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 PSC Graphics  (301) 443-2454      EF 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

Form Approval 
OMB No. 9010-0120 

Expiration Date: August 31, 2010. 
See OMB Statement on page 5. 

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known) 

9/29/2011  TBD 

SECTION A TYPE OF SUBMISSION 
PMA 

 Original Submission 

 Premarket Report 

 Modular Submission 

 Amendment 

 Report 

 Report Amendment 

 Licensing Agreement 

PMA & HDE Supplement 
 Regular (180 day) 

 Special 

 Panel Track (PMA Only) 

 30-day Supplement 

 30-day Notice 

 135-day Supplement 

 Real-time Review 

 Amendment to PMA 

 &HDE Supplement 

 Other 

PDP 
 Original PDP 

 Notice of Completion 

 Amendment to PDP 

510(k) 
  Original Submission: 

 Traditional 

  Special 

 Abbreviated (Complete 

 section I, Page 5) 

 Additional Information 

 Third Party 

Meeting 
 Pre-510(K) Meeting 

 Pre-IDE Meeting 

 Pre-PMA Meeting 

 Pre-PDP Meeting 

 Day 100 Meeting 

 Agreement Meeting 

 Determination Meeting 

 Other (specify): 

      

IDE 

 Original Submission 

 Amendment 

  Supplement 

Humanitarian Device 
Exemption (HDE) 

  Original Submission 

  Amendment 

  Supplement 

  Report 

  Report Amendment 

Class II Exemption Petition 

 Original Submission 

 Additional Information 

Evaluation of Automatic 
Class III Designation 

(De Novo) 
  Original Submission 

  Additional Information 

Other Submission 

  513(g) 

  Other 

 (describe submission): 
      

Have you used or cited Standards in your submission?   Yes   No  (If Yes, please complete Section I, Page 5) 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 
Company / Institution Name Establishment Registration Number (if known) 

Coloplast A/S  

Division Name (if applicable) Phone Number (including area code) 

Coloplast Corp (   612   ) 302-4987 

Street Address FAX Number (including area code) 

Holtedam 1 (   612   ) 287-4138 

City State / Province ZIP/Postal Code Country 

3050 Humlebaek NA NA Denmark 

Contact Name 

Elizabeth Boots 

Contact Title Contact E-mail Address 

VP, US Regulatory Affairs usbb@coloplast.com 

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 
Company / Institution Name 

Coloplast Corp 

Division Name (if applicable) Phone Number (including area code) 

Coloplast Manufacturing US, LLC (   612   ) 302-4987 

Street Address FAX Number (including area code) 

1601 West River Rd North (   612   ) 287-4138 

City State / Province ZIP/Postal Code Country 

Minneapolis MN 55411 USA 

Contact Name 

Brian Schmidt 

Contact Title Contact E-mail Address 

Regulatory Affairs Manager usbes@coloplast.com 
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE 

 Withdrawal 

 Additional or Expanded Indications 

 Request for Extension 

 Post-approval Study Protocol 

 Request for Applicant Hold 

Request for Removal of Applicant Hold 

 Request to Remove or Add Manufacturing Site 

 Change in design, component, or 

specification: 

  Software / Hardware 

  Color Additive 

  Material 

  Specifications 

  Other (specify below) 

      
   

  Location change: 

  Manufacturer 

  Sterilizer 

  Packager 

  Process change: 

  Manufacturing 

  Sterilization 

  Packaging 

  Other (specify below) 
      

  Labeling change: 

  Indications 

  Instructions 

  Performance 

  Shelf Life 

  Trade Name 

  Other (specify below) 

       

  Report Submission: 

  Annual or Periodic 

  Post-approval Study 

  Adverse Reaction 

  Device Defect 

  Amendment 

 Response to FDA correspondence: 

      
  Change in Ownership 

  Change in Correspondent 

  Change of Applicant Address 

 Other Reason (specify): 

      

SECTION D2 REASON FOR APPLICATION - IDE 

 New Device 

 New Indication 

 Addition of Institution 

 Expansion / Extension of Study 

 IRB Certification 

 Termination of Study 

 Withdrawal of Application 

 Unanticipated Adverse Effect 

 Notification of Emergency Use 

 Compassionate Use Request 

 Treatment IDE 

 Continued Access 

      

 Change in: 

  Correspondent / Applicant 

  Design / Device 

  Informed Consent 

  Manufacturer 

  Manufacturing Process 

  Protocol - Feasibility 

  Protocol - Other 

  Sponsor 

  Repose to FDA Letter Concerning: 

  Conditional Approval 

  Deemed Approved 

  Deficient Final Report 

  Deficient Progress Report 

  Deficient Investigator Report 

  Disapproval 

  Request Extension of 

Time to Respond to FDA 

  Request Meeting 
  Request Hearing 

 
 Report submission: 

  Current Investigator 

  Annual Progress Report 

  Site Waiver Report 

  Final 

 Other Reason (specify): 

      

SECTION D3 REASON FOR SUBMISSION - 510(k) 

 New Device  Additional or Expanded Indications   Change in Technology 

 Other Reason (specify): 
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 
Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning, 

safety and effectiveness information 

 510 (k) summary attached 

 510 (k) statement 

1 KNT 2 FCE 3       4       

5       6       7       8       
Information on devices to which substantial equivalence is claimed (if known) 

 510(k) Number  Trade or Proprietary or Model Name  Manufacturer 

1 K083770 1 Peristeen Anal Irrigation System 1 Coloplast A/S 

2 K103254 2 Peristeen Anal Irrigation System 2 Coloplast A/S 

3       3       3       

4       4       4       

5       5       5       

6       6       6       

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS 
Common or usual name or classification 

876.5980 Gastrointestinal tube & accessories; 876.5210-Enema Kit 

 Trade or Proprietary or Model Name for This Device  Model Number 

1 Peristeen Anal Irrigation System  1 29121 

2 Peristeen Anal Irrigation Accessory Unit 2 29122 

3 Peristeen Anal Irrigation Rectal Catheter 3 29123 

4       4       

5       5       

FDA document numbers of all prior related submissions (regardless of outcome) 

1 

      
2 

      
3 

      
4 

      
5 

      
6 

      
7 

      
8 

      
9 

      
10 

      
11 

      
12 

      

Data Included in Submission 

  Laboratory Testing   Animal Trials   Human Trials 

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 
Product Code C.F.R. Section (if applicable) Device Class 
KNT 21 CFR 876.1500 Gastroenterology-Urology Devices  Class I  Class II 

 Class III  Unclassified Classification Panel 
  

Indications (from labeling) 

The Peristeen™ Anal Irrigation System is intended to instill water into the colon through a rectal catheter-which incorporates an inflatable balloon-
inserted into the rectum to promote evacuation of the contents of the lower colon.  The Peristeen Anal Irrigation System is indicated for use by children 
(2 years - <12 years old), adolescent (12 years - < 18 years old), transitional adolescent (18 - <21 years old) and adult patients with neurogenic bowel 
dysfunction who suffer from fecal incontinence, chronic constipation, and/or time-consuming bowel management procedures.   
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Note: Submission of this information does not affect the need to submit a 2891 
or 2891a Device Establishment Registration form. 

FDA Document Number (if known) 

TBD 

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION 

 Original 

 Add  Delete 

Facility Establishment Identifier (FEI) Number 
 Manufacturer    Contract Sterilizer   

 Contract Manufacturer   Repackager / Relabeler 

      

Company / Institution Name Establishment Registration Number 

Coloplast A/S  

Division Name (if applicable) Phone Number (including area code) 

      (         ) +45 4911 2418 

Street Address FAX Number (including area code) 

Holtedam 1 (         ) +45 4911 1310 

City State / Province ZIP/Postal Code Country 

3050 Humlebaek NA NA Denmark 

Contact Name Contact Title Contact E-mail Address 

Brian Schmidt Regulatory Affairs Manager usbes@coloplast.com 

 

 Original 

 Add  Delete 

Facility Establishment Identifier (FEI) Number 
 Manufacturer    Contract Sterilizer   

 Contract Manufacturer   Repackager / Relabeler 

      

Company / Institution Name Establishment Registration Number 

            

Division Name (if applicable) Phone Number (including area code) 

      (         )       

Street Address FAX Number (including area code) 

      (         )       

City State / Province ZIP/Postal Code Country 

                        

Contact Name Contact Title Contact E-mail Address 

                  

 

 Original 

 Add  Delete 

Facility Establishment Identifier (FEI) Number 
 Manufacturer    Contract Sterilizer   

 Contract Manufacturer   Repackager / Relabeler 

      

Company / Institution Name Establishment Registration Number 

            

Division Name (if applicable) Phone Number (including area code) 

      (         )       

Street Address FAX Number (including area code) 

      (         )       

City State / Province ZIP/Postal Code Country 

                    

Contact Name Contact Title Contact E-mail Address 
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SECTION I UTILIZATION OF STANDARDS 

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard" 

statement. 

