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Statement of Indications for Use 
 
 
510(k) Number (if known): Not known 
 
Device Name: SpeediCath Compact Male 
   

 
 
Indications for Use: 
 
SpeediCath Compact Male is indicated for use by patients with urine retention and 
patients with a post void residual volume (PVR) due to neurogenic and non-neurogenic 
voiding dysfunction. The catheter is inserted into the urethra to reach the bladder allowing 
urine to drain. The catheter is for male patients. 
 
 
 
 

 
 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
 

______________________________________________________________ 
 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
 
 
 
 
 
 
 
Prescription Use__X____ OR Over-The-Counter Use______ 
(Per 21 CFR 801.109    
     (Optional Format 1-2-96) 
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General Information  
 
Device Name: 
 
Common Name: SpeediCath Compact Male 
Proprietary Name: SpeediCath Compact Male 
Classification Name: 21 CFR 876.5130 Gastroenterology-Urology Devices 
Classification:  Class II 
Product code:  GBM 
Panel:   Gastroenterology/Urology 
 
Applicant and Distributor Name and address: 
 
Coloplast Corp 
1601 West River Road North 
Minneapolis, MN 55411  
USA 
 
Official Correspondent Name and Address: 
 
Angela Kilian 
Head of Regulatory Affairs  
Coloplast Corp 
1601 West River Road North 
Minneapolis, MN 55411 
USA 
 
Submission Contact Name and Address: 
 
Brian E. Schmidt 
Regulatory Affairs Manager  
Coloplast Corp 
1601 West River Road 
Minneapolis, MN 55411 
USA 
Office:  (612) 302-4987 
Mobile: (612) 968-9567 
Fax: (612) 287-4138 
e-mail: usbes@coloplast.com  
 
Manufacturer Name and Address: 
 
Coloplast A/S 
Holtedam 1 
DK-3050 Humlebaek 
Denmark 
 
Establishment Registration No.:   
9610694 
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Manufacturing Site Name and Address 
 
Coloplast A/S – Mordrup Site 
Aa. Louis-Hanses Alle 15 
Espergaerde, Region Hovestaden 
3060 Denmark 
 
Establishment Registration No.: 
 
Registration Number is pending 
 
Performance Standards:  
 
ASTM F 623-99, ASTM D 1894-11, EN 1616, EN 1617 and EN 1618  
 
Proposed Indications: 
 
SpeediCath Compact Male is indicated for use by patients with urine retention and 
patients with a post void residual volume (PVR) due to neurogenic and non-neurogenic 
voiding dysfunction. The catheter is inserted into the urethra to reach the bladder allowing 
urine to drain. The catheter is for male patients only. 
 
Predicate Device: 
 
The SpeediCath Compact Set Male was cleared on October 1, 2012 (510(k) number 
K121458), and the device is a modification of the SpeediCath Compact Male (subject to 
this 510(k) submission).  
 
The SpeediCath Compact Male is substantially equivalent in performance, indications, 
design and materials to SpeediCath Compact Set Male. 
 
 
Reference device: 
 
SpeediCath Compact Female cleared on November 9, 2002 under premarket notification 
number K072808. For this 510(k) application this product will be referred to as 
SpeediCath Compact Female.  
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Device Labeling 
 
Proposed labeling for SpeediCath Compact Male. 
 
Primary Package Label: 
 

 
 
 
Illustration of how the label will look like on the device:  
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The following will be laser engraved on the bottom of the tube (on the plug) during 
production: 

Lot # xxxxxxx 
Use By yyyy-mm-dd (year-month-date) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Retail Box Label: 

 
 
 
 



Device Shipper Box Label: 
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Instructions for Use: 
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Predicate device labeling  
 
The following labels are examples of predicate labels and are representative of all the 
available sizes. 
 
