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Indications for Use 

 

 

 

510(k) Number:  
 
 
 

Device Name:     

 

Indications for Use: 

The RespiConnect Adapter is designed to be used along with 
RESPIMAT™ SOFT MIST INHALERS to facilitate the delivery of 
aerosol medication to mechanically ventilated patients. The single 
patient use adapter is intended to be left in the inspiratory limb of a 22 
mm ventilator circuit. 

 

 

 

 

 

 
 
 

Prescription Use: ����  AND/OR Over-The-Counter Use 

(Part  21 CFR 801 Subpart D)    (21 CFR 801 Subpart C)  
    

  

 

 CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE) 
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Prepared:  21 March 2014 

 

510(k) Owner Trudell Medical International 

725 Third Street 

London, Ontario N5V 5G4 

CANADA 

Contact Person 

 

Phone 

Fax 

e-mail 

Darryl Fischer 

Associate Director, Global Regulatory Affairs 

1-519-455-7060 ext 2140 

1-519-455-6329 

dfischer@trudellmed.com 

 

Device Name 

Proprietary 

Common/Classification 

 

 

RespiConnect Adapter  

Accessory to a nebulizer  

 

Product Code 

 

CAF 

 

Classification Regulation 

 

868.5630 

 

Predicate Device(s) 

510(k) Number 

 

Trade/Model Name 

 

Manufacturer 

K926301 

 

Ace Cloud Enhancer 

 

DHD Diemolding, 

Healthcare Division 

 

 

Device Description 

The RespiConnect Adapter is a single-patient use device intended to provide a self-sealing access port in 

a ventilator circuit to facilitate the administration of Respimat™ Soft Mist inhaler medication to 

mechanically ventilated patients.  

 Intended Use 

The RespiConnect Adapter is designed to be used to facilitate the delivery of aerosol medication from a 

Respimat™ Soft Mist Inhaler to mechanically ventilated patients. The single-patient use adapter is 

intended to be left in the inspiratory limb of a 22 mm ventilator circuit once installed 
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The intended use does not differ significantly from that of the predicate device detailed below.  The 

predicate device below is designed to assist with the delivery of aerosolized medications from metered 

dose inhaler canisters to a mechanically ventilated patient. 

Ace Aerosol Cloud Enhancer,  K926301  

• Manufactured from plastic 

• 22mm OD and ID fittings to 

accommodate 22 mm breathing 

circuit connections 

• Used to administer aerosolized 

medication to a mechanically 

ventilated patient 
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Technological Characteristic Comparison to Predicate Device 

The table below presents some of the common device characteristics exhibited by the Class II device and 

the predicate device. 

Common Device Characteristics 

 

 

 

 

 

 

 

 

 

 

 

Characteristic 

 
RespiConnect Adapter for 

Respimat™ 

 

 

 

 
 

 

ACE Aerosol Cloud Enhancer 

K926301 

Single Patient Use Yes Yes 

For use in a 

ventilator circuit 

Yes Yes 

Delivery of aerosol 

medication 

Yes Yes 

Built in actuator No  Yes  

Sold non-sterile Yes Yes 

22mm ISO fittings Yes Yes 

Device Classification: Class II – Accessory to a 

nebulizer 

Class II – Accessory to a nebulizer 

Relevant differences in the operating principles of the Adapter for Respimat™ and the predicate device; 

• RespiConnect Adapter is used only with the Respimat™ Soft Mist Inhaler (SMI) device. 

• RespiConnect Adapter has a self-sealing port to maintain circuit integrity once the Respimat™ 

device is removed. The ACE device must be capped to prevent circuit leakage if it remains in the 

circuit after use.  

• RespiConnect Adapter remains in the circuit once installed, and is discarded with the circuit 

upon circuit change. The ACE device is not recommended to remain in the circuit once in place, 

and may be removed after each use. 

• RespiConnect Adapter has a molded arrow to indicate direction of air flow. The ACE device is not 

labeled with the direction of air flow.  
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• RespiConnect Adapter is not patient-orientation sensitive while medication is being delivered. 