1 

Standards No. Standards 
Organization 

Standards Title Version Date 

            See Section 8 and Standards forms provided in 

Attachment 1 of this 510(k) for a summary of 

standards referenced in this submission. 

            

2 

Standards No. Standards 
Organization 

Standards Title Version Date 

                              

3 

Standards No. Standards 
Organization 

Standards Title Version Date 

                              

4 

Standards No. Standards 
Organization 

Standards Title Version Date 

                              

5 

Standards No. Standards 
Organization 

Standards Title Version Date 

                              

6 

Standards No. Standards 
Organization 

Standards Title Version Date 

                              

7 

Standards No. Standards 
Organization 

Standards Title Version Date 

                              

Please include any additional standards to be cited on a separate page. 

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching 

existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden 

estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:  

Food and Drug Administration 

CDRH (HFZ-342) 

9200 Corporate Blvd. 

Rockville, MD 20850 

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 control 
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1 Screening Checklist 

 

1 Screening Checklist   
 
for all Premarket Notification [510(k)] Submissions 

  
510(k) Number: ________________  
 
The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate box):  
 

X Special 510(k) - Do Sections 1 and 2 

 Abbreviated 510(k) - Do Sections 1, 3 and 4 

 Traditional 510(k) or no identification provided - Do Sections 1 and 4 

  

Section 1: Required Elements for All Types of 510(k) submissions: 

   Present or Adequate Missing or Inadequate  

Cover letter, containing the elements listed on page 3-2 of the 
Premarket Notification [510)] Manual. 

 Page   1-2  

Table of Contents.  Page 11  

Truthful and Accurate Statement.  Page  20  

Device’s Trade Name, Device’s Classification Name and Establishment 
Registration Number. 

 Page  1,17  

Device Classification Regulation Number and Regulatory Status (Class 
I, Class II, Class III or Unclassified). 

 Page  17  

Proposed Labeling, including the material listed on page 3-4 of the 
Premarket Notification [510)] Manual. 

 Page  27  

Statement of Indications for Use that is on a separate page in the 
premarket submission. 

 Page  16  

Substantial Equivalence Comparison, including comparisons of the new 
device with the predicate in areas that are listed on page 3-4 of the 
Premarket Notification [510)] Manual. 

 Page  23-24  

510(k) Summary or 510(k) Statement.  Page  17  

Description of the device (or modification of the device) including 
diagrams, engineering drawings, photographs or service manuals. 

 Page  22  

Identification of legally marketed predicate device. *  Page  17  

Compliance with performance standards. * [See Section 514 of the Act 
and 21 CFR 807.87 (d).] 

 Page 19  

Class III Certification and Summary. **   - NA, Page 

Financial Certification or Disclosure Statement for 510(k) notifications 
with a clinical study. * [See 21 CFR 807.87 (i)] 

  - NA, Page  

510(k) Kit Certification ***   - NA 
*May not be applicable for Special 510(k)s. 

**Required for Class III devices, only. 
***See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the Convenience Kits Interim 
Regulatory Guidance. 
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Section 2: Required Elements for a SPECIAL 510(k) submission: 
 

   Present Inadequate or 
Missing 

Name and 510(k) number of the submitter’s own, unmodified 
predicate device. 

   Page 17    

A description of the modified device and a comparison to the 
sponsor’s predicate device. 

   Pages 23-24      

A statement that the intended use(s) and indications of the 
modified device, as described in its labeling are the same as 
the intended uses and indications for the submitter’s 
unmodified predicate device. 

  Pages 17,27     

Reviewer’s confirmation that the modification has not altered 
the fundamental scientific technology of the submitter’s 
predicate device. 

   TBD    

A Design Control Activities Summary that includes the following 
elements (a-c): 

      

a. Identification of Risk Analysis method(s) used to assess the 
impact of the modification on the device and its components, 
and the results of the analysis. 

   Page 28    

b. Based on the Risk Analysis, an identification of the required 
verification and validation activities, including the methods or 
tests used and the acceptance criteria to be applied. 

   Pages 29-32    

c. A Declaration of Conformity with design controls that 
includes the following statements:  

      

A statement that, as required by the risk analysis, 
all verification and validation activities were 
performed by the designated individual(s) and the 
results of the activities demonstrated that the 
predetermined acceptance criteria were met.  This 
statement is signed by the individual responsible 
for those particular activities. 

   Attachment G    

A statement that the manufacturing facility is in 
conformance with the design control procedure 
requirements as specified in 21 CFR 820.30 and 
the records are available for review. This statement 
is signed by the individual responsible for those 
particular activities. 

   Attachment G    
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2 Statement of Indications for Use 

 

Indications for Use 

 

 
510(k) Number (if known): _______________________ 

 

Device Name:   Peristeen™ Anal Irrigation System 

 

Indications for Use: 

 

The Peristeen™ Anal Irrigation System is intended to instill water into the colon 

through a rectal catheter-which incorporates an inflatable balloon-inserted into the 

rectum to promote evacuation of the contents of the lower colon. The Peristeen™ 

Anal Irrigation System is indicated for use by children (2 years - <12 years old), 

adolescent (12 years - < 18 years old), transitional adolescent (18 - <21 years old) 

and adult patients with neurogenic bowel dysfunction who suffer from fecal 

incontinence, chronic constipation, and/or time-consuming bowel management 

procedures. 

 

 

 

 

 

 

 

 

 

 

 

Prescription Use ___X____    Over-The-Counter Use _______ 

         

(Part 21 CFR 801 Subpart D)   AND/OR  (21 CFR 801 Subpart C)   

 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER 

PAGE OF NEEDED) 

 

 

-------------------------------------------------------------------------------- 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
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3  510(k) Summary 

 

510(k) 

Owner/SUBMITTER 

Coloplast A/S 

Holtedam 1 

3050 Humlebaek  - Denmark 

CONTACT PERSON Brian Schmidt 

Coloplast Corp 

1601 West River Road North 

Minneapolis, Minnesota 55411 USA 

DATE PREPARED 29 September 2011 

CLASSIFICATION Gastrointestinal tube & accessories 876.5980 Class II 

Enema kit 876.5210 Class I (Exempt) 

COMMON NAME Rectal Catheter and Accessories; Enema Kit 

PROPRIETARY 

NAME 

Peristeen™ Anal Irrigation 

 

PREDICATE 

DEVICE 

K083770, K103254 

DEVICE 

DESCRIPTION 

The Peristeen™ Anal Irrigation system is a Class II 

device, consisting of a single-use irrigation catheter with a 

balloon for retention; a control unit with a manual switch 

that allows for addition of pressure to the water bag, and 

inflation and deflation of the balloon on the catheter; a bag 

with a lid to hold water, leg straps that may be used to 

fasten the control unit and tubing to the thigh, and tubes 

with connectors. The system is provided with a nylon 

storage case. The rectal catheter is single-use, but the other 

components may be used multiple times. 

INDICATIONS The Peristeen™ Anal Irrigation  System is intended to 

instill water into the colon through a rectal catheter-which 

incorporates an inflatable balloon-inserted into the rectum 

to promote evacuation of the contents of the lower colon. 

The Peristeen™ Anal Irrigation  System is indicated for 

use by children (2 years - <12 years old), adolescent (12 

years - < 18 years old), transitional adolescent (18 - <21 

years old) and adult patients with neurogenic bowel 

dysfunction who suffer from fecal incontinence, chronic 

constipation, and/or time-consuming bowel management 

procedures. 

 

Peristeen™ Anal Irrigation is a prescriptive device and 

should only be prescribed by a licensed physician. 

 

Peristeen™ Anal Irrigation has the same indications as the 

predicate device. 

 

TESTING The Peristeen rectal catheter has been subjected to 

biocompatibility and mechanical testing and is 
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substantially equivalent to the predicate Peristeen device 

(K083770, K103254). 