Labeling of SpeediCath Compact Set Male K121458 
 
Product label: 
 

 
 
 
Retail box labels*: 
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Shipper box label*: 

 
 

 

 

 

 

Page 22 of 270



  

Male 

 

  
  
Manufacturer : Coloplast A/S 3050 DK 
Distributed by: Coloplast Corp., Minneapolis, MN, 55411, USA 
23313501 V4.0b The Coloplast logo is a registered trademark of Coloplast A/S. 
© [2012-10] All rights reserved Coloplast A/S, 3050 Humlebæk, Denmark. 

 

 

 

 

 

 

 

 

Warnings  
Reuse of this single use product may create a potential risk to the user.  
Reprocessing, cleaning, disinfection and sterilization may compromise 
product characteristics which in turn create an additional risk of physical 
harm to or infection of the patient. 
Cautions  
Self-catheterization is a common and reliable procedure. However, prior 
to performing self-catheterization it is important to consult a medical 
professional for guidance and follow these instructions carefully. 
 
In case of urinary tract infection with symptoms such as fever, discomfort 
when emptying the bladder, a frequent urge to urinate or blood in the 
urine, contact your physician/nurse. 
 
If you have been diagnosed with urethral strictures consult your health 
care professional. 
 
Do not use if package or seal is damaged. Do not re-sterilize. 
 
Keep away from sunlight. Store products horizontally at room tempera-
ture and at dry conditions. Exposure to extreme temperatures (-20°C to 
60°C) for up to 24 hours will not damage the product.   
 
Federal law restricts this device to sale by or on the order of a physician. 
Indications 
The catheter is sterile and for intermittent use only.  
 
SpeediCath Compact Set is indicated for use by patients with chronic 
urine retention and patients with a post void residual volume (PVR) due 
to neurogenic and non-neurogenic voiding dysfunction. The catheter is 
inserted into the urethra to reach the bladder allowing urine to drain.  
 
This device is intended for males only. 
Information 
This product is a coated catheter in sterile solution with attached bag. 
 
Complete catheterization without undue delay and remove the catheter 
upon emptying the bladder. 
 
Care should be taken when opening and handling the product as the 

liquid inside may leave stains when in contact with clothing. Otherwise 
the liquid is harmless. 
 
Coloplast accepts no liability for any injury or other loss that may arise if 
this product is used in a manner contrary to Coloplast's current recom-
mendations. 
 
 
 
How to use SpeediCath Compact Set 
 

 

 
1 Opening / Preparation 
Start by washing your hands and the area 
around the urethral orifice. It is important 
to avoid transferring bacteria from your 
hands to the catheter. 

 

 
Twist and remove the cover 
 

 

 
Unfold the bag 

 

 
Twist and pull the catheter out 
 

 

2 Application / Insertion 
Lift the penis with one hand to straighten 
out the urethra. Insert the catheter into the 
urethra until urine starts to flow 

 

3 Removal 
When urine stops flowing, pull the cathe-
ter out about 1-2 cm. If urine starts flowing 
again, wait until it stops. Then pull the 
catheter out 1-2 cm again. When your 
bladder is empty remove the catheter. 

 

4 Emptying 
Reseal the catheter by twisting it back into 
the packaging 





Reference device labeling 
The following labels are examples of reference labels and are representative of all the 
available sizes. 
 
Labeling of SpeediCath Compact Female K072808 
 
Product label: 

 
 
 
Retail Box Label:  
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Shipper label: 
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Substantial Equivalence Comparison 
 
 
Statement of equivalence 
 
The intended use for SpeediCath Compact Male is the same as for SpeediCath Compact 
Set Male (K121458). Coloplast considers SpeediCath Compact Male to be substantially 
equivalent to the predicate device. 
 
SpeediCath Compact Male and the predicate device are catheters for intermittent use with 
hydrophilic coating. They are both sold sterile and as single use devices. 
 
The hydrophilic coating, which is in direct contact with the urethra, is made of the  

material in both SpeediCath Compact Male and the predicate device.  
Both catheters are .  
 
The main difference between SpeediCath Compact Male and the predicate device is the 
packaging configuration and visual appearance. SpeediCath Compact Male does not have 
a pre-attached urine collection bag like the predicate device. The SpeediCath Compact 
Male packaging configuration has the same ready to use features as the predicate, and is 
packaged in discrete containers. Same as the predicate device, SpeediCath Compact Male 
is short in storage and is extended to its full length due to the telescopic extension of the 
catheter. The telescopic extension mechanism is identical between the two catheters.  
 