The ACE device and pMDI is patient-orientation sensitive during aerosol delivery, as the pMDI 

must be oriented in the upright position during firing to ensure the labeled dosage of drug is 

properly delivered. 

 

Non-Clinical Test Summary 

Mechanical testing was conducted to characterize the operating parameters (leakage) of the 

RespiConnect Adapter device. The results (in Section 11, Attachment 4) demonstrate that the 

RespiConnect Adapter device performs satisfactorily, and does not raise any new safety or efficacy 

related issues.   

There are no direct patient contacting components of the RespiConnect Adapter device. However, the 

materials of construction were tested for biocompatibility and do meet the requirements of ISO 10993-

1:2009, Biological evaluation of medical devices. 

Biological evaluation of the RespiConnect Adapter device was classified according to the requirements 

within ISO 10993-1 as follows; 

• Category: Surface  device 

• Contact: Mucosal membranes  

• Contact Duration: B – Prolonged Exposure (24hrs to 30 days) 

• Evaluation Testing  for Biological Effect 

o Cytotoxicity – according to ISO 10993-5 

o Sensitization – according to ISO 10993-10 

o Irritation or Intracutaneous Reactivity  - according to ISO 10993-10 

 

Clinical Performance Summary 

Not applicable, the determination of substantial equivalence is not based on Clinical Performance Data. 

Conclusions from Testing 

The RespiConnect Adapter device has been compared against a currently marketed (predicate) device 

for the determination of substantial equivalency.  The RespiConnect Adapter device and the predicate 

device share: 

• common indications for use for mechanically ventilated patients 

• usage environments 

• both devices are single patient use 

• both devices are sold non-sterile 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Premarket Notification 510(k)  Trudell Medical International 

RespiConnect Adapter   

Section 5 – 510(k) Summary  
 

 

 Section 5 

* Trademarks and registered trademarks of Trudell Medical International   Page 5 of 5 

 

The RespiConnect Adapter device raises no new issues regarding safety or efficacy. 
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This Premarket Notification 510(k) is for a Class II device, therefore, a Class III Summary and 

Certification is not required. 
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This Premarket Notification 510(k) does not contain information from clinical studies.  The 

determination of substantial equivalence is not based on an assessment of Clinical Performance 

Data.  Therefore, neither a Financial Certification nor a Clinical Investigator Disclosure 

Statement is required. 
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Device Description 

The RespiConnect Adapter device is a single-patient use connector intended to provide a self-sealing 

access port in the inspiratory limb of a ventilator circuit to facilitate the administration of Respimat™ 

Soft Mist inhaler medications to mechanically ventilated patients. 

Intended Use 

The RespiConnect Adapter device is designed to be used to along with Respimat™ Soft Mist Inhalers to 

facilitate the delivery of aerosol medication to mechanically ventilated patients. The single-patient use 

adapter is intended to be left in the inspiratory limb of a 22 mm ventilator circuit. 

 

The above intended use does not differ significantly from that of the predicate devices detailed below.  

The predicate device is intended to be used in inspiratory limb of a ventilator circuit, for the purpose of 

administering aerosolized medication to a mechanically ventilated patient. 

• ACE Aerosol Cloud Enhancer  – K926301 

• Manufactured from plastic 

• 22mm OD and ID fittings to accommodate 22 mm 

breathing circuit connections 

 

 

 

 

 

 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Premarket Notification 510(k)  Trudell Medical International 

Adapter for Respimat™    

Section 10 – Executive Summary 

 

 

   Section 10 

*Trademarks and registered trademarks of Trudell Medical International Page 3 of 4 
 

RespiConnect Adapter is not patient-orientation sensitive while medication is being delivered. 

The ACE device and pMDI is patient-orientation sensitive during aerosol delivery, as the pMDI 

must be oriented in the upright position during firing to ensure the labeled dosage of drug is 

properly delivered. 

 

Non-Clinical Test Summary 

Mechanical testing was conducted to characterize the operating parameters (installation, leakage, etc.) 

of the RespiConnect Adapter device. 