 

TECHNOLOGICAL 

CHARACTERISTICS 

The Peristeen rectal catheter has the same intended use, 

general design, and fundamental scientific technology as 

the predicate Peristeen rectal catheter. 

 

 

SUMMARY OF THE 

NONCLINICAL 

TESTS SUBMITTED 

In vitro (bench) tests; flexibility, flow rate, balloon 

inflation, balloon peak pressure, burst diameter/volume, 

biocompatibility 

SUMMARY OF 

CLINICAL TESTS 

SUBMITTED (AS 

APPLICABLE) 

Not applicable 

CONCLUSIONS 

DRAWN FROM THE 

NONCLINICAL AND 

CLINICAL TESTS 

Substantial equivalence of the Peristeen Rectal Catheter is 

supported by a comparison of the design and intended use 

compared to the predicate, as well as acceptable results 

from functional performance and biocompatibility testing. 

 

  

Peristeen Special 510k Page 18 of 159

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



4 Standards Data Report for 510(k) – FDA 3654  

See Attachment A 
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6 Class III Certification and Summary (if applicable) 

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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7 Device Description  

The Peristeen™ Anal Irrigation system is a Class II device, consisting of a single-use 
rectal catheter with a balloon for retention; a control unit with a manual switch that 

allows for addition of pressure to the water bag, and inflation and deflation of the balloon 

on the rectal catheter; a bag with a lid to hold water, leg straps that may be used to fasten 
the control unit and tubing to the thigh, and tubes with connectors. The system is 

provided with a nylon storage case. The rectal catheter is single-use, but the other 

components may be used multiple times. 

A picture of the current catheter can be found in Figure 1. 

 

Figure 1: Current Peristeen Catheter 
 

 

A picture of the proposed catheter can be found in Figure 2. 
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Figure 2:  Proposed Peristeen Catheter 

8 Comparison to the Predicate Device  

Current (predicate) Device (K083770, K103254): 

 

The design of the proposed Peristeen catheter is in principle similar to the predicate 

Peristeen catheter except for the choice of materials and changes in some of the 

production processes. The catheter and balloon materials are changing for polyvinyl 

chloride (PVC) and chloroprene to 

. The balloon material is extruded for the new catheter instead of dip 

molded for the predicate catheter. The new raw catheter is 2K injection molded 

instead of dip molded as the predicate catheter, and the balloon is welded to the new 

catheter instead of glued as in the existing catheter. The coating and packaging 

processes will remain unchanged. 
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Engineering drawings for the predicate Peristeen catheter are provided in Attachment B. 

 

Modified Device: 

 

Proposed modifications to the Peristeen rectal catheter are as follows: 

 

 

Table 1. Materials 

 Peristeen Anal Irrigation System 

510(k) K083770 and K103254 

Modified Peristeen  

This 510(k) 

Catheter Material PVC (polyvinyl chloride) 

Balloon Material Chloroprene 

Lubricious coating: 
- Top coating 

- Base coating 

 
) 

 

 

Table 2:  Production Processes 

 Peristeen Anal Irrigation System 

510(k) K083770 and K103254 

Modified Peristeen  

This 510(k) 

Balloon material Dip molded 

Rectal Catheter Dip molded 

Balloon  to Catheter 
attachment 

Glued 

 

Table 3:  Other Device Characteristics 

 Peristeen Anal Irrigation System 

510(k) K083770 and K103254 

Modified Peristeen  

This 510(k) 

Catheter Length 5.52 in 

Sterility Non Sterile 

Packaging  Plastic Pouch 

Shelf Life 1.5 years 

 
 

Updated engineering drawings for the Peristeen rectal catheter are provided in Attachment 

C. 
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Other Changes Implemented  

 

Changes made and documented via Letter to File/Change Control are as follows: 

 
Change Made/Date 

 
Reason Justification for Change 

Production of the double lumen 

tube is transferred from 

Coloplast A/S (Denmark) to 

Contract Manufacturer Prozup 

(Taiwan) 

 Switch from in-house production to 

contract manufacturer 

Change Control no. 

 

LQUG-7LXDFE 

Production of the water bag is 

transferred from Duoplast A/S 

(Denmark) to Coloplast A/S 

(Hungary) 

Switch from contract manufacturer to in 

house production 

Change Control no. 

 

RCHN-7NQC3T 

Change in excess pressure 

valve and lid assembly 

This minor adjustment in the 

specification limits reflects a slight 

decrease in pressure over time. This 

small decrease is acceptable because it 

cannot be detected by the patient and it 

does not affect the function of the 

device. 

Change Control no. 

 

LLAN-7NWBYH  

LLAN-7NWCFY  

LLAN-7P5G6B 

LLAN-7P5GM5 

Change in material of the hand 

pump 

The PVC blend used for the hand pump 

black ball on the PAI control unit will 

be changed due to material 

discontinuation at the supplier. 
The new material  

has the same 

formulation as the current material 

(  

Change Control no. 

TTOP-84GCK3 

 

  

Page 25 of 159

(b) (4)

(b) (4)

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



9 Intended Use 

 

The Peristeen™ Anal Irrigation System is intended to instill water into the colon 

through a rectal catheter-which incorporates an inflatable balloon-inserted into the 

rectum to promote evacuation of the contents of the lower colon. The Peristeen™ 

Anal Irrigation System is indicated for use by children (2 years - <12 years old), 

adolescent (12 years - < 18 years old), transitional adolescent (18 - <21 years old) and 

adult patients with neurogenic bowel dysfunction who suffer from fecal incontinence, 

chronic constipation, and/or time-consuming bowel management procedures.  
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10 Proposed Labeling  

 

The following Peristeen Labeling has been modified 

 

 IFU 

 Physician Instruction For Use (now called Training Guide for Health Care 

Professionals)  

 Peristeen User Guide.  

 

The modifications include additions/updates to the Contraindications and Precautions 

sections in the labeling along with the addition of new pictures of the catheter.  A 

summary of the updated contraindications and precautions can be found below: 

 

Contraindications 

 

 Added “Complex diverticular disease” 

 Added “Abdominal or anal surgery within the last 3 months” 

 Removed “During the spinal shock phase” (which is now a precaution) 

 

Precautions 

 

 Added “Ischemic colitis” 

 Added ”Recent colonic biopsy or polypectomy” 

 Added “Diverticular disease” 

 Added “Spinal Cord Shock phase” 

 Added “Cancer in the abdominal or pelvic region” 

 Added “Fecal impaction” 

 Added “Long Term steroid therapy” 

 Added “Children under 2 years of age” 

 Added “Severe cognitive impairment (unless caregiver is available to 

supervise/administer) 

 

The changes to the “Contraindications” and “Precaution” statements in the Peristeen 

labeling are not a direct result of the design/material changes being presented in this 

Special 510(k).  Since there are changes being made to the IFU to add new pictures of 

the catheters, it was decided to modify the contraindications and precautions to better 

align the labeling with the risk analysis. 
 

A copy of the predicate Peristeen labeling (Instructions for Use, Physician Instruction 

for Use, Peristeen User Guide) is provided as Attachment D.   

 

A copy of the proposed Peristeen labeling (Instructions for Use, Training Guide for 

HealthCare Professionals, Peristeen User Guide) is provided as Attachment E.    
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11 Summary of Design Control activities  

11.1 Risk Analysis Summary 
 

The risk analysis method used to assess the impact of the modifications was a 

Failure Modes and Effects Analysis (FMEA).  A summary of the proposed 

modifications and their corresponding risks and mitigations is provided in Table 

4. 

 

11.2 Summary of Verification and/or Validation  
 

The design verification tests that were performed as an outcome of the risk 

analysis are summarized in Table 5 including acceptance criteria and results.  
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Table 4: Modifications and Corresponding Risks 

Modification Reason for the Change Potential Risk Risk Mitigation 

 

Catheter including the balloon 
redesigned with new materials 

Improved ease of use Device may no longer be 
biocompatible 

Biocompatibility testing 

Fails performance testing Design verification testing (Table 5) 

Fails stability Shelf life report 

End user cannot use the 

redesigned rectal catheter 
correctly  

IFU 

Change in manufacturing 

processes 

Produce a more consistent 

product 

Device may no longer be 

biocompatible 

Biocompatibility testing 

Fails performance testing Design verification testing (Table 5) 

Fails stability Shelf life report 

End user experience an 

inconsistent product 

Design verification testing  (Table 5) 
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Table 5: Design Verification Tests Summary 

Significant 

Requirements 

Specifications   

(Acceptance Criteria) 

Verification Method/ Rationale Verification results (Pass/ Fail) 

with Average ± Stdev 

Device must be 

biocompatible 
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Significant Requirements Specifications   

(Acceptance Criteria) 
Verification Method/ 

Rationale 
Verification results (Pass/ Fail) 
 

Device performance must be 

equivalent or better to 

predicate device 

25 products out of sample size 

of 30 must pass the test. The 

failed subjects must not be 

related to design failures. 