Both SpeediCath Compact Male and the predicate device are in one size (FR 12/18) only. 

 
The idea behind SpeediCath Compact Male is to have a catheter that is tailored to meet the 
special needs and anatomy of male catheter users and to provide an easier and more 
discrete product. 

 
The length of SpeediCath Compact Male catheter in its full length is the same as the 
predicate device (30 cm without connector). When SpeediCath Compact Male is not fully 
extended and in its primary packaging, the length is 19 cm. This makes the product discrete.  
 
The European standard, EN 1616, sets a minimum of 36 cm for the total length (catheter 
and connector) of catheters without balloons, but does not set any requirements for the 
catheter length alone (effective drainage length)1. 
 
Gray’s anatomy describes the male urethral length as 18-20 cm long2. Furthermore, Kohler 
et al. performed an investigation with 109 men showing that the male urethral length is 
22.3±2.4 cm, ranging from 15-29 cm3.  

1 Sterile urethral catheters for single use. European Standard EN 1616. CEN European Committee for 
Standardization, Brussels 1997. Ref. No. EN 1616: 1997 E. 
2 Gray’s Anatomy Fortieth Edition 2008. 
3 Kohler TS, Yadven M, Manvar A, Liu N, Monga M. The Length of the Male Urethra. International Braz J Urol. 
Vol. 34 (4): 451-456, July – August, 2008. 
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As seen in the tabular presentation below and the above discussion, SpeediCath Compact 
Male does not raise any new questions about safety and effectiveness and Coloplast 
considers SpeediCath Compact Male to be substantially equivalent to the predicate device. 
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Comparison Chart for Substantial Equivalence 
 

 

  
 Predicate Device 

SpeediCath Compact 
Set - male 

This 510(k) 
SpeediCath Compact – 
male  
 

Reference Device 
SpeediCath Compact - 
female 

Manufacturer Coloplast Same Same 

510(k) Number K121458 Unknown; this 510(k) K072808 

Regulation Name Urological catheter and 
accessories 

Same Same 

Regulation 
Number 

21 CFR § 876.5130 Same Same 

Product Code GBM Same Same 

Classification II Same Same 

Prescription 
Device 

Yes Same Same 

Indications for 
Use 

The product  is indicated 
for use by patients with 
chronic urine retention 
and patients with a post 
void residual volume 
(PVR) due to neurogenic 
and non-neurogenic 
voiding dysfunction. The 
catheter is inserted into 
the urethra to reach the 
bladder allowing urine to 
drain. 

Same Same 

Function of device The catheter is inserted 
into the urethra to reach 
the bladder allowing 
urine to drain into a 
collection bag.  

Same as Reference 
Device.  
 

The catheter is inserted 
into the urethra to reach 
the bladder allowing 
urine drainage. 

Gender Male Same as Predicate Female 

Intermittent use 
and single use 

Yes Same Same 

Ready to use Yes Same Same 

Catheter 
composition 

Hydrophilic 
coating 

Coating activating 
saline solution 

Packaging Packaging consists of  
tube, cover and plug,  

Same as Reference 
Device 

Packaging consist of 
tube, closure and plus, 
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Table 1 gives an overview of similarities and differences between SpeediCath Compact Male and the 
predicate device. 

  

which are made of 
turquoise colored 

polypropylene. 

which are made of light 
green colored 

polypropylene. 

