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Dear Stephanie Blair,

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability 
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. 
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You must comply with all the Act's requirements, including, but not limited to: registration and 
listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of 
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements 
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the 
electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Medline Industries, Inc. 
One Medline Place 
Mundelein, IL 60060  

510(k) Premarket Notification  
Medline ENFit Transition Connector  

Medline ENFit G-Tube Connector 

TRADITIONAL 510(k) SUMMARY
[AS REQUIRED BY 21 CFR 807.92(a)] 

SUMMARY PREPARATION DATE 

July 21st, 2015 

SUBMITTER / 510(k) SPONSOR 

Medline Industries, Inc. 
One Medline Place 
Mundelein, IL 60060 
Registration Number: 1417592 

CONTACT PERSON 

Stephanie Blair 
Regulatory Affairs Specialist 
Phone: 847-643-3690 
Email: SBlair@medline.com  

TYPE OF SUBMISSION 

Traditional 510(k) 

DEVICE NAME / CLASSIFICATION 

• Trade/Proprietary Name(s): Medline ENFit Transition Connector 
Medline ENFit G-Tube Connector 

• Common Name: Transition Connectors for Enteral Applications 
• Product Code: PIO 
• Classification Name: Gastrointestinal Tube and Accessories 
• Device Class: Class II 
• Classification Regulation: 21 CFR 876.5980 
• Classification Panel: Gastroenterology and Urology 
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Medline Industries, Inc. 
One Medline Place 
Mundelein, IL 60060  

510(k) Premarket Notification  
Medline ENFit Transition Connector  

Medline ENFit G-Tube Connector 

PREDICATE DEVICE 

Cedic ENFit Transition Connectors for Enteral Applications (K140581) are identified herein as the 
predicate device of the Medline ENFit Transition Connector and the Medline ENFit G-Tube Connector. 
Please note that there are multiple design configurations of Cedic ENFit Transition Connectors for 
Enteral Applications cleared under K140581; therefore: 

• The specific Cedic ENFit Transition Connector for Enteral Applications cleared under
K140581 that is selected for comparison with the Medline ENFit Transition Connector is: The
Cedic Enteral Distal End ENFit Transition Connector.

• The specific Cedic ENFit Transition Connector for Enteral Applications cleared under
K140581 that is selected for comparison with the Medline ENFit G-Tube Connector is: The
Cedic Enteral Funnel ENFit Transition Connector.

INDICATIONS FOR USE 

The Medline ENFit Transition Connector is intended for connecting an enteral feeding set with 
an ENFit connector to a gastronomy tube with funnel. 

The Medline ENFit G-Tube Connector is intended for connecting an enteral feeding set equipped 
with a stepped enteral distal end to a gastronomy tube equipped with an ENFit connector. 

DEVICE DESCRIPTION 

In an effort to mitigate the risk of misconnections associated with enteral feeding devices, manufacturers 
have recently began to adopt a uniform connector for enteral devices, called an ENFit connector, which 
is based upon the ISO 80369 series of standards and is in accordance with FDA Final Guidance for 
Industry: Safety Considerations to Mitigate the Risks of Misconnections with Small-bore Connectors 
Intended for Enteral Applications (February 11, 2015).  This uniform ENFit connector provides a 
locking feature that signals the appropriate connection to stay in place. In addition, the ENFit connector 
features a female mating component end for enteral feeding sets and a male mating component end for 
gastronomy feeding tubes, which allows for the interconnection of these devices.  

However, it will take time for enteral devices with this uniform ENFit connector to become widely 
available and fully adopted across healthcare settings, as existing enteral devices with previously-
designed “legacy” connectors, which are not compliant with ISO 80369-1, still remain in inventory. 
Therefore, to prevent an interruption or delay in patient care when an enteral device with an 
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Medline Industries, Inc. 
One Medline Place 
Mundelein, IL 60060  

510(k) Premarket Notification  
Medline ENFit Transition Connector  

Medline ENFit G-Tube Connector 

AAMI/CN3:2014 (PS) compliant ENFit connector must be connected to an existing enteral device with 
a non-AAMI/ANSI/ISO 80369-1 compliant connector, a temporary need has emerged for an adapter that 
can facilitate connection between enteral devices with these incompatible end connectors.  

The Medline ENFit Transition Connector and the Medline ENFit G-Tube Connector address this 
temporary need and facilitate enteral-specific connections between AAMI/CN3:2014 (PS) compliant 
enteral connectors and non-AAMI/ANSI/ISO 80369-1 compliant connectors to ensure that patient 
enteral feeding is not impeded when an enteral feeding device with an AAMI/CN3:2014 (PS) compliant 
ENFit connector must be connected to a previously-designed, existing enteral feeding device with a non-
AAMI/ANSI/ISO 80369-1 compliant end connector. 

The Medline ENFit Transition Connector and the Medline ENFit G-Tube Connector, which are 
described in further detail below, allow specific connections between enteral feeding devices with 
AAMI/CN3:2014 (PS) compliant ENFit connectors (also known as “PGLock” connectors) and enteral 
feeding devices with non-AAMI/ANSI/ISO 80369-1 compliant, legacy connectors that are still available 
for use in healthcare settings.  To facilitate this connection, the Medline ENFit Transition Connector and 
the Medline ENFit G-Tube Connector are both designed with the mating component of an 
AAMI/CN3:2014 (PS)-compliant ENFit connector at one end and the mating component of a 
previously-used, legacy connector at its other end.  