Device must pass the engineering tests 

mentioned below 

Testing conducted on a sample 

size of 30 rectal catheters 

Catheters are within the respective 

specification limits 
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                                               Confidential                                                  Page 33 of 33 

 

11.3 Clinical Data 
 
Human clinical data was not required to support these device modifications.   

 

11.4 Declaration of Conformity with Design Controls 
 
A declaration of conformity with design controls is provided within Attachment G. 

 

11.5 Summary of Biocompatibility information 
 

The following tests have been conducted and demonstrate that the Peristeen Rectal Catheter 

is biocompatible: 

 

 Cytotoxicity – XXT 

 ISO Systemic Toxicity Study  

 ISO Intracutaneous Toxicity Study  

 ISO Guinea Pig Maximization Test 

 Ames Study 

 Subacute 14-Day Intraperitoneal Repeat Dose 

 Subchronic 14-Day Intravenous Repeat Dose 
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QUICK REFERENCE GUIDE FOR THE USER 

PERISTEEN ANAL IRRIGATION SYSTEM 

 
Non-Sterile.  Single Patient Use Only.  Latex Free. 

 

Caution: Federal Law restricts this device to sale by or on the order of a physician. 

 

Intended Use: 
The Peristeen™ Anal Irrigation (PAI) System is intended to instill water into the colon 

through a rectal catheter-which incorporates an inflatable balloon-inserted into the rectum 

to promote evacuation of the contents of the lower colon.  The PAI System is indicated for 

use by Children (2 years - <12 years old), adolescent (12 years - < 18 years old), 

transitional adolescent (18 - <21 years old) and adult patients with neurogenic bowel 

dysfunction who suffer from fecal incontinence, chronic constipation, and/or time-

consuming bowel management procedures.  

 

For more information on the Peristeen Anal Irrigation System, including complete user instructions, 

intended use, contra-indications, and precautions, consult the Peristeen Anal Irrigation User Guide. 

 

 

To use this system safely and effectively, you should get training from your  

doctor or home health care nurse before using it. 

 

The first time you use this system, you should do so when your doctor  

or heath care nurse is present. 

 

 

 

PERISTEEN ANAL IRRIGATION - DESCRIPTION 

 

The Peristeen Anal Irrigation System is made up of the following parts: 

 
 Part Name What does it do? How many times can 

it be used?* 

1.  RECTAL 

CATHETER 

WITH 

BALLOON 

RECTAL CATHETER allows flow of water into lower 

colon; inflated BALLOON keeps water in rectum/colon 

during irrigation 

Use 1 time only, 

discard after use 

2.  CONTROL 

UNIT & PUMP 

(see symbol key 

below) 

The CONTROL UNIT allows air or water to go through 

the system;  

The PUMP inflates or deflates the balloon & makes the 

water flow through the catheter 

Use 90 times (every 

other day for 6 months) 

3.  Two (2) plastic 

TUBES with 

CONNECTORS 

1 TUBE moves water from the bag into the rectal 

catheter; 1 TUBE allows air to be pumped in or out of the 

BALLOON; the  CONNECTORS attach the TUBES to 

the CONTROL UNIT and the LID 

Use 90 times (every 

other day for 6 months) 

4.  Screw-on LID 

with flip-top and 

suction tube 

The LID keeps the water in the bag; it also has openings 

where connectors for tubes are put in 

Use 90 times (every 

other day for 6 months) 

5.  WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times (every 

other day for 1 month) 

6.  STRAP The STRAPs wrap around your leg and hold the 

CONTROL UNIT and TUBES in place 

Use 90 times (every 

other day for 6 months) 

7.  STORAGE 

CASE 

The STORAGE CASE holds all the system parts and 

keeps them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 
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SPECIAL NOTES 

 

When changing to a new WATER BAG, unscrew the grey LID with attached tube from the bag 

and put in into the replacement bag. Do not kink the suction tube when storing the WATER 

BAG in the STORAGE CASE. 

 

The CONTROL UNIT has a knob with symbols on it; these symbols are included in the 

instructions and the key is as follows: 

 

 = RESTING/DEVICE STORAGE 

 

 = INFLATE BALLOON 

 

 =  PUMP WATER 

 

 =  DEFLATE BALLOON/RELEASE AIR 

 

 

 

PREPARATION 

Anal irrigation is usually done while sitting on the toilet. 

 
 

 

 

 

 

 

 

 

 

 

 

Screw the LID onto the top of the WATER BAG.  Open the flip-top on the 

LID and fill the WATER BAG to the top with lukewarm water.  The water 

level in the BAG might go down while you are filling the BAG because the 

BAG will unfold, but you should keep adding water until the BAG is full.  

Even though you do not need all the water in the filled BAG to do the 

irrigation, the system works best when the BAG is full. Close the flip-top on 

the LID by clicking it in place.  

 

 

   

 

Put the TUBE with the grey connector into the LID. Lock the CONNECTOR 

by turning it one-half turn clockwise. 

 

 

  

Peel open the CATHETER package about 1 inch, but leave the catheter in the 

package.  Put the TUBE with the blue CONNECTOR into the RECTAL 

CATHETER. Lock the CONNECTOR by turning it one-half turn clockwise. 

 

 

  

 

Attach the catheter package to a wall or door next to the toilet by removing 

the paper circles from the catheter package and sticking the adhesive dots on 

the package to the wall or door. 

 

3 

2 

1 

4 
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Attach the CONTROL UNIT and attached TUBES to the thigh with the 

STRAP: 

 

 

A. Put the strap around the base of the pump 

 

 

 

 

B. Slide the strap through the buckle and pull tight 

 

 

 

 

C. Adjust the strap to fit comfortably around your thigh 

 

 

 Turn the knob on the CONTROL UNIT to the water symbol . 

Squeeze the pump 2 to 3 times; this will fill the catheter package with water.  

Turn the knob on the control unit to the balloon symbol  to prevent any 

more water from going into the package.  Wait 30 seconds. This will make 

the outside of the catheter slippery (lubricated) and it will be easier to put it 

into the rectum. 

INSERTING THE RECTAL CATHETER 
 

 

 

 

  

Make sure the knob on the control unit is pointing to the balloon symbol .  

Insert the rectal catheter carefully into the rectum in the way that your doctor or 

nurse has trained you.  Do not use force; the catheter should slide in smoothly.   

 

When the catheter is in the right position, inflate the balloon by squeezing the 

pump slowly.  Your doctor or nurse will work with you to decide how many 

times you should squeeze the pump.  For an average size adult it is approximately 

3 to 4 times.  For smaller individuals and adolescents it will be less.  Your doctor 

or nurse will write down the number of times to pump on the Health Care Notes 

form that they gave you.  

 

If the balloon feels uncomfortable because it is too big, turn the knob to the air 

symbol  to deflate it.  

Turn the knob to the balloon symbol  if you want to inflate the balloon again.   

 

 

IRRIGATION (PUMPING WATER INTO COLON) 

 

 

 

Turn the knob on the control unit counter-clockwise to the water symbol . 

Squeeze the PUMP slowly – about once per second - until the right amount of 

water has flowed in.  Your doctor or nurse will train you on how much water to 

use, and they will write down the number of times to pump on the Health Care 

Notes form that they gave you. 

 

If water leaks past the BALLOON, you can inflate the balloon more by turning 

the knob on the control unit clockwise to the balloon symbol  and 

squeezing the PUMP one more time. Turn the knob counter-clockwise to the 

water symbol  to continue irrigation. 

REMOVING THE RECTAL CATHETER 

 

 

 To deflate the balloon, turn the knob on the control unit counter-clockwise to the 

air symbol  

Often the catheter will slide out by itself.  If it does not, remove the CATHETER 

by gently pulling it out. 

 

 

5 

6 

7 

8 

9 
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EMPTYING THE BOWELS 

 

 

  

Within a few minutes, the colon will start to empty into the toilet.  

