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510(k) Number (if known)
K183036

Device Name
Dilator Sets

Indications for Use (Describe)
Intended to be used for dilating puncture sites or catheter tracts for percutaneous placement of devices for vascular and 
non-vascular applications such as in the venous, arterial, biliary and renal systems.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”



510(k) Summary 

As required by 21 CFR §807.92 

Date Prepared: December 21, 2018 

Submitted By: 

Applicant: Cook Incorporated 
Contact: David Lehr, RAC 
Applicant Address: Cook Incorporated 

750 Daniels Way  
Bloomington, IN  47404 

Contact Phone Number: (812) 335-3575 x102309
Contact Fax Number:  (812) 332-0281

Device Information: 

Trade Name:   Dilator Sets 
Common Name: Dilator, vessel, for percutaneous catheterization/ 

Stents, drains and dilators for the biliary ducts 
Classification Panel: Cardiovascular/Gastroenterology/Urology 
Regulation: 21 CFR §870.1310, 21 CFR §876.5010 
Product Code:  DRE, FGE 

Predicate Devices: 

▪ Medcomp® Vessel Dilator (Medcomp®, K162389)
▪ PBN Dilators (Medical Device Technologies, Inc., K990808)

Reference Devices: 

▪ Peel-Away Introducer Set (Cook Inc., K170020)
▪ Royal Flush Catheter (Cook Inc., K171264)
▪ CrossCath Support Catheter (Cook Inc., K161801)

Device Description: 

Cook Dilator Sets may consist of either a single dilator or a group of components that are used 
percutaneously to dilate puncture sites or catheter tracts, thereby facilitating the placement of 
other therapeutic or diagnostic devices into a natural body space (e.g., the peritoneal cavity, an 
artery or vein) for various vascular or non-vascular clinical applications. Some Dilator Set 
configurations may also include an entry needle and wire guide. The dilator component of the 
Dilator Sets is available in diameters ranging from 3.0 to 26.0 French and in lengths ranging 
from 6 to 65 cm. The broad range of dilator sizes accommodates the variation in the size of the 
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devices that could be inserted through the initial access site. All configurations of the Dilator 
Sets are supplied as packaged, sterile devices, intended for single-patient use. 

Intended Use:  

Intended to be used for dilating puncture sites or catheter tracts for percutaneous placement of 
devices for vascular and non-vascular applications such as in the venous, arterial, biliary and 
renal systems. 

Comparison of Technological Characteristics to Predicate: 

The Dilator Sets and the predicate devices have the same basic intended use. The subject device 
is similar in technological characteristics (i.e., design and materials) to those of the predicate 
devices, with the addition of a smaller dilator diameter of 3.0 Fr and a broader scope of lengths 
(6 to 65 cm) as compared to the predicate devices, which have a combined scope of lengths 
ranging from 15 to 35 cm. Some configurations of the subject device are also supplied with 
additional kit components (i.e., entry needle and wire guide) as compared to the predicate 
devices. 

Technological Characteristics: 

The subject device, Dilator Sets, was subjected to applicable testing to assure reliable design and 
performance under the testing parameters. The tests performed are listed below: 

▪ Biocompatibility – Tested in accordance with ISO 10993-1:2009. The pre-determined
acceptance criteria were met.

▪ Dilator Hub to Shaft Tensile – Tested in accordance with ISO 11070:2014. The pre-
determined acceptance criteria were met.

▪ Compatibility Testing – Tested in accordance with an approved study protocol. The pre-
determined acceptance criterial were met.

▪ Dimensional Verification Testing – Tested in accordance with an approved study
protocol. The pre-determined acceptance criteria were met.

▪ Radiopacity Evaluation – Tested in accordance with ASTM F640-12. The pre-determined
acceptance criteria were met.

▪ Dilator Tip Rollback Testing – Tested in accordance with ISO 11070:2014, Annex A.3.
The pre-determined acceptance criteria were met.

▪ Kink Radius Testing – Tested in accordance with ISO 11070:2014, Annex A. The pre-
determined acceptance criteria were met.
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▪ Lubricity Testing – Tested in accordance with an approved study protocol. The pre-
determined acceptance criterial were met.

Conclusion: 

The results of these tests support a conclusion that the Dilator Sets, subject of this submission, 
met the design input requirements based on the devices’ intended use and support the conclusion 
these devices do not raise new questions of safety and/or effectiveness. The results of these tests 
support a determination of substantial equivalence to the predicate devices, the Medcomp® 
Vessel Dilator (Medcomp®, K162389) and the PBN Dilators (Medical Device Technologies, 
Inc., K990808). 
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