Approximate 
lengths 

Length catheter:  30 cm 
 
Total length catheter, 
connector and handle:  
36 cm 
 
Coated length: 29 cm 

Length catheter: 30 cm 
 
Total length catheter and 
connector (male): 33.5 
cm 
 
Coated length: 29 cm 

Length catheter: 7cm 
 
Total length catheter 
and handle: 15.5 cm 
 
Coated length: 5.5-7 cm 

Approximate 
packaging size 

Diameter 2.3 cm 
Length 21 cm 

Diameter 1.6 cm 
Length 19 cm 

Diameter 1.3 cm 
Length 9 cm 

Volume of saline 
solution 

Male 9 ml 3±1 ml 1.2±0.1 ml 

Sterilization 
method 

   

Biocompatibility 
per 
ISO 10993 

Complies Same Same 

Low Friction 
(ASTM D 1894-
11) 

Yes Same Same 

Compliance to 
flow rate 
according to 
ASTM F 623-99  

Complies Same Same 

Tensile strength 
according to test 
method EN 1618 
and specification 
EN1617 

Complies Same Same 

Shelf life 2 years Same (according to 
stability protocol) 

Same 

Available sizes  One size (FR 12/18) Same as Predicate 6FR – 14FR 
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Substantial Equivalence Claim 
 

The proposed SpeediCath Compact Male is substantially equivalent in form and function to 
Coloplast’s SpeediCath Compact Set Male, which was cleared under 510(k) K121458 on 
October 1, 2012.  

 
SpeediCath Compact Male and the predicate device are sterile, single use catheters for 
intermittent use with hydrophilic coatings. 
 
Both SpeediCath Compact Male and the predicate device are ready to use catheters with 
identical hydrophilic coatings immersed in identical . Furthermore, both 
SpeediCath Compact Male and the predicate device uses the same type of catheter 
design: telescope catheter.  
 
The main difference between SpeediCath Compact Male and the predicate device is the 
packaging configuration and visual appearance. SpeediCath Compact Male does not have 
a pre-attached urine collection bag like the predicate device. The SpeediCath Compact 
Male packaging configuration has the same ready to use features as the predicate, and is 
packaged in a green discrete container instead of a turquoise colored. Equivalent to the 
predicate device, SpeediCath Compact Male is short in storage and is extended to its full 
length due to the telescopic extension of the catheter.  
 

Indications for Use 
 

SpeediCath Compact Male is indicated for use by patients with urine retention and patients 
with a post void residual volume (PVR) due to neurogenic and non-neurogenic voiding 
dysfunction. The catheter is inserted into the urethra to reach the bladder allowing urine to 
drain.  
 

Summary of Testing 
 

SpeediCath Compact Male has been tested and complies with relevant sections of ASTM 
F 623-99, ASTM D1894-11, EN 1616, EN 1617 and EN 1618. 
 
Performance Testing included: 
 

 Flow Rate 

 Coefficient of Friction 

 Tensile Strength 

SpeediCath Compact Male has been tested and complies with relevant sections of ISO 
10993, Biological Evaluation of Medical Devices. 
 
Biocompatibility Testing included: 
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Component Descriptions 
 
SpeediCath Compact Male is made up of the components described in the following: 
 

 

Figure 2. SpeediCath Compact Male Components (coating and solution not illustrated). 

 
 
Catheter 
The catheter is composed of three parts: Inner Catheter, Outer Catheter and Cone Lock, see 
Figure 2. 

.  
The inner and outer catheters make up the length of the catheter. Before use, the inner catheter is 
placed inside the outer catheter. When pulling the connector the two catheter parts are pulled to 
form the full catheter length – like a telescope. They are held together and locked by the cone lock 
when extended (see Figure 3).The materials used for Inner Catheter, Outer Catheter and Cone 
Lock for SpeediCath Compact Male are also used in the catheter components for the predicate 
device. 
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Engineering Drawings 
 
Table 2 gives overview of engineering drawings for SpeediCath Compact Male. For further details 
see Appendix 1.   
 
 

Description Engineering drawing number 

Table 2 Overview of engineering drawings 
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Declarations of Conformity and Summary Reports 
 
The SpeediCath Compact Male is in compliance with the standards listed in Table 3.  Copies of 
FDA Form FDA-3654, Standards Data Report for 510(k)s for each of the voluntary standards listed 
below are provided in Appendix 2.  
 

