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AGENDA

• Smiths Level 1 Recall / Safety Notifications / CE Mark Suspension 

• Available Marketing Tools / Upcoming Trade Shows / Website Expectations/Contest

• Advantages of Belmont RI-2 to Competitive Rapid Infusers

• Distributor Success Stories / Converting Level 1 to The Belmont RI-2

• Sales Guidance 

• Q&A
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REVIEW NOTIFICATIONS
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REVIEW REGULATORY NOTIFICATIONS

• Timeline of key notifications:
– Aug 2021: FDA Class 1 Recall for Smiths Level 1 Fast Flow device
– Aug-Nov 2021: EU Safety Notification & EU distribution hold
– Feb 2022: Temporary CE Mark suspension

• Business Impacts according to the Field Safety Notice (FSN):
– A distribution hold is in effect in EU members states:  

○ No products can ship from Smiths to distributors and to customers
○ Distributors cannot ship products to customers 

– Hospitals are instructed by Smiths to temporarily discontinue use of all affected products
– Users are instructed to seek out alternative devices 



6 © 2022 BELMONT MEDICAL TECHNOLOGIES | Proprietary & Confidential

Distributor Use Only – DO NOT DISTRIBUTE – 701-00474 Rev B

FDA CLASS I RECALL & LETTER TO HEALTH CARE PROVIDERS
Aug 17, 2021 Sep 15, 2021
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EU SAFETY NOTIFICATION & DISTRIBUTION HOLD 
AUG THRU NOV 2021
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EU SAFETY NOTIFICATION & DISTRIBUTION HOLD (PAGE 2) 

• “Please note that this is an advisory notification and 
not a product removal. No product return is 
necessary.”

• “Please temporarily discontinue use of the Affected 
Product Models. A distribution hold has been placed 
on these devices throughout the EU while Smiths 
Medical’s Notified Body reviews this matter.”

• “Users of Affected Product Models should seek out 
alternative devices where available. For hospitals 
without alternative devices immediately available, 
an assessment on the use of Smiths Medical’s 
affected products should be limited primarily to the 
most urgent cases.”



9 © 2022 BELMONT MEDICAL TECHNOLOGIES | Proprietary & Confidential

Distributor Use Only – DO NOT DISTRIBUTE – 701-00474 Rev B

EU SAFETY NOTIFICATION & DISTRIBUTION HOLD (PAGE 3 & 4) 
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SMITHS LEVEL 1 CE MARK SUSPENSION – PAGE 1

• Date: February 1st, 2022

• Affected Devices: All Level 1 Fast 
Flow systems and disposables

• Previous notice mentioned Smiths 
Medical has 6 months to resolve 
the issues.

• As of 2.17, the following countries 
have posted:

– Czech Republic
– Denmark
– UK
– Italy
– Switzerland
– The Netherlands
– Australia

Notification links can be found on the 
belmontmedtech.com/alufree page



11 © 2022 BELMONT MEDICAL TECHNOLOGIES | Proprietary & Confidential

Distributor Use Only – DO NOT DISTRIBUTE – 701-00474 Rev B

SMITHS LEVEL 1 CE MARK SUSPENSION – PAGE 2 

• “The Notified Body completed their review of the 
Affected Product Models of LEVEL 1 Fast Flow 
Fluid Warming and Irrigation System devices listed 
on page 1 and has temporarily suspended the CE 
mark for the affected devices until further notice.”

• “Smiths Medical has initiated a project to address 
the issues raised by the Notified Body.”

• “Please temporarily discontinue use of the Affected 
Product Models. Affected devices are on distribution 
hold for the EU member states until further notice.” 

• “Users of Affected Product Models should seek out 
alternative devices where available. For hospitals 
without alternative devices immediately available, 
an assessment on the use of Smiths Medical’s 
affected products should be limited primarily to the 
most urgent cases.”

• “In urgent cases where no replacement devices are 
available, and only for patients requiring ongoing 
therapy at slower flow rates, Level 1® HOTLINE® 
products may be considered…”
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SMITHS LEVEL 1 CE MARK SUSPENSION – PAGE 3 & 4 
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CURRENT SITUATION SUMMARY

• Can Smiths Medical ship products to its distributors or to customers?
– No, based on the information in the Field Sales Notice (FSN), there is no further distribution of 

the affected products at this time.

• Can Smiths distributors ship products to customers?
– No, based on the information in the Field Sales Notice (FSN), there is no further distribution of 

the affected products at this time.