If nothing happens, you can push on the lower part of your abdomen, cough, or 

move the upper part of your body to help encourage the emptying process.  

The amount of time it takes for to empty the bowels will be different for each 

person, but usually it will take about thirty minutes. After doing the irrigation a 

few times, you will become more comfortable and have a better idea of how long 

it will take.   

 

 

STORAGE AND MAINTENANCE OF SYSTEM 

 

 

 

 

1. Unlock the connectors from the lid and the catheter.  

2. Discard the single use catheter.  

3. Open the flip-top on the LID and pour excess water out of the bag. 

4. Rinse the surface of all the parts with warm water and a small amount of 

mild soap.  Rinse all the soap off. 

5. Set the knob on the CONTROL UNIT to the Resting Symbol  

6. Allow the parts to dry and pack them loosely in the nylon bag 

7. Make sure that the tubes with connectors and the tube in the water bag do 

not get kinked in the storage case. 

8. Do not keep the parts or the storage case in direct sunlight 

9. Store the case in a place where the temperature is between 35° and 77° F. 

 

 

 

 

PAI Catalog Numbers 

Product  
Catalog 
number 

Components 

Peristeen Anal Irrigation System 29121 1 Control unit 
2 rectal catheters 
1 Bag 
2 straps 

Peristeen Anal Irrigation Accessory 
Unit 

29122 15 rectal catheters 
1 Bag 

Peristeen Anal Irrigation 
Rectal Catheter 

29123 10 rectal catheters 

Peristeen Anal Irrigation Strap 29124 1 set of 2 straps 

Peristeen Anal Irrigation 
Tube 

29125 2 tubes with blue connectors 

Peristeen Anal Irrigation System 29126 1 Control unit 
2 rectal catheters-small 
1 Bag 
2 straps 

Peristeen Anal Irrigation Accessory 
Unit 

29127 15 rectal catheters-small 
1 Bag 

Peristeen Anal Irrigation 
Rectal Catheter 

29128 10 rectal catheters-small 

 

 

11 

10 
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I. DESCRIPTIVE INFORMATION 

 
Non Sterile.  Single Patient Use Only.  Latex Free. 

 

Caution: Federal (USA) law restricts the use of this device to sale by or on the order of a physician. 

A. Indications for Use 

The Peristeen™ Anal Irrigation (PAI) System is intended to instill water into 
the colon through a rectal catheter-which incorporates an inflatable balloon-

inserted into the rectum to promote evacuation of the contents of the lower 

colon.  The PAI System is indicated for use by Children (2 years - <12 years 

old), adolescent (12 years - < 18 years old), transitional adolescent (18 - <21 
years old) and adult patients with neurogenic bowel dysfunction who suffer 

from fecal incontinence, chronic constipation, and/or time-consuming bowel 

management procedures.  
 

B. Description of the device: 

 

Peristeen Anal Irrigation system consists of a single-use irrigation catheter with a balloon for 

retention; a control unit with a manual switch to add pressure to the water bag, inflate and 
deflate the balloon on the catheter; a bag with a lid to hold water or isotonic saline solution, 

leg straps that may be used to fasten the control unit and tubing to the thigh, and tubes with 

connectors. The system is provided with a storage case. The System and accessories are 
pictured in Figure 1.  

 

 
Figure 1: Peristeen Anal Irrigation (PAI) System 
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The Peristeen Anal Irrigation System is made up of the following parts: 

 

 Part Name What does it do? How many 
times can it be 

used?* 

1.  RECTAL 
CATHETER WITH 
BALLOON 

RECTAL CATHETER allows flow of water into lower 
colon; inflated BALLOON keeps water in rectum/colon 
during irrigation 

Use 1 time only, 
discard after use 

2.  CONTROL UNIT & 
PUMP (see symbol 
key below) 

The CONTROL UNIT allows air or water to go through 
the system;  
The PUMP inflates or deflates the balloon & makes the 
water flow through the catheter 

Use 90 times 
(every other day 
for 6 months) 

3.  Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal 
catheter; 1 TUBE allows air to be pumped in or out of the 
BALLOON; the  CONNECTORS attach the TUBES to 
the CONTROL UNIT and the LID 

Use 90 times 
(every other day 
for 6 months) 

4.  Screw-on LID with 
flip-top and suction 
tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times 
(every other day 
for 6 months) 

5.  WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times 
(every other day 
for 1 month) 

6.  STRAP The STRAPs wrap around your leg and hold the 
CONTROL UNIT and TUBES in place 

Use 90 times 
(every other day 
for 6 months) 

7.  STORAGE CASE The STORAGE CASE holds all the system parts and 
keeps them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 

PAI System Rectal Catheter 

 

The PAI rectal catheter is intended to allow the flow of water into the colon; the balloon prevents 

leakage of the fluid while irrigating.  The catheter is provided non-sterile and is intended for single 
use only.  Photographs of the un-inflated, inflated, and a simulated use model of the catheter are 

provided in Figure 2. 

 

    
Figure 2: Un-inflated, Inflated, and Simulated Model PAI Rectal Balloon Catheter 
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PAI System Control Unit/Tubing Assembly 

The control unit is used for regulation of air in the balloon and water flowing through the catheter 
into the rectum. The control unit has an acrylonitrile/ 

butadiene/styrene (ABS) housing.  A PVC hand pump is attached to one port of the control unit; it 

has an ABS exhaust cap for air intake.  

 
The control unit housing has a manually operated knob that has the following four positions: 

 
 

  Storage       Inflate balloon      Pump water into rectum      Deflate balloon 
 

 
        Figure 3: PAI Control Unit 

 

The rectal catheter and the water bag are connected to the Control Unit via silicone tubing with 

color-coded connectors. Water flows through the larger tubes and air flows through the smaller tube.  
The blue connector attaches to the rectal catheter; the gray connector attaches to the gray lid for the 

water bag.  The Control Unit is provided non-sterile and can be used up to 90 times before 

replacement. 
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PAI System Lid/Suction Tube assembly  

The gray lid is screwed onto the threaded sleeve of the water bag to secure the water inside; it has a 

flip-top that can be opened for filling or emptying. There is a two-lumen connection port in the top of 
the lid for the large-lumen tubing.  A suction tube attached to the lid draws the water from the bag 

into the tubing.  The Lid/Suction Tube assembly is provided non-sterile and can be used up to 90 

times before replacement. 

 

                              
Figure 4: PAI Lid/Connector/Tubing  Figure , PAI Lid/Suction Tube Assembly 

PAI System Water Bag 

The polyethylene bag is designed to hold water or isotonic saline solution for irrigation.  Volume 

indicator markings are labeled on the side of the bag so that the volume used may be tracked.  The 

bag holds 1000 ml of fluid.  It is provided non-sterile and may be used up to 15 times before 

replacement.   

 
Figure 5: PAI Water Bag & Tubing 
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PAI System General Information  

For ease of use, polyester elastic straps are provided that may be used to fasten the control unit and 

tubing to the thigh.  

 
All the System components can be stored in the nylon case provided with the PAI System; the 

storage case also protects the components from exposure to direct sunlight.   

 
The PAI Rectal Balloon Catheter is provided non-sterile in a sealed pouch.  Two adhesive dots on 

the package (protected by two paper circles) allow the package to be attached to a wall or door so 

that the catheter may be pre-lubricated prior to its insertion (as described in the Quick Reference 

Guide and the User Guide).   The catheter is intended for single use only.  
 

The other components of the PAI system are provided non-sterile in plastic pouches packed in 

cardboard shelf boxes.  The complete System comes with the storage case and two packaged rectal 
catheters; supplementary component kits are available to allow the user to replace components as 

necessary; these are also packaged as previously described. 

 

 

  
 

Figure 6: PAI System Storage Case, Catheter package 

 

C. When the device should not be used (contraindications): 

Peristeen Anal Irrigation must not be used in the following situations: 

 
 During the spinal shock phase 

 Known obstruction of the large bowel  

 Acute inflammatory bowel disease 
 Diverticulitis 

 If you are pregnant and have never used anal irrigation before, you should not start 

up the irrigation procedure during pregnancy. 
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D. Warnings and Precautions 

 

WARNINGS: 
 

 

 
 

 

 
 

 

 
 

 

 

 

 

 

PRECAUTIONS: 

 

Always consult your health care professional before starting up the irrigation procedure. 