Mechanical testing consisted of the following; 

• Simulated use 

• Environmental limit testing (operating limits and environmental storage and transportation 

testing) 

• Drop testing 

• Connection leakage 

• Fatigue and torsional testing 

• Circuit resistance testing 

The results  

 demonstrate that the RespiConnect Adapter performs in the same fashion to 

the predicate device, and does not raise any new safety or efficacy related issues.   

There are no direct patient contacting components of the RespiConnect Adapter. However, the 

materials of construction do meet the requirements of ISO 10993-1:2009, Biological evaluation of 

medical devices. 

Biological evaluation of RespiConnect Adapter device was classified according to the requirements 

within ISO 10993-1 as follows; 

• Category: Surface  device 

• Contact: Mucosal membranes  

• Contact Duration: B – Prolonged Exposure (24hrs to 30 days) 

• Evaluation Testing  for Biological Effect 

o Cytotoxicity – according to ISO 10993-5 

o Sensitization – according to ISO 10993-10 

o Irritation or Intracutaneous Reactivity - according to ISO 10993-10 

 

Clinical Performance Summary 

(b)(4) 
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Not applicable, the determination of substantial equivalence is not based on Clinical Performance Data. 

Conclusions from Testing 

The RespiConnect Adapter device has been evaluated against a currently marketed (predicate) device 

for the determination of substantial equivalency.  The RespiConnect Adapter device and the predicate 

devices share: 

• common indications for use 

• usage environments 

• both devices are single patient use  

• non-sterile 

 

The RespiConnect Adapter device raises no new issues regarding safety or efficacy. 
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Principal Factors of Design and Use  

 YES NO 

Is the device intended for prescription use? X  

Is the device intended for over-the-counter use?  X 

Does the device contain components derived from a tissue or 

other biologic source? 
 X 

Is the device provided sterile?  X 

Is the device intended for single use?  X 

Is the device a reprocessed single use device?  X 

   If yes, does this device type require reprocessed validation 

data? 
 N/A 

Are cleaning instructions included for the end user?  N/A 

Does the device contain a drug?  X 

Does the device contain a biologic?  X 

Does the device use software?  X 

Does the submission include clinical information?  X 

Is the device implanted?  X 

 

Performance Specifications 

Functional requirements for the RespiConnect Adapter are specified in the Product Design Specification 

 

 

Device Design Requirements 

Risk Analysis in accordance with ISO 14971:2007 was performed on the RespiConnect Adapter and its 

subcomponents using Design Failure Mode and Effects Analysis (DFMEA) methodology. 

The design characteristics of the RespiConnect Adapter were evaluated against verification test 

protocols which are described in     

Design verification test results are reported in  

A Declaration of Conformity with Design Controls has been prepared and is included in Section 9 of this 

submission. 
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Identification of Models 

The RespiConnect Adapter is offered as a single product configuration as described within this 

submission. 

 

Identification of Accessories 

No accessories are currently recommended for use with the RespiConnect Adapter 

 

Identification of Components 

Five (5) components comprise the RespiConnect Adapter.  The configuration is depicted in 

Assembly Drawing    

 

Patient-Contacting Components and their Respective Materials 

There are no patient contacting components of this device. Identification of device components 

and their respective materials can be found in section 15 of this submission.  
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Predicate Info (where available) 

Predicate Device 

510(k) Number 

 

Trade Name 

 

510(k) Holder 

 

K926301 

 

ACE Aerosol Cloud 

Enhancer 

DHD Diemolding, 

Healthcare Division 

   

 

Indications for use 

The RespiConnect Adapter is designed to be used along with RESPIMAT™ SOFT MIST INHALER 

formulations to facilitate the delivery of aerosol medication to mechanically ventilated patients. 

The single patient use adapter is intended to be left in the inspiratory limb of a 22 mm 

ventilator circuit. 

