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Affected Model Numbers

URGENT MEDICAL DEVICE FIELD SAFETY NOTICE 

CADD®-Solis VIP Infusion Pump 

 

Affected Devices: CADD®-Solis VIP Infusion Pumps  

Type of Action: Recall (Clarification of Labeling) 

Date:      June 2018 

Attention: Canadian clinicians and health care 

providers who oversee the use of the 

CADD®-Solis VIP Infusion Pump and 

Distributors of the medical device. 

___________________________________________________________________ 
 
REASON FOR FIELD SAFETY NOTICE 

The purpose of this Field Safety Notice (FSN) is to inform you of concerns raised by Health 
Canada regarding delivery accuracy of the CADD-Solis VIP pump. This FSN clarifies the 
environmental factors and product configuration that may have an impact on delivery accuracy 
for the CADD-Solis VIP pump. This notification does not involve a retrieval of devices. 
  

          
   CADD-Solis VIP Infusion Pump  

           

Environmental Factors and Delivery Accuracy 

The current CADD-Solis VIP system delivery accuracy labeling claims are documented in the 
CADD-Solis VIP Technical Manuals and Operator Manuals. All labeling claims currently specify 
delivery accuracy of +/- 6% (nominal). Based on testing performed by Smiths Medical, ASD, 
under or over-delivery beyond the claimed +/- 6% may occur as a result of back pressure or 
fluid resistance, which may occur due to: 
 

 properties of the infused fluid, including temperature or viscosity  

 height of the pump relative to patient  

 use of components such as catheters or filters 

 type of administration sets or cassettes  

 ambient temperature 
 
Refer to the “Additional Information for Clinicians” section for additional information on factors 
that may affect delivery accuracy and a clarification regarding pump operation. 
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RISK TO HEALTH 

The CADD Solis VIP infusion pump has the potential to under-deliver or over-deliver medication 
or fluids beyond the ±6% delivery accuracy claim currently stated in the labelling, due to some 
environmental factors and product configurations. When testing under non-nominal conditions, 
the delivery inaccuracy could range from 20% under-delivery to 10% over-delivery. Refer to the 
section below ‘Additional Information for Clinicians’ for the detailed test data. See discussion 
on environmental conditions below. 
 
CADD Solis VIP infusion pumps are used for a variety of infusion therapies. Potential health 
consequences from under-delivery or over-delivery will depend on the patient condition, the 
therapy involved, the degree of under-delivery or over-delivery, and possibly the time to 
discovery of the under-delivery or over-delivery. 
 
Smiths Medical has conducted a post market risk analysis of CADD-Solis VIP system 
performance. The risk analysis identified the following possible serious adverse health 
consequences of over/under delivery that are expected to occur at a rate of less than 1 in 
10,000 infusions.  
 
Under-delivery: 

1)   Inadequate symptom control (dependent on therapy being delivered). For example: 
Increase in pain or increase in cardiac symptoms (heart rate, rhythm, blood pressure);  

2) Inadequate or delay of treatment (dependent on therapy being delivered). For example: 
Sub-therapeutic doses delivered of medication in which a specific volume needs to be 
infused such as antibiotics, chemotherapy, or nutritional therapy.  

 
Over-delivery: 

1) Patients may receive their medicinal product in an inappropriate allowable time frame. For 
example: In over-delivery of opioids for pain relief, patients may experience somnolence 
and/or decreased respiratory drive. 

2) If the volume infused occurs too rapidly, the reservoir may empty. This may lead, for 
example, to the pump not maintaining the Keep Vein Open (KVO) rate, which may result 
in clotting of a patient’s catheter. 

 

ADDITIONAL INFORMATION FOR CLINICIANS 

Prior to use of the CADD-Solis VIP system, appropriate patient selection should be considered, 
in combination with environmental factors. These factors may include a home use setting in 
which patients are not under direct supervision by a health care professional.   
 
Please review the clarified labeling below when considering patient selection, where CADD-
Solis VIP pump use is prescribed. Patient instruction should be provided to ensure optimal 
accuracy is achieved. 
 

Updated Indications For Use (IFU) Delivery Accuracy Information is provided in Blue font 

below. 

 