Number and Title of Voluntary Standard Recognized 

Standard 

Biological 

ISO 10993-
1:2009/AC2010 

Biological evaluation of medical devices - Part 1: 
Evaluation and testing within a risk management process 

Yes 

ISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests for 
in vitro cytotoxicity 

Yes 

ISO 10993-10:2010 
 

Biological evaluation of medical devices - Part 10: Tests 
for irritation and skin sensitization 

Yes 

ISO 10993-12:2007 Biological evaluation of medical devices - Part 12: Sample 
preparation and reference materials 

Yes 

Risk Management  

ISO 14971:2007 Medical devices – Application of risk management to 
medical devices 

Yes 

Performance  

EN 1616:1997 Sterile Urethral Catheters for Single Use No 

EN 1617:1997 Sterile drainage catheters and accessory devices for 
single use 

No 

EN 1618:1997 Catheters other than intravascular catheters-Test methods 
for common properties 

No 

ASTM F 623-
99:2006 

Standard Performance Specification for Foley Catheter Yes 

ASTM D 1894-
11:2011 

Standard Test Method for Static and Kinetic Coefficients 
of Friction of Plastic Film and Sheeting 

No 

Sterilization  

Yes 

Yes 

Table 3 Voluntary Standards 
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See Results Table 5. 
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Shelf life 
 
SpeediCath Compact Male has a shelf life of 12 months based on accelerated data (3 month 
storage at 25°C/60%RH, 30°C/65%RH and 40°C/75%RH), where all properties are within the 
specified limits, see Stability Report Appendix 4. 
 
The shelf life for SpeediCath Compact Male including the raw inner catheter will be prolonged to 
two years as stability data becomes available and is acceptable, see Stability Protocol Appendix 
4. 
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Biocompatibility 
Per ISO 10993-1, SpeediCath Compact Male is categorized as a surface device. The catheter part 
of the product is in direct contact with the mucosal membrane of the urethra. Although the product 
is for intermittent use (approximately 7 catheters per day with the average characterization time of 
5 minutes), the duration of contact is classified as prolonged due to cumulative use.   
 
The materials in the catheter component of SpeediCath Compact Male is essentially identical to 
the predicate device, except for the following differences: 

In conclusion, no new substances are found in the SpeediCath Compact Male catheter compared 
to the predicate device. 
 
To confirm the biocompatibility of the SpeediCath Compact Male catheter, the biological tests as 
outlined in Table 8 were conducted on the device.

Page 44 of 270

(b)(4) Testing





 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Figure 6. Picture of the primary packaging material for: Left: Predicate device (SpeediCath Compact Set). Middle: 

Subject for submission (SpeediCath Compact Male). Right: Reference device (SpeediCath Compact Female) 

 

 
The predicate device, the reference device and SpeediCath Compact Male use  

). The SpeediCath Compact 
Male packaging  

 
  Overall, the most significant and visible difference between the 

packaging materials is  
   

 

Page 46 of 270

(b)(4) 
(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) Manufacturing Process



 
Information about the pigments used in the unique masterbatches for SpeediCath Compact Male 
are outlined in Table 9, 10 and 11.
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Master batch Device 
component 

Chemical name CAS No. Amount 
per device 

Material Safety 
Data Sheet 

Compliance to 
21 CFR 
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Master batch Device 
component 

Chemical name CAS No. Amount per 
device 

Material Safety 
Data Sheet 

Compliance to 21 
CFR  
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Master batch Device 
component 

Chemical name CAS No. Amount per 
device 

Material Safety 
Data Sheet 

Compliance to 
21 CFR  
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Bioavailability of the pigments 
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Sterilization 
 
SpeediCath Compact Male is sterilized by . 
 
The product is sterilized to ensure a minimum dose of  

 
The sterilization process for SpeediCath Compact Male is the same sterilization method 
used for SpeediCath Compact Set Male. 
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Class III Certification 
 
Since this 510(k) does not pertain to a Class III device, the referenced Certification is not 
applicable to this application. 
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Financial Disclosure Statement 
 

This section does not apply, as there is no information from clinical studies presented 
within this premarket notification; therefore, financial disclosures are not required. 
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