Technology 

The RespiConnect Adapter device is intended to be used by patients who are under the care or 

treatment of a health care provider or physician. The device is intended to be used to 

administer aerosolized medication from the Respimat™ Soft Mist Inhaler, prescribed by a 

physician or health care professional. The intended environments for use include hospitals and 

clinics.  

The Intended Use and Indications of the RespiConnect Adapter device, as described in the its 

labeling included in this submission in Section 4, are comparable to the predicate Class II device 

currently available on the market. 

The RespiConnect Adapter device has been evaluated against the currently marketed 

(predicate) device for the determination of substantial equivalency.  As outlined in the 

Substantial Equivalence Comparison Table found on page 3 of Section 10, the RespiConnect 

Adapter device and the predicate device share common indications for use, and usage 

environments.  The devices are single patient use, non-sterile devices available by prescription. 
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The device characteristics of the RespiConnect Adapter have been evaluated against the 

predicate device cleared as a Class II device.   The Substantial Equivalence Comparison Table 

found in Section 10, page 3, highlights the common device characteristics of the devices.  As 

highlighted in the design control summary and supported by the risk analysis and verification 

testing referenced in Section 11, the characteristics of the RespiConnect Adapter have been 

evaluated to ensure no new safety or effectiveness questions have been raised. 

Summary 

The information provided in this section demonstrates that the differences between the 

RespiConnect Adapter device and the predicate device raise no new issues of safety and 

effectiveness. 
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The proposed labeling for the Adapter for Respimat™ is attached.  
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The RespiConnect Adapter device is not sold as sterile, nor does the submission identify a shelf 

life.  The requirements of Section 14 – Sterilization and Shelf Life do not apply.  

Normal storage and transportation conditions (humidity and temperature extremes) have been 

evaluated as part of the verification testing in and the results demonstrate these 

conditions will not affect the safety of effectiveness of the device.  
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Attachment 1 – Biocompatibility Data  
 

Document Type: Biocompatibility Report 

Material:   
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Section 15 

Attachment 2 
* Trademarks and registered trademarks of Trudell Medical International 

Attachment	2	–	Biocompatibility	Data		
 

Document Type:  Biocompatibility Report 

Material:     

 is the identical resin used in a previously cleared device  ) as a component of 

assembly  (attached).  
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Premarket Notification 510(k)  Trudell Medical International 

RespiConnect Adapter    

Section 16 – Software 
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* Trademarks and registered trademarks of Trudell Medical International 

 

The RespiConnect Adapter device does not contain software.  The requirements of Section 16 

do not apply.  
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Section 17 – Electromagnetic Compatibility & Electrical Safety 
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The RespiConnect Adapter device does not include an electronic component, nor does the 

design result in patient contact with any electrically powered component.  The requirements of 

Section 17 do not apply.  
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Premarket Notification 510(k)    Trudell Medical International 
Adapter for Respimat™      

Section	18	–	Performance	Testing	‐	Bench	
 

 
Section 18 
Page 1 of 1 

* Trademarks and registered trademarks of Trudell Medical International 

Evaluation of the Adapter for Respimat* device and the predicate device was performed to characterize 

the device’s operating performance.  In accordance with the intended use, each device operates in‐line 

with ventilator circuits attached to mechanical ventilators. The adapter provides an access port to the 

breathing circuit to facilitate physician‐prescribed aerosolized medication to be administered to the 

patient as prescribed. 

Mechanical safety testing consisted of the following; 

 Simulated use 

 Leakage testing 

 Environmental limit testing (operating limits and environmental storage and transportation 

testing) 

 Drop testing 

 Connection leakage 

 Fatigue and torsional testing 

 Circuit resistance testing 

The results of this testing is documented in  , Attachments 

 respectively.  

There are no direct patient contacting components of the Adapter for Respimat™device. However, the 

materials of construction were tested for biocompatibility and do meet the requirements of ISO 10993‐

1:2009, Biological evaluation of medical devices. 