• Can customers use their existing inventory of Level 1 disposables?
– Based on this information in the FSN, end users are asked to discontinue the use the affected 

products until further notice. If alternative devices are not available, only for urgent case, the 
FSN suggests it could be used.  At this point, it becomes a hospital-based decision.
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REVIEW MARKETING 
TOOLS AVAILABLE
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MARKETING TOOLS AVAILABLE

• Website banner

• Aluminum-free landing page

• RI-2 brochures translated in 7 languages

• Social media posts

• Alu-Free Postcard Mailers

• Competitive comparisons vs Smiths, Fluido, Ranger and Gamida

• Tradeshow tools

• Distribution Partner Portal

• Messaging Expectations, digital marketing & contest
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WEBSITE BANNER
Aluminum-Free Disposables. For more information, click here
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www.BelmontMedTech.com/AluFree

• Primary Message

• Call out action: Schedule a demo

• Alu leaching evidence for Smiths 
Level 1 Fast Flow

• Worldwide Regulatory 
Notifications

• Q&A including parylene coated 
content

• Key features & benefits of the 
Belmont Rapid Infuser RI-2

• Articles reference 

WEBSITE ALU FREE LANDING PAGE

http://www.belmontmedtech.com/AluFree
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English, Chinese, French, German, Italian, Japanese, Spanish
RI-2 BROCHURES AVAILABLE IN 7 LANGUAGES
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“All Disposables are 100% ALUMINUM-FREE” Messaging across the brochure
RI-2 BROCHURES AVAILABLE IN 7 LANGUAGES
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SOCIAL MEDIA POSTS CAMPAIGN
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ALUMINUM FREE CAMPAIGN: WHAT’S IN YOUR FLUID WARMER?
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ONE PAGER: BELMONT VS. LEVEL 1 
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RI-2 1-PAGER COMPETITIVE ADVANTAGES VS FLUIDO & RANGER
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Saving Lives. Together || 100% Aluminum-Free
TRADESHOW – KEY BELMONT MESSAGES

On Screen 
Messages

Retractable 
Banners
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BELMONT WILL BE AT ESA 2022 WITH EXPANDED PRESENCE!

• Milan June 4-6, 2022

• Expanded booth presence with 12 m2

Belmont
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MARKETING ASSETS ACCESS VIA PORTAL

• To access the Belmont Partner Portal, click on the icon at the top right of the main 
navigation bar on the Belmont website www.belmontmedtech.com

• Your login credentials (email address) and password were shared with your selected 
access contact last year. If they need their password reset or you have questions on 
which contact has access, please email marketing@belmontmedtech.com

• You will need set up 2-Factor Authentication and verify a phone number via text 
message after the first login. This is required to secure the portal/logins. 

• We recommend you watch the overview video covering how to access and navigate the 
portal – Introduction to the Belmont Partner Portal: https://youtu.be/4RFQLVJuGu8

http://www.belmontmedtech.com/
mailto:marketing@belmontmedtech.com
https://youtu.be/4RFQLVJuGu8


27 © 2022 BELMONT MEDICAL TECHNOLOGIES | Proprietary & Confidential

Distributor Use Only – DO NOT DISTRIBUTE – 701-00474 Rev B

BELMONT’S EXPECTATIONS FOR ALU MESSAGE ON DISTRIBUTOR 
PARTNER WEBSITES:

The Belmont® Rapid Infuser RI-2 Product Page - Mandatory Requirements:

• The Belmont Rapid Infuser RI-2 should be listed on the partner website

• Proper trademark usage and naming of the product

• At least one new product photo 

• Mention of all Belmont disposables being 100% aluminum-free (make sure to add hyphen between “aluminum” 
and “free”)

• Brief description of the product

• List of the following product features/benefits:

– Automatic air detection and removal – Helps to protect patients from air emboli

– High-speed peristaltic pump with flow rates ranging from 2.5 to 1000 mL/min – Enables precise control of fluid 
delivery

– Dry, electromagnetic induction heating – Near instantaneous fluid warming without the potential infection risk posed 

by water-bath style warmers
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BELMONT’S EXPECTATIONS FOR ALU MESSAGE ON DISTRIBUTOR 
PARTNER WEBSITES:
The Belmont® Rapid Infuser RI-2 Product Page

Strongly Recommended

• Link to Belmont’s website and aluminum-free landing page (www.belmontmedtech.com/alufree) 

Optional Additions (Recommended):

• List of the following product features/benefits:

– Automatic Priming and Repriming – Fully primes in under 1 minute and easily reprimes without patient disconnection

– Advanced Pressure Regulation – Automatic pressure regulation and flow rate adjustment when pressure exceed 300 
mmHg