When anal irrigation is initiated, special caution must be shown if you: 

 

 Suffer from an inflammatory bowel disease (e.g. Crohn’s disease or ulcerative 

colitis) 

 Have any anorectal condition which may cause pain or bleeding e.g. anal fissure, 

severe hemorrhoids  

 Have had irradiation therapy in the abdominal or pelvic region 

 Have had recent abdominal or anal surgery 

 Suffer from autonomic dysreflexia 

 Have a regular intake of anticoagulant medication with vitamin K antagonists, as 

normally small and harmless rectal bleedings may be difficult to stop 

 Are pregnant and have previous experience with anal irrigation, please consult your 

doctor to carefully evaluate if you may continue irrigating.  

 Have diarrhea, as the cause for diarrhea must be identified.  

 Use rectal medication for other diseases. The effect of such medication may be 

diluted by the anal irrigation. 

 
 

If any of the above conditions apply to you, anal irrigation must only be initiated after 

careful consideration and instruction by your health care professional. 

 

Do not use soap or any other cleanser to clean the inside of the system and do not run a 

soap solution or cleanser through the system.  The soap or cleanser or soap may react 

with the materials of the system and may cause irritation. 

WARNING 

Contact your doctor or nurse immediately if you notice during or after anal 

irrigation: 

 

Severe anal bleeding 

Severe and sustained abdominal pain or back pain, with or without fever 

 
Anal irrigation should always be carried out with care. Although bowel  

perforation is extremely rare, it is a potential complication to anal irrigation and 
will require immediate admission to hospital.  
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II. OPERATING INFORMATION 

 

SPECIAL NOTES 

 

When changing to a new WATER BAG, unscrew the grey LID with attached tube from the bag 

and put in into the replacement bag. Do not kink the suction tube when storing the WATER 

BAG in the STORAGE CASE. 

 

The CONTROL UNIT has a knob with symbols on it; these symbols are included in the 

instructions and the key is as follows: 

 

 = RESTING/DEVICE STORAGE 

 

 = INFLATE BALLOON 

 

 =  PUMP WATER 

 

 =  DEFLATE BALLOON/RELEASE AIR 

 

PREPARATION 

Anal irrigation is usually done while sitting on the toilet. 

 
 
 

 

 

 

 

 

 

 

 

 
Screw the LID onto the top of the WATER BAG.  Open the flip-top on the 

LID and fill the WATER BAG to the top with lukewarm water.  The water 
level in the BAG might go down while you are filling the BAG because the 
BAG will unfold, but you should keep adding water until the BAG is full.  
Even though you do not need all the water in the filled BAG to do the 
irrigation, the system works best when the BAG is full. Close the flip-top on 
the LID by clicking it in place.  
 

 

   

 
Put the TUBE with the grey connector into the LID. Lock the CONNECTOR 
by turning it one-half turn clockwise. 
 

 

  
Peel open the CATHETER package about 1 inch, but leave the catheter in the 
package.  Put the TUBE with the blue CONNECTOR into the RECTAL 
CATHETER. Lock the CONNECTOR by turning it one-half turn clockwise. 
 

3 

2 

1 
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Attach the catheter package to a wall or door next to the toilet by removing 
the paper circles from the catheter package and sticking the adhesive dots on 
the package to the wall or door. 

 

 

 

 

  

Attach the CONTROL UNIT and attached TUBES to the thigh with the 
STRAP: 
 
 

A. Put the strap around the base of the pump 
 
 
 

 
B. Slide the strap through the buckle and pull tight 

 
 
 
 

C. Adjust the strap to fit comfortably around your thigh 
 

 

 Turn the knob on the CONTROL UNIT to the water symbol . 

Squeeze the pump 2 to 3 times; this will fill the catheter package with water.  

Turn the knob on the control unit to the balloon symbol  to prevent any 

more water from going into the package.  Wait 30 seconds. This will make 
the outside of the catheter slippery (lubricated) and it will be easier to put it 

into the rectum. 

INSERTING THE RECTAL CATHETER 
 

 

 

 Make sure the knob on the control unit is pointing to the balloon symbol .  

Insert the rectal catheter carefully into the rectum in the way that your doctor or 
nurse has trained you.  Do not use force; the catheter should slide in smoothly.   
 
When the catheter is in the right position, inflate the balloon by squeezing the 
pump slowly.  Your doctor or nurse will work with you to decide how many 
times you should squeeze the pump.  For an average size adult it is approximately 

3 to 4 times.  For smaller individuals and adolescents it will be less.  Your doctor 
or nurse will write down the number of times to pump on the Health Care Notes 
form that they gave you.  
 
If the balloon feels uncomfortable because it is too big, turn the knob to the air 

symbol  to deflate it.  

Turn the knob to the balloon symbol  if you want to inflate the balloon again.   

IRRIGATION (PUMPING WATER INTO COLON) 

 

 

 

Turn the knob on the control unit counter-clockwise to the water symbol . 

Squeeze the PUMP slowly – about once per second - until the right amount of 
water has flowed in.  Your doctor or nurse will train you on how much water to 
use, and they will write down the number of times to pump on the Health Care 
Notes form that they gave you. 
 
If water leaks past the BALLOON, you can inflate the balloon more by turning 

the knob on the control unit clockwise to the balloon symbol  and 
squeezing the PUMP one more time. Turn the knob counter-clockwise to the 

water symbol  to continue irrigation. 

4 

5 

6 

7 

8 
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REMOVING THE RECTAL CATHETER 

 

 

 To deflate the balloon, turn the knob on the control unit counter-clockwise to the 

air symbol  

Often the catheter will slide out by itself.  If it does not, remove the CATHETER 
by gently pulling it out. 
 
 

 
 

EMPTYING THE BOWELS 

 

 

  
Within a few minutes, the colon will start to empty into the toilet.  
If nothing happens, you can push on the lower part of your abdomen, cough, or 
move the upper part of your body to help encourage the emptying process.  
The amount of time it takes for to empty the bowels will be different for each 
person, but usually it will take about thirty minutes. After doing the irrigation a 
few times, you will become more comfortable and have a better idea of how long 
it will take.   

 
 

STORAGE AND MAINTENANCE OF SYSTEM 

 

 
 

 
1. Unlock the connectors from the lid and the catheter.  
2. Discard the single use catheter.  
3. Open the flip-top on the LID and pour excess water out of the bag. 

4. Rinse the outer surface of all the parts with warm water and a small amount 
of mild soap.  Rinse all the soap off.  So not run soap solution or cleanser 
through the system. 

5. Set the knob on the CONTROL UNIT to the Resting Symbol  
6. Allow the parts to dry and pack them loosely in the nylon bag 
7. Make sure that the tubes with connectors and the tube in the water bag do 

not get kinked in the storage case. 
8. Do not keep the parts or the storage case in direct sunlight 
9. Store the case in a place where the temperature is between 35° and 77° F. 

 

9 

11 

10 
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III. TROUBLESHOOTING INFORMATION: 

 

Who can perform anal irrigation? 
Anal irrigation is for people who suffer from fecal incontinence, chronic constipation or have to 

spend a long time on bowel management procedures. You must be examined by a health care 

professional and receive professional instruction before starting the irrigation. After receiving 
instruction and training, the majority will be able to perform anal irrigation on their own.  

 

How often should I irrigate? 

Anal irrigation may be performed every other day or as recommended by your doctor or nurse.  
 

How long does the irrigation take? 

The time used for irrigation is individual. When using anal irrigation you approximately use 30-
45 minutes on bowel management daily.  

 

How much air and water should I use?  
The required amount of air to pump into the balloon and water to pump into the rectum is 

individual and your doctor or nurse will tell you how much to use.  They will write the amounts 

of air and water to pump on your Health Care Notes form.  You should not increase the amount 

of water uncritically since the bowel may retain it and release it over time in small amounts.  
 

Why is the temperature of the water important? 

The water must have body temperature (approx. 36-38°C). If it is too hot, it may harm the 
delicate lining of the rectum; if it is too cold, cramps may occur.  

 

How quickly should I pump the water? 
If the water is pumped too quickly into the bowel, you may experience discomfort such as 

sweating, dizziness and stomach ache. We recommend approximately one pump per second or 

more slowly as recommended by your doctor or nurse. 

 

Can I stop the irrigation if I want a break?  

In case of discomfort and you feel the need for a break, stop the water flow and wait until it 

subsides. When you are ready, resume pumping. If the discomfort does not disappear, contact 
your health care professional immediately. 

  

What should I do if the irrigation water and/or feces do not come out (no emptying)? 