Biological evaluation of Adapter for Respimat™ device was classified according to the requirements 

within ISO 10993‐1 as follows; 

 Category: Surface  device 

 Contact: Mucosal membranes (indirect patient contact) 

 Contact Duration: B – Prolonged Exposure (24hrs to 30 days) 

 Evaluation Testing  for Biological Effect 
o Cytotoxicity – according to ISO 10993‐5 
o Sensitization – according to ISO 10993‐10 
o Irritation or Intracutaneous Reactivity  ‐ according to ISO 10993‐10 

 

The evaluation of these results present no new issues related to safety or efficacy of the Adapter for 

Respimat™ device.  

(b)(4) Third Party Testing

(b)
(4) 
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RespiConnect Adapter    

Section 19 – Performance Testing - Animal 
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The determination of substantial equivalence is not based animal test results.  Therefore, the 

requirements of Section 19 do not apply. 
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RespiConnect Adapter    

Section 20 – Performance Testing - Clinical 
 

 

Section 20 
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This Premarket Notification 510(k) does not contain information from clinical studies.  The 

determination of substantial equivalence is not based on an assessment of Clinical Performance 

Data.  Therefore, the requirements of Section 20 do not apply. 

 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Report

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Deficiencies

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Deficiencies

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Deficiencies

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Deficiencies

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Deficiencies

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Premarket Notification 510(k)  Trudell Medical International 

RespiConnect Adapter  

Table of Contents  

 

 

510k No. K140919 as amended 14 July 2014 Table of Contents 

* Trademarks and registered trademarks of Trudell Medical International  Page 1 of 2 

 

 

Device User Fee Cover Sheet .......................................................................................................... Section 1 

CDRH Premarket Review Submission Cover Sheet ................................................................... Section 2 

Cover Letter ........................................................................................................................... Section 3 

Indications for Use .........................................................................................................................  Section 4 

510(k) Summary .............................................................................................................................  Section 5 

Truthful and Accurate Statement ..................................................................................................  Section 6 

Class III Summary and Certification ...............................................................................................  Section 7 

Financial Certification or Disclosure Statement ............................................................................  Section 8 

Declaration of Conformity and Summary Reports ........................................................................  Section 9 

Declaration of Conformity – Design Controls ....................................................................................... p. 1 

Declaration of Conformity – Environmental Conditions ....................................................................... p. 2 

Executive Summary ......................................................................................................................  Section 10 

Device Description ................................................................................................................................ p. 1 

Substantial Equivalence Comparison Table .......................................................................................... p. 3 

Summary of Performance Testing .......................................................................................................  p. 4  

Device Description .......................................................................................................................  Section 11 

Performance Specifications ........................................................................................................................  

Product Design Specification ....................................................... Section 11, Attachment 1  

Device Design Requirements ......................................................................................................................  

Design Verification Test Plan ....................................................... Section 11, Attachment 2  

Design Verification Test Reports .......................................... Section 11, Attachments 3 & 4  

Identification of Models .......................................................................................................................  p. 2 

Identification of Accessories .................................................................................................................  p.2 

Identification of Components .....................................................................................................................  

Assembly Drawing........................................................................ Section 11, Attachment 5  

 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Premarket Notification 510(k)  Trudell Medical International 

RespiConnect Adapter  

Table of Contents  

 

 

510k No. K140919 as amended 14 July 2014 Table of Contents 

* Trademarks and registered trademarks of Trudell Medical International  Page 2 of 2 

 

List of Patient-Contacting Components and Respective Materials .....................................................  p. 2 

    Aerosol Test Report ............................................................................................ Section 11, Attachment 6 

Substantial Equivalence Discussion .............................................................................................  Section 12 

Proposed Labeling ........................................................................................................................  Section 13 

Instructions for Use ............................................................................................................................... p. 2 

Sterilization and Shelf Life ...........................................................................................................  Section 14 

Biocompatibility ...........................................................................................................................  Section 15 

Test Report  ............................................................................................... Attachment 1 

Test Report  ............................................................................................. Attachment 2 

Biocompatibility Certification ............................................................................................... Attachment 3 

Software .......................................................................................................................................  Section 16 

Electromagnetic Compatibility and Electrical Safety ..................................................................  Section 17 