– Intuitive Touchscreen Display – Provides easy-to-follow on-screen instructions, clear descriptions of alarms and alerts, 
and quick access to device operations

– Real-time Display of Set Rate, Actual Rate, Total Volume Infused, Line Pressure, and Output Fluid Temperature

Further reference to Belmont’s brand standards can be found on the portal (Belmont Brand 
Standards Guide)

http://www.belmontmedtech.com/alufree
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BELMONT’S EXPECTATIONS FOR ALU MESSAGE ON DISTRIBUTOR 
PARTNER WEBSITES CONT’D:
BRAND STANDARDS 

1. Registered (®) symbol should always be displayed as Superscript (when possible).

2. There should be no space between the word (noun) and the Registered (®) symbol.

3. The full name of the device should be used with the correct punctuation/capitalization

Improper Usage Examples:

The Belmont® Rapid Infuser RI-2        The Belmont ® Rapid Infuser RI-2        Rapid Infuser RI-2

the Belmont® Rapid Infuser RI-2         The Belmont® Rapid Infuser RI2          rapid infuser ri-2 

Correct Usage Examples:

The Belmont® Rapid Infuser RI-2

1. The default Belmont logo should always contain a registration symbol.

Correct Usage Example:                                                 Improper Usage Example:                               

NEW PRODUCT PHOTOGRAPHY 

Preferred Choice 2nd

3rd
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IMPORTANCE OF IMPROVING YOUR ONLINE PRESENCE
• Search engines rely on various factors to 

determine when and where your website 
will show up in a search query

• Developing content that covers a wider 
range of search queries leads to 
increased website visibility + web traffic 
= more sales opportunities

• Take for example a sales inquiry for an 
EU partner we received from our 
Aluminum-Free Landing Page to replace 
their Level 1 unit

• If you're interested in seeking additional 
training on the Partner Portal, SEO, or 
website related activities please contact 
marketing@belmontmedtech.com

mailto:marketing@belmontmedtech.com
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INTRODUCING WEBSITE MARKETING CONTEST

• What? 
– Add The Belmont® Rapid Infuser RI-2 Product content 
– See Mandatory Requirements from previous slide

• Award:
– First 3 distributors to update their website with ALU-Free messaging will be awarded a free 

exhibitor badge to attend ESA
– First 10 distributors will receive a special gift!
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COMPETITIVE REVIEW
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THE BELMONT IS CLEARLY A 
BETTER INFUSER THAN LEVEL 1! 

Top RI-2 Features and Benefits
1. 100% aluminum-free disposable – eliminates risk 

of aluminum exposure from the infusion device
2. Dry, electromagnetic induction heating – reduces 

the risk of infection and requires no warm-up 
time, leading to faster initiation of infusion

3. Automatic air detection and removal – reduces 
the risk of air embolism, and never need to 
disconnect from the patient to re-prime

Level 1 Features and Weaknesses
1. Aluminum heat exchanger – leaches aluminum 

into the infusate
2. Water bath heating method – outdated 

technology; increases risk of infection due risk of 
water contamination and requires 8–12 minute 
warm-up time

3. Optional air detector – requires disconnecting 
from the patient to re-prime the system if air is 
detected
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THE BELMONT OFFERS SUPERIOR 
PERFORMANCE VS FLUIDO® AIRGUARD
Superior Belmont features compared to the Fluido® AirGuard

1. Automatic air detection and removal – reduces the risk of air 
embolism, and there is no need to disconnect from the patient 
to re-prime

2. Dry, electromagnetic induction heating with peristaltic pump 
control – near instantaneous heating with precise control of all 
flow rates from 2.5ml/min-1000ml/min

3. Single, color-coded, 100% aluminum-free, disposable for all 
flow rates – No risk of aluminum exposure and only required to 
stock one disposable for all flow rates

Fluido AirGuard Features and Weaknesses

1. Automatic air detection – requires manual removal when air is 
detected and there is the potential need to disconnect from 
the patient to re-prime

2. Dry, infrared heating method with pressure bag infusion – no 
precise flow rate control, limits type and size of fluid 
containers, and requires fluid bags to be “burped”

3. Different disposables for different flow rates* – requires the 
need to stock multiple disposables for different use cases, only 
one disposable can provide the highest flow rate

*We cannot identify documentation to confirm whether the Fluido AirGuard System has 
aluminum in its fluid heat exchanger. Note that the 37 Company does not comment on this 
topic on their website, even if they confirmed coated alu is present in their Fluido Compact line.
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HOW TSC/FLUIDO IS ADDRESSING THE LEVEL 1 RECALL