You may be heavily constipated and a clean-out of the bowel is necessary. Contact your health 
care professional for assistance. 

 

The reason could also be that you have not had enough to drink and are dehydrated, so the bowel 
has absorbed the irrigation water. Try irrigating once more using the normal amount of water and 

remember to drink more water. If another attempt at irrigation does not help, contact your doctor 

or nurse. 
 

What should I do if water seeps into the toilet?  

If water seeps past the balloon and into the toilet there is no need to change the irrigation 

procedure if the irrigation still works. 
 

You can stop the pumping of water, wait for a while and fill some more water into the bowel. 

Make sure the catheter is placed in the correct position right above the sphincters. If water still 
seeps into the toilet, you can fill more air into the balloon and resume pumping water into the 

bowel. 
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What if I experience leakages after irrigation?  
If you experience leakages after irrigation you might have used too much water. Make sure to 

use the amount of water recommended by your health care professional. You can also try to stay 

a little longer at the toilet. Contact your health care professional if you continue experiencing 

leakages.   
 

What if I experience defecation between irrigations? 

If you experience defecation between irrigations, the cause may be insufficient emptying after 
irrigation owing to constipation or hard stools. Contact your health care professional for different 

solutions, e.g. frequency of irrigation, amount of water and/or medication.   

 

How should I store my Peristeen Anal Irrigation system? 

The system and the rectal catheters should be stored at a temperature of between 2° and 25° 

Celsius and away from direct sunlight. Ensure the tubing is not kinked when stored.  

 

How do I clean my Peristeen Anal Irrigation system? 

The tube can be cleaned by turning the knob on the control unit to the water symbol and 

pumping the dirty water out of the tube. You may choose to change the tube with the blue 
connectors more frequently if you desire. The surface of all the components (excluding the 

single use catheter) can be washed in mild soapy water, and rinsed thoroughly. Remember to 

keep the Control Unit knob in the Resting/Storage position when you are not using the PAI 
System. 

 

What do I do when travelling? 

The bowels absorb water, so when travelling in countries where it is not safe to drink the water, 
care should be taken to use distilled water or isotonic saline for irrigation. 

 

Flatulence 
Anal irrigation empties the bowel of feces and air. Experience shows that the release of gas from 

the rectum will be considerably reduced once irrigation is practiced regularly.  

 

Adaptation period 
An adaptation period of approx. 10 days may be expected. The procedure must be individually 

adjusted together with your health care professional regarding the amount of air to pump into the 

balloon, water to pump into the rectum, as well as recommended frequency of irrigating.  
 

IV. DISEASE AND SELF-CARE INFORMATION  

The bowel system 

The bowels are part of the digestive system, the primary function of which is to break down the 

food we eat. The food passes through the stomach and the small bowel (small intestine), where it 
is broken down and useful components are absorbed into the body. What is left continues to the 

large bowel (colon and rectum). 

 
The large bowel receives a liquid mixture of digested food and juices from the small bowel. The 

main function of the large bowel is to absorb water and salts and to store the waste products 

(feces) before they are transported to the rectum. The large bowel in an average size adult 

receives about 1,500 ml small bowel content a day and converts this into 150-200 ml of fecal 
matter. The bowel absorbs the remainder. 

 

On average it takes 1-3 days for food to pass through the entire digestive tract, though this can 
vary greatly from person to person. The time it takes for food to pass through the digestive 

system is called the transit time.  
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The large bowel has two muscles, which make peristaltic movements when contracting. With the 
aid of peristalsis, the feces are moved onward from the large bowel into the rectum. Peristalsis is 

affected by a number of factors such as diet, posture and exercise. 

 

Peristalsis is a wavelike muscular contraction that transports digested food through the intestines 
to the rectum. The two colon muscles; one longitudinal muscle along the colon and one circular 

muscle around the colon make the contraction. 

 
There are two sphincters in the rectum controlling the defecation process. The internal sphincter 

is an extension of the colon musculature and is controlled by reflex, i.e. we cannot consciously 

control it. The external sphincter can be controlled consciously by the brain. 
 

There are two sphincters in the rectum affecting the evacuation – the internal and the external 

sphincter. The function of the anal sphincters is to maintain continence and prevent leakage.  

 
Once the rectum receives feces from the large bowel, it is registered in a set of nerve endings. 

These nerve endings send a signal to the brain that the rectum is full and that it is time to go to 

the toilet. At this point you can choose to wait for a more suitable time. If you wait too long 
however, the urge will disappear and the feces will be forced back into the large bowel. 

 

When you decide to go to the toilet, you activate the defecation reflex by relaxing the external 
sphincter. Typically, the presence of approx. 150 ml of feces will result in a reflex relaxation of 

the internal sphincter. The external sphincter relaxes and the feces are expelled with the aid of 

gravity and muscle contractions in the rectum. 

 

Causes of bowel dysfunction 

There are many causes of bowel dysfunction and reasons for initiating anal irrigation. The most 

frequent reasons are mentioned below. In order to receive appropriate and effective treatment, a 
diagnosis from your health care professional is essential.   

 

Neurological disorders 

The defecation mechanism, i.e. the nerves that send a signal to your brain telling you when you 
need to go to the toilet, may be impaired due to a medical condition or disease, such as: a spinal 

cord injury, spina bifida, multiple sclerosis, Parkinson’s disease, apoplexia, Alzheimer’s disease 

or brain tumors. 
 

Sensory disorders 

The sensory function of the rectal mucosa may be impaired. This can occur after surgery, as a 
result of colitis, compaction, rectal prolapse or as a result of surgical correction of congenital 

absence or abnormality of the anal opening (anal atresia). 

 

Muscular disorders 
Damage to the sphincter muscle due to external injuries, tumours or their surgical removal, 

perineal tear from a vaginal birth, straining from constipation or rectal prolapse.  

 
Psychological/psychiatric disorders 

Caused by psychoses, depression, depersonalisation or role conflicts (in children and adults) as 

well as a result of sexual abuse. 
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Reduced tissue elasticity 
Frequent in old age or after multiple births. 

 

The effect of food and exercise 

Food plays an important role in managing your bowels. It is important to find the right balance 
of stool consistency to avoid either constipation or liquid stools, which will increase the risk of 

fecal incontinence.  

 
Dietary fiber generally soften stool and reduce the passage time. Too much fiber, however, can 

worsen symptoms of bloating and stomach pain.  

 
It is worth noting that some food and liquids such as coffee and artificial sweeteners have a mild 

laxative effect. It is always important to drink plenty of fluids.  

 

Finally physical exercise has a mechanical effect on the bowels, which improves bowel 
movement. 

 

Constipation 
Constipation and fecal incontinence are both symptoms of bowel dysfunction and you often 

experience both fecal incontinence and constipation at the same time.  

 
Bowel function and defecation habits vary from one person to another. Some have daily bowel 

movements, others every second or third day. Owing to the extensive variation in the normal 

defecation pattern, it is difficult to offer a clear definition of constipation. 

 
Constipation occurs when the bowel’s movements are reduced. This prolongs transit time in the 

large bowel and more fluid is absorbed from the feces than with normal transit time, resulting in 

hard and lumpy stools. This will often result in general discomfort and in some cases disturbed 
bladder-emptying patterns. 

 

Constipation is generally perceived as:  

 
• Fewer than three defecations a week. 

• Prolonged lavatory visits with straining and soreness in the rectum. 

• Hard, sparse and lumpy stools. 
 

Because of this natural variation, changes in digestive and bowel movement patterns will be 

perceived differently depending on what one is accustomed to. 
 

Fecal incontinence 

Fecal incontinence can be defined as lack of control of bowel evacuation resulting in involuntary 

defecation. Anal incontinence also includes incontinence for air (flatus).  
 

In many cases, fecal incontinence occurs as the result of insufficient sensation in the rectal 

region. In other words, you do not register the urge to defecate. At the same time, control of the 
internal and external sphincters may be entirely or partially lacking. 

 

Chronic constipation, in which the rectum wall is severely over-stretched, may result in fecal 
incontinence as the normal defecation reflexes are deactivated by the chronic stretch. At the 

same time, fluid passes around the fecal mass in the bowel. Often the internal sphincter has 

reduced function because it is expanded and liquid stools mixed with dry and hard stool may 

pass. 
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V. USER ASSISTANCE INFORMATION: 

 

Coloplast in brief 

Coloplast A/S is a Danish company founded in 1957 with more than 7,000 employees. 