Performance Testing – Bench ......................................................................................................  Section 18 

Test Protocol ...................................................................................................... Section 11, Attachment 2 

Test Results ...............................................................................................  Section 11, Attachments 3 & 4 

Discussion/Conclusions ...................................................................................................... Section 18, p. 1 

Performance Testing – Animal .................................................................................................  Section 19 

Performance Testing – Clinical.....................................................................................................  Section 20 

 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

* Trade marks and registered trademarks of Trudell Medical International 

 

510k No. K140919 as amended 14 July 2014 

Indications for Use 

 

 

 

510(k) Number: K140919 
 
 
 

Device Name:     

 

Indications for Use: 

The RespiConnect Adapter is designed to be used with RESPIMAT™ 
SOFT MIST INHALERS to facilitate the delivery of bronchodilator 
aerosol medication to mechanically ventilated patients. The single 
patient use adapter is intended to be left in the inspiratory limb of a 22 
mm ventilator circuit. 

 

 

 

 

 

 
 
 

Prescription Use: ����  AND/OR Over-The-Counter Use 

(Part  21 CFR 801 Subpart D)    (21 CFR 801 Subpart C)  
    

  

 

 CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE) 

 

 

 

 

Page 1 of    1  
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Prepared:  21 March 2014 / Amended 14 July 2014 

 

510(k) Owner Trudell Medical International 

725 Third Street 

London, Ontario N5V 5G4 

CANADA 

Contact Person 

 

Phone 

Fax 

e-mail 

Darryl Fischer 

Associate Director, Global Regulatory Affairs 

1-519-455-7060 ext 2140 

1-519-455-6329 

dfischer@trudellmed.com 

 

Device Name 

Proprietary 

Common/Classification 

 

 

RespiConnect Adapter  

Accessory to a nebulizer  

 

Product Code 

 

CAF 

 

Classification Regulation 

 

868.5630 

 

Predicate Device(s) 

510(k) Number 

 

Trade/Model Name 

 

Manufacturer 

K926301 

 

Ace Cloud Enhancer 

 

DHD Diemolding, 

Healthcare Division 

 

 

Device Description 

The RespiConnect Adapter is a single-patient use device intended to provide a self-sealing access port in 

a ventilator circuit to facilitate the administration of Respimat™ Soft Mist inhaler medication to 

mechanically ventilated patients.  

Intended Use 

The RespiConnect Adapter is designed to be used with RESPIMAT™ SOFT MIST INHALERS to 

facilitate the delivery of bronchodilator aerosol medication to mechanically ventilated patients. The single 

patient use adapter is intended to be left in the inspiratory limb of a 22 mm ventilator circuit. 

The intended use does not differ significantly from that of the predicate device detailed below.  The 

predicate device below is designed to assist with the delivery of aerosolized medications from metered 

dose inhaler canisters to a mechanically ventilated patient. 
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Ace Aerosol Cloud Enhancer,  K926301  

• Manufactured from plastic 

• 22mm OD and ID fittings to 

accommodate 22 mm breathing circuit 

connections 

• Used to administer aerosolized 

medication to a mechanically 

ventilated patient 
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Technological Characteristic Comparison to Predicate Device 

The table below presents some of the common device characteristics exhibited by the Class II device and 

the predicate device. 

Common Device Characteristics 

 

 

 

 

 

 

 

 

 

 

 

Characteristic 

 
RespiConnect Adapter for 

Respimat™ 

 

 

 

 
 

 

ACE Aerosol Cloud Enhancer 

K926301 

Single Patient Use Yes Yes 

For use in a 

ventilator circuit 
Yes Yes 

Delivery of aerosol 

medication 
Yes Yes 

Built in actuator No  Yes  

Sold non-sterile Yes Yes 

22mm ISO fittings Yes Yes 

Device 

Classification: 
Class II – Accessory to a 

nebulizer 

Class II – Accessory to a nebulizer 

Relevant differences in the operating principles of the Adapter for Respimat™ and the predicate 

device; 

• RespiConnect Adapter is used only with the Respimat™ Soft Mist Inhaler (SMI) device. 