• https://ptm.tsc-group.com/news/recall_level1

https://ptm.tsc-group.com/news/recall_level1
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THE RANGER™ IS NOT A RAPID INFUSER
Superior Belmont features compared to the 3M™ Ranger™

1. Dry, electromagnetic induction heating with peristaltic 
pump control – near instantaneous heating with precise 
control of all flow rates from 2.5ml/min-1000ml/min

2. Automatic air detection and removal – reduces the risk of air 
embolism, and there is no need to disconnect from the 
patient to re-prime

3. Single, color-coded, 100% aluminum-free, disposable for all 
flow rates – No risk of aluminum exposure and only required 
to stock one disposable for all flow rates

3M™ Ranger™ Features and Weaknesses

1. Pressure bag infusion and hot plate heating – maximum flow 
rate of 500ml/min, and there is no method to precisely 
control the flow rate

2. Bubble trap only – No automatic air detection, requires 
multiple people to administer and monitor infusion to ensure 
air does not enter the patient line, need to disconnect from 
the patient to re-prime

3. Different disposables for different flow rates* – requires the 
need to stock multiple disposables for different use cases, 
only one disposable can provide the 500ml/min flow rate
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THE BELMONT IS AN UPGRADE IN FUNCTIONALITY COMPARED 
TO GAMIDA FLOW-THERM
Superior Belmont features compared to the Gamida Flow-Therm

1. Automatic air detection and removal – reduces the risk of air embolism, 
and there is no need to disconnect from the patient to re-prime

2. Dry, electromagnetic induction heating– near instantaneous heating with 
precise control of all flow rates from 2.5ml/min-1000ml/min

3. Pressure control – automatically regulates the flow rate to accommodate 
various catheter sizes, without causing high pressure alerts

Flow-Therm Features and Weaknesses

1. Two separate devices – need to have both devices for all features, can 
infuse cold fluids with just the flow pump

2. Automatic air detection – requires manual removal when air is detected 
and there is the potential need to disconnect from the patient to re-
prime

3. Over pressure alarm – Only alerts at high pressures, does not 
automatically regulate the flow rate for small catheters 
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SUCCESS STORIES
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SUCCESS STORIES ACROSS THE GLOBE
• US – multiple health systems converting from Level 1 to Belmont
• UK – ~30 Level 1’s replaced since the Aug 2021 recall notification
• Ireland – first mover advantage following October notification resulting in 100% conversion or 

17 units sale (population of 5.5M)
• Iceland – website lead as a result of CE Mark suspension
• Germany – Daniel Kemmerling – Head of Global Marketing, Barkey GmbH

– Level 1 market situation in Germany
– Customer reaction to Level 1 aluminum risk, distribution hold and CE mark suspension
– Points resonating with customers:

1. Safety - automated air detection & repriming
2. Flexibility - Pressure Control
3. Ease of Use - data on screen, eg. volume infused

• Australia – Derek Foltin – Division Manager - Surgical, Getz Healthcare Australia
– On 2.11.22, TGA issued a quarantine notice; Level 1 currently not available in Australia
– As a result, customers are looking to replace Level 1 with Belmont
– Low flow devices are looking to capture some of the market void
– Getz proactively informing customers as window of opportunity may be finite
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SALES GUIDANCE
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COMMERCIAL DIRECTION 

• Ensure that all your Level 1 customers know / Don’t assume customers are aware of the 
situation:

– Risks of Aluminum Toxicity.
– Level 1 is on EU distribution hold and has had its CE mark temporarily suspended.
– According to the FSN, hospitals are instructed to discontinue use of the Level 1.
– Belmont’s disposables are 100% Aluminum-Free, not the case for enFlow, ThermaCor, 

Recirculator (Eight Medical) or Level 1.

• Actions:
– Inform the Hospital Safety Officer and/or the Hospital Risk Manager. Ask how to implement an 

EU regulatory requirement. Work with the system, not against it.
– Explain the “Economic Benefits of the Belmont RI-2” to the HOD (Head of Dept.) and hospital 

administration. Show the benefits RI-2 so as to justify the price you ask.
– Perform an in-service to staff to show that the Belmont is a class above Level 1.
– If no capital budget, consider rental/lease to own programs.
– If out of budget cycle, consider a placement program against disposables utilization.
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FORECAST REQUIREMENTS
– Forecasting is essential due to increased demand, supply chain & transit time changes.
– Link to online forecasting table will be sent out again.
– Please keep your forecast accurate by reviewing by the 1st of every month.
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THANK YOU
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