly 
developed devices that wish to claim to be defibrillation proof.   
 
There are two types of defibrillation-proof claims:  Type BF and type CF. Type BF applies to the 300 Series monitor.  In 
order to claim to be defibrillation proof, monitors are tested in accordance with the IEC standards by a registered 
testing laboratory.  Accordingly, the Masimo-configured 300 Series monitor was tested to the last IEC standards.  
While the monitor met the test criteria to claim type BF defibrillation proof, the Masimo cables did not.  Per the IEC 
standard, the monitor and cables together have to meet the test criteria to claim to be a defibrillation-proof system.  
Since the monitor and cables together did not meet the test criteria, we were required to mark the Masimo pulse 
oximetry option as being non-defibrillator proof. 
 
If a customer needs to defibrillate a patient that is being monitored by a Masimo-configured 300 Series monitor, the 
clinician should be instructed to disconnect the Sp02 sensor at the patient prior to defibrillation.  This caution is also 
noted in the monitor’s Direction For Use (DFU).  Not doing so could lead to diversion of defibrillation energy away from 
the patient.   Please note:  the temperature probe and NIBP cuff do not need to be disconnected at the patient as these 
accessories met the defibrillation-proof test criteria.  
 
Moving forward, the committee that creates and governs the IEC series of standards is recommending that 
manufacturers test and certify only their devices and obtain the appropriate certifications from the manufacturers of 
other accessories indicating that their accessories meet the same IEC standards.  
 
Monitor labeling 
It is important to note that non-Sp02 configured and Nellcor-configured 300 Series monitors maintain the defibrillation-
proof claim.  However, because the 300 Series monitor and Masimo Sp02 cables together did not meet the test criteria, 
we must reflect the non-defibrillation proof status for the Masimo Sp02 option as well as the defibrillation-proof status of 
the NIBP and temperature options. This is accomplished by the use of the following symbols included in the label found 
on the bottom of the Masimo-configured monitor and in the Masimo-specific DFU.  The paddles on the outside of the 
box in symbol B are the defibrillation proof indicator.  
 
 Symbol A Symbol B 

    
 BF (Sp02)      BF Defib protected (NIBP, Temp) 
 
Again, please note that Symbol A will only be found on the Masimo-configured 300 Series monitor.  
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Other companies that make this claim 
Competitors that introduced products prior to 2004 were required to comply with the less stringent IEC standard and 
thus were able to meet the test criteria for the defibrillation-proof claim.   To date, Datascope is the only other company 
we are aware of that has introduced products in 2005 that contain the non-defibrillation proof markings.  Specifically, 
the Sp02 ports on both the Duo and Trio monitors are marked as being BF (symbol A) and not BF defib protected 
(symbol B).   
 
Disclosing information to your customers 
The choice of proactively disclosing the non-defibrillation-proof claims to your Masimo customers is really yours.  You 
know your customers best.  If you do decide to disclose this information, we recommend you first inform your Masimo 
counterpart.  When discussing the claims with your customer, we recommend you outline the situation in the following 
manner. 

1. The certified testing laboratory that completes all of our safety testing was able to verify that the Masimo-
configured 300 Series monitor met all the testing criteria to claim to be defibrillation proof.  

2. The same testing laboratory was not able to verify that the Masimo cables met the same testing criteria. 
3. Because both pieces (monitor and cables) together did not meet the criteria, we were required to mark the 

Masimo Sp02 port as being non-defibrillation proof.   
4. Also outline that the temperature and NIBP options meet all testing criteria and are considered to be 

defibrillation proof.   
5. Lastly, refer your customer to Masimo for additional information regarding the defibrillation proof status of its 

cables.   
 

Please do not hesitate to contact me should you need assistance with your customer. 
 
Jana Esler 
X7738 
jesler@monitoring.welchallyn.com 
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Product Update 
To:  Customer Service, Technical Support 

From: Jana Esler (x7738) 

Date: 4/28/05 

Re:  New Power Adapter for the 300 Series Monitor 

 
I would like to inform you that we have released new power adapters for the 300 Series monitors.  All 300 Series monitors 
are now being shipped with the new adapters.   
 
We’ve lengthened and increased the retention force of the DC connector that inserts into the power receptacle found on 
the monitor so the connector does not easily become dislodged from the monitor.  This change should eliminate the 
problem of the connector becoming dislodged from the monitor and thus not recharging the monitor’s battery.   
 
Following are the part numbers for the new adapters.  Physically, the power adapters have not changed in size and the 
new part numbers are printed on the adapters.  The prices remain the same as well.  
 
 
 

Domestic/Japan/Canada (110V)  International (220V) Australian (240V) 
503-0147-00 503-0148-00 503-0144-00 

 
 

Customers with 52000 Series Monitors or Spot Vital Signs Devices 

 
The new power adapters have been validated for use only with 300 Series monitors.  They have NOT been validated for 
use on the 52000 Series monitors or Spot devices.   Please continue to use the following part numbers for the 52000 
Series monitors and Spot devices.  

 

Domestic/Japan/Canada  International Australian  
5200-101A 5200-103A 5200-103Z 

 

300 Series customers that have experienced problems with the power adapter connector disconnecting from the 
monitor 

Many customers have experienced the problem of the DC connector on the 5200-101/3 adapters easily become 
dislodged from the monitor’s charging port.  We will be offering customers the option to receive a new power adapter as a 
warranty replacement.  Following are the details that you will need. 
• You may receive a call from a sales representative or customer asking you to send one or more power adapters as a 

warranty replacement.  Please verify that the adapters are for 300 Series monitors.  If they are not, state that the new 
adapter may only be used with a 300 Series monitor.   

• If the adapter is for a 300 Series monitor already owned by the customer, simply enter a warranty replacement order 
for the number of adapters needed.   

• The customer does not need to return their old power adapter.  Instead it should be recycled in accordance with the 
instructions found on the adapter’s warning label.  

• Beaverton Technical Support – please enter a warranty sales order for the adapters.  
• Beaverton Customer Service – transfer the call to Beaverton Technical Support  
• NY and SD Customer Service and Technical Support – please use ZWRO in SAP for the order. 

 

Please let me know if you have any questions.   
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