• RespiConnect Adapter has a self-sealing port to maintain circuit integrity once the 

Respimat™ device is removed. The ACE device must be capped to prevent circuit 

leakage if it remains in the circuit after use.  

• RespiConnect Adapter remains in the circuit once installed, and is discarded with the 

circuit upon circuit change. The ACE device is not recommended to remain in the circuit 

once in place, and may be removed after each use. 

• RespiConnect Adapter has a molded arrow to indicate direction of air flow. The ACE 

device is not labeled with the direction of air flow.  
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• RespiConnect Adapter is not patient-orientation sensitive while medication is being 

delivered. The ACE device and pMDI is patient-orientation sensitive during aerosol 

delivery, as the pMDI must be oriented in the upright position during firing to ensure the 

labeled dosage of drug is properly delivered. 

 

Non-Clinical Test Summary 

Mechanical testing was conducted to characterize the operating parameters (leakage) of the RespiConnect 

Adapter device. The results (in Section 11, Attachment 4) demonstrate that the RespiConnect Adapter 

device performs satisfactorily, and does not raise any new safety or efficacy related issues.   

There are no direct patient contacting components of the RespiConnect Adapter device. However, the 

materials of construction were tested for biocompatibility and do meet the requirements of ISO 10993-

1:2009, Biological evaluation of medical devices. 

Biological evaluation of the RespiConnect Adapter device was classified according to the requirements 

within ISO 10993-1 as follows; 

• Category: Surface  device 

• Contact: Mucosal membranes  

• Contact Duration: B – Prolonged Exposure (24hrs to 30 days) 

• Evaluation Testing  for Biological Effect 

o Cytotoxicity – according to ISO 10993-5 

o Sensitization – according to ISO 10993-10 

o Irritation or Intracutaneous Reactivity  - according to ISO 10993-10 

 

Clinical Performance Summary 

Not applicable, the determination of substantial equivalence is not based on Clinical Performance Data. 

Conclusions from Testing 

The RespiConnect Adapter device has been compared against a currently marketed (predicate) device for 

the determination of substantial equivalency.  The RespiConnect Adapter device and the predicate device 

share: 

• common indications for use for mechanically ventilated patients 

• usage environments 

• both devices are single patient use 

• both devices are sold non-sterile 

The RespiConnect Adapter device raises no new issues regarding safety or efficacy. 
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Device Description 

The RespiConnect Adapter device is a single-patient use connector intended to provide a self-sealing 

access port in the inspiratory limb of a ventilator circuit to facilitate the administration of Respimat™ 

Soft Mist inhaler medications to mechanically ventilated patients. 

Intended Use 

The RespiConnect Adapter is designed to be used with RESPIMAT™ SOFT MIST INHALERS to 

facilitate the delivery of bronchodilator aerosol medication to mechanically ventilated patients. The single 

patient use adapter is intended to be left in the inspiratory limb of a 22 mm ventilator circuit. 

The above intended use does not differ significantly from that of the predicate devices detailed below.  

The predicate device is intended to be used in inspiratory limb of a ventilator circuit, for the purpose of 

administering aerosolized medication to a mechanically ventilated patient. 

• ACE Aerosol Cloud Enhancer  – K926301 

• Manufactured from plastic 

• 22mm OD and ID fittings to accommodate 22 mm 

breathing circuit connections 

 

 

 

 

 

 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Premarket Notification 510(k)  Trudell Medical International 

Adapter for Respimat™    

Section 10 – Executive Summary 

 

 

510k No. K140919 as amended 14 July 2014  Section 10 

*Trademarks and registered trademarks of Trudell Medical International Page 3 of 4 
 

must be oriented in the upright position during firing to ensure the labeled dosage of drug is 

properly delivered. 

 

Non-Clinical Test Summary 

Mechanical testing was conducted to characterize the operating parameters (installation, leakage, etc.) of 

the RespiConnect Adapter device. 