Specifically, the two designs of ENFit transition adapters that are within the scope of this 510(k) 
Premarket Notification submission are: 

1.)  The Medline ENFit Transition Connector 

The Medline ENFit Transition Connector allows fitment of newly-released enteral feeding sets with 
AAMI/ CN3:2014 (PS) compliant ENFit connectors to existing gastronomy tubes with non-AAMI/ 
ANSI/ISO 80369-1 compliant end connectors, referred to as “funnel feeding ports,” which are still 
available for use in healthcare settings. Specifically, to facilitate the interconnection between newly-
released feeding sets, which are equipped with female ENFit connectors, and the funnel feeding ports of 
previously-designed gastronomy tubes, this adapter provides the mating component of an ENFit female 
connector, designed and tested in accordance with AAMI/ CN3:2014 (PS) and AAMI/CN20:2014 (PS), 
at one of its ends, and the mating component of a non-AAMI/ANSI/ISO 80369-1 compliant funnel 
feeding port, a stepped Distal Tip connector, at its other end.  

2.)  The Medline ENFit G-Tube Connector 

The Medline ENFit G-Tube Connector allows fitment of newly-released gastronomy tubes (or “G-
tubes”) with AAMI/CN3:2014 (PS) compliant ENFit connectors to previously-designed enteral feeding 
sets with non-AAMI/ANSI/ISO 80369-1 compliant connectors, which still may be available for use in 
healthcare settings. To facilitate the compatibility between gastronomy tubes with ENFit male 
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Medline Industries, Inc. 
One Medline Place 
Mundelein, IL 60060  

510(k) Premarket Notification  
Medline ENFit Transition Connector  

Medline ENFit G-Tube Connector 

connectors and the stepped Distal Tip connector of existing enteral feeding sets, the Medline ENFit G-
Tube Connector provides the mating component of an ENFit male connector, designed and tested based 
upon AAMI/ CN3:2014 (PS) and AAMI/CN20:2014 (PS), at one of its ends, and the mating component 
of a stepped Distal Tip connector, a funnel feeding port, at its other end. 

SUMMARY OF TECHNOLOGICAL CHARACTERISTICS 

The Medline ENFit Transition Connector and the Medline ENFit G-Tube Connector are made of non-
DEHP PVC and are both non-sterile, single-use devices. In addition, the ENFit connector featured on 
both configurations of the proposed device is made of rigid/ semi-rigid materials to reduce the likelihood 
of forced fits between flexible connectors that are not intended to connect with each other, as 
recommended in FDA Final Guidance for Industry: Safety Considerations to Mitigate the Risks of 
Misconnections with Small-bore Connectors Intended for Enteral Applications (February 11, 2015). 

Additionally, the Medline ENFit Transition Connector and the Medline ENFit G-Tube Connector are 
similar in design, intended use, function and internal and external characteristics to the predicate device 
cleared under K140581, Cedic ENFit Transition Connectors for Enteral Applications. Both the proposed 
and predicate devices operate by providing a means of interconnecting incompatible enteral feeding 
device end-fittings together, so that patient enteral feeding can take place when enteral feeding devices 
with AAMI/CN3:2014 (PS) compliant ENFit connectors must be connected to enteral feeding devices 
with previously-designed, non-AAMI/ANSI/ISO 80369-1 compliant enteral connectors. To facilitate 
this connection, both the proposed and predicate devices act as an adapter by providing the mating 
component of an AAMI/CN3:2014 (PS) compliant ENFit connector at one end and the mating 
component of a previously-used, legacy connector at its other end. 

SUMMARY OF PERFORMANCE TESTING 

Non-clinical verification of the Medline ENFit Transition Connector and the Medline ENFit G-Tube 
Connector has been conducted to evaluate the safety, performance and functionality of these devices. 
The results of all testing were ultimately found to support a substantial equivalence determination.  

Specifically, the proposed Medline ENFit Transition Connector and Medline ENFit G-Tube Connector 
were evaluated through the following tests: 

• Enteral Connector Misconnection Assessment Study
• Human Factors Validation Study: Enteral Connectors Final Report
• PG-Lock Misconnection Data with Failure Modes and Effects Analysis (FMEA)
• Internal Risk Analysis

KAS
Typewritten Text

KAS
Typewritten Text
K151628

KAS
Typewritten Text
Page 4 of 5



Medline Industries, Inc. 
One Medline Place 
Mundelein, IL 60060  

510(k) Premarket Notification  
Medline ENFit Transition Connector  

Medline ENFit G-Tube Connector 

• Bioburden Testing
• Metrology Testing
• Stability (Shelf-Life) Testing
• Leachables and Extractables (L&E) Analysis with Toxicological Health Risk Assessment
• Biocompatibility Testing:

o Cytotoxicity – MEM elution per ISO 10993-5
o Irritation – Intracutaneous reactivity per ISO 10993-10
o Delayed-Type Hypersensitivity (Sensitization) – Guinea Pig Maximization Test per 

ISO 10993-10
• ISO 80369-20 Testing:

o Positive Pressure Liquid Leakage
o Stress Cracking
o Resistance to Separation from Axial Load
o Resistance to Separation from Unscrewing
o Resistance to Overriding
o Disconnection by Unscrewing

SUMMARY OF CLINICAL TESTING 

Not applicable. 

SUMMARY OF ANIMAL TESTING 

Not applicable. 

CONCLUSION 

In accordance with 21 CFR Part 807, and based on a comparison of ‘Indications for Use,’ technological 
characteristics and performance data, Medline Industries, Inc. concludes that the proposed Medline 
ENFit Transition Connector and Medline ENFit G-Tube Connector are substantially equivalent to the 
predicate device. 
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