Mechanical testing consisted of the following; 

• Simulated use 

• Environmental limit testing (operating limits and environmental storage and transportation 

testing) 

• Drop testing 

• Connection leakage 

• Fatigue and torsional testing 

• Circuit resistance testing 

The results (  

 demonstrate that the RespiConnect Adapter performs in the same fashion to the 

predicate device, and does not raise any new safety or efficacy related issues.   

There are no direct patient contacting components of the RespiConnect Adapter. However, the materials 

of construction do meet the requirements of ISO 10993-1:2009, Biological evaluation of medical devices. 

Biological evaluation of RespiConnect Adapter device was classified according to the requirements 

within ISO 10993-1 as follows; 

• Category: Surface  device 

• Contact: Mucosal membranes  

• Contact Duration: B – Prolonged Exposure (24hrs to 30 days) 

• Evaluation Testing  for Biological Effect 

o Cytotoxicity – according to ISO 10993-5 

o Sensitization – according to ISO 10993-10 

o Irritation or Intracutaneous Reactivity - according to ISO 10993-10 

 

  

(b)(4) 
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Clinical Performance Summary 

Not applicable, the determination of substantial equivalence is not based on Clinical Performance Data. 

Conclusions from Testing 

The RespiConnect Adapter device has been evaluated against a currently marketed (predicate) device for 

the determination of substantial equivalency.  The RespiConnect Adapter device and the predicate devices 

share: 

• common indications for use 

• usage environments 

• both devices are single patient use  

• non-sterile 

 

The RespiConnect Adapter device raises no new issues regarding safety or efficacy. 
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Predicate Info (where available) 

Predicate Device 

510(k) Number 

 

Trade Name 

 

510(k) Holder 

K926301 ACE Aerosol Cloud 

Enhancer 

DHD Diemolding, 

Healthcare Division 

   

 

Indications for use 

The RespiConnect Adapter is designed to be used with RESPIMAT™ SOFT MIST INHALERS 

to facilitate the delivery of bronchodilator aerosol medication to mechanically ventilated patients. 

The single patient use adapter is intended to be left in the inspiratory limb of a 22 mm ventilator 

circuit. 

Technology 

The RespiConnect Adapter device is intended to be used by patients who are under the care or 

treatment of a health care provider or physician. The device is intended to be used to administer 

aerosolized medication from the Respimat™ Soft Mist Inhaler, prescribed by a physician or 

health care professional. The intended environments for use include hospitals and clinics.  

The Intended Use and Indications of the RespiConnect Adapter device, as described in the 

labeling included in this submission in Section 13, are comparable to the predicate Class II 

device currently available on the market. 

The RespiConnect Adapter device has been evaluated against the currently marketed (predicate) 

device for the determination of substantial equivalency.  As outlined in the Substantial 

Equivalence Comparison Table found on page 3 of Section 10, the RespiConnect Adapter device 

and the predicate device share common indications for use, and usage environments.  The 

devices are single patient use, non-sterile devices available by prescription. 

 

 

The device characteristics of the RespiConnect Adapter have been evaluated against the 

predicate device cleared as a Class II device.   The Substantial Equivalence Comparison Table 

found in Section 10, page 3, highlights the common device characteristics of the devices.  As 

highlighted in the design control summary and supported by the risk analysis and verification 
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testing referenced in Section 11, the characteristics of the RespiConnect Adapter have been 

evaluated to ensure no new safety or effectiveness questions have been raised. 

Summary 

The information provided in this section demonstrates that the differences between the 

RespiConnect Adapter device and the predicate device raise no new issues of safety and 

effectiveness. 

 

Records processed under FOIA Request # 2016-215; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Premarket Notification 510(k)  Trudell Medical International 

Adapter for Respimat™    

Section 13 – Proposed Labeling 
 

 

510k No. K140919 as amended 14 July 2014 Section 13 

* Trademarks and registered trademarks of Trudell Medical International  Page 1 of 3 

 

 

The proposed labeling for the Adapter for Respimat™ is attached.  
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