 

Coloplast develops, manufactures and markets medical devices and services to improve quality 

of life of the people who depend on these devices: 

 

 Ostomy products for people with a stoma 

 Continence care products for people with bladder and bowel management problems 

 Urology products used in surgery procedures of the urinary system and male reproductive 

system 

 Wound dressings for the treatment of chronic wounds 

 Skin care products for prevention and treatment of conditions from simple irritation to 

fungal infections and skin breakdown 

 

Coloplast A/S has sales and subsidiary companies worldwide. 

 

Coloplast A/S 

Holtedam 1 

DK-3050 Humlebæk 

www.coloplast.com  

 
Coloplast accepts no liability for injury or loss that may arise if this product is not used entirely according to the company’s 
recommendations. 
(Coloplast logo) Coloplast and Peristeen are registered trademarks of Coloplast A/S or related companies. 
© 04.04./BM004. All rights reserved Coloplast A/S, DK-3050 Humlebæk, Denmark. 
Manufacturer: Coloplast A/S, DK-3050 Humlebæk, Denmark. 
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Peristeen Anal Irrigation 
Physician Instructions for Use 

 
Device Description: 
 
Peristeen Anal Irrigation system consists of a single-use irrigation catheter with a balloon for retention; a control 
unit with a manual switch to add pressure to the water bag, inflate and deflate the balloon on the catheter; a bag 
with a lid to hold water or isotonic saline solution, leg straps that may be used to fasten the control unit and tubing 
to the thigh, and tubes with connectors. The system is provided with a storage case. The System and accessories 
are pictured in Figure 1.  
 

 
Figure 1: Peristeen Anal Irrigation (PAI) System 

 
The Peristeen Anal Irrigation System is made up of the following parts: 
 

 Part Name What does it do? How many times can it 
be used?* 

1.  RECTAL CATHETER 
WITH BALLOON 

RECTAL CATHETER allows flow of water into lower colon; 
inflated BALLOON keeps water in rectum/colon during 
irrigation 

Use 1 time only, discard 
after use 

2.  CONTROL UNIT & 
PUMP (see symbol 
key below) 

The CONTROL UNIT allows air or water to go through the 
system;  
The PUMP inflates or deflates the balloon & makes the water 
flow through the catheter 

Use 90 times (every other 
day for 6 months) 

3.  Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal catheter; 1 
TUBE allows air to be pumped in or out of the BALLOON; the  
CONNECTORS attach the TUBES to the CONTROL UNIT 
and the LID 

Use 90 times (every other 
day for 6 months) 

4.  Screw-on LID with 
flip-top and suction 
tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times (every other 
day for 6 months) 

5.  WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times (every other 
day for 1 month) 

6.  STRAP The STRAPs wrap around your leg and hold the CONTROL 
UNIT and TUBES in place 

Use 90 times (every other 
day for 6 months) 

7.  STORAGE CASE The STORAGE CASE holds all the system parts and keeps 
them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 
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PAI System Rectal Catheter 

 
The PAI rectal catheter is intended to allow the flow of water into the colon; the balloon prevents leakage of the 
fluid while irrigating.  The catheter is provided non-sterile and is intended for single use only.  Photographs of 
the un-inflated, inflated, and a simulated use model of the catheter are provided in Figure 2. 

 

    
Figure 2: Un-inflated, Inflated, and Simulated Model PAI Rectal Balloon Catheter 

PAI System Control Unit/Tubing Assembly 

The control unit is used for regulation of air in the balloon and water flowing through the catheter into the 
rectum. The control unit has an acrylonitrile/ 
butadiene/styrene (ABS) housing.  A PVC hand pump is attached to one port of the control unit; it has an ABS 
exhaust cap for air intake.  

 
The control unit housing has a manually operated knob that has the following four positions: 
 

 

  Storage       Inflate balloon      Pump water into rectum      Deflate balloon 
 

 
        Figure 3: PAI Control Unit 
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The rectal catheter and the water bag are connected to the Control Unit via silicone tubing with color-coded 
connectors. Water flows through the larger tubes and air flows through the smaller tube.  The blue connector 
attaches to the rectal catheter; the gray connector attaches to the gray lid for the water bag.  The Control Unit is 
provided non-sterile and can be used up to 90 times before replacement. 
 

PAI System Lid/Suction Tube assembly  

The gray lid is screwed onto the threaded sleeve of the water bag to secure the water inside; it has a flip-top 
that can be opened for filling or emptying. There is a two-lumen connection port in the top of the lid for the 
large-lumen tubing.  A suction tube attached to the lid draws the water from the bag into the tubing.  The 
Lid/Suction Tube assembly is provided non-sterile and can be used up to 90 times before replacement. 
 

                              
Figure 4: PAI Lid/Connector/Tubing  Figure , PAI Lid/Suction Tube Assembly 

PAI System Water Bag 

The polyethylene bag is designed to hold water or isotonic saline solution for irrigation.  Volume indicator 
markings are labeled on the side of the bag so that the volume used may be tracked.  The bag holds 1000 ml 
of fluid.  It is provided non-sterile and may be used up to 15 times before replacement.   

 
Figure 5: PAI Water Bag & Tubing 

 

PAI System General Information  

For ease of use, polyester elastic straps are provided that may be used to fasten the control unit and tubing to 
the thigh.  
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All the System components can be stored in the nylon case provided with the PAI System; the storage case also 
protects the components from exposure to direct sunlight.   
 
The PAI Rectal Balloon Catheter is provided non-sterile in a sealed pouch.  Two adhesive dots on the package 
(protected by two paper circles) allow the package to be attached to a wall or door so that the catheter may be 
pre-lubricated prior to its insertion (as described in the Quick Reference Guide and the User Guide).   The 
catheter is intended for single use only.  
 
The other components of the PAI system are provided non-sterile in plastic pouches packed in cardboard shelf 
boxes.  The complete System comes with the storage case and two packaged rectal catheters; supplementary 
component kits are available to allow the user to replace components as necessary; these are also packaged as 
previously described. 
 
 

  
 

Figure 6: PAI System Storage Case, Catheter package 

Indications: 
The Peristeen™ Anal Irrigation (PAI) System is intended to instill water into the colon 

through a rectal catheter-which incorporates an inflatable balloon-inserted into the rectum 

to promote evacuation of the contents of the lower colon.  The PAI System is indicated 

for use by Children (2 years - <12 years old), adolescent (12 years - < 18 years old), 
transitional adolescent (18 - <21 years old) and adult patients with neurogenic bowel 

dysfunction who suffer from fecal incontinence, chronic constipation, and/or time-

consuming bowel management procedures.  

Contraindications: 
Peristeen Anal Irrigation must not be used in the following situations: 

 

 During the spinal shock phase 

 Known obstruction of the large bowel  
 Acute inflammatory bowel disease 

 Diverticulitis 

 If you are pregnant and have never used anal irrigation before, you should not start up 

the irrigation procedure during pregnancy. 
Warnings and Precautions: 
Warnings: 

Make sure that your patients know that they must contact you immediately if they notice during or after 

anal irrigation: 

 Severe anal bleeding 

 Severe and sustained abdominal pain or back pain, with or without fever 
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Anal irrigation should always be carried out with care. Although bowel perforation is extremely rare, it is 

a potential complication to anal irrigation and will require immediate admission to hospital.  
 

 

Precautions: 

Patients should be advised of contraindications, warnings, precautions, and instructions for use before 
starting up the irrigation procedure. When anal irrigation is initiated, special caution must be shown for the 

following patient conditions: 

•Inflammatory bowel disease (e.g. Crohn’s disease or ulcerative colitis) 
•Any anorectal condition which may cause pain or bleeding e.g. anal fissure, severe hemorrhoids  

•Previous irradiation therapy in the abdominal or pelvic region 

•Recent abdominal or anal surgery 

•Autonomic dysreflexia 
•Regular intake of anticoagulant medication with vitamin K antagonists; normally small and harmless 

rectal  bleeding may be difficult to stop 

•Patient who are pregnant and who have had previous experience with anal irrigation; evaluate carefully to 
determine if irrigating is recommended 

•Patients with diarrhea; the cause for diarrhea must be identified.  

•Use of rectal medication for other diseases as the effect of such medication may be diluted by the anal 
irrigation. 

 

If any of the above conditions apply, anal irrigation must only be initiated after careful consideration and 

instruction. 
Instructions for Use: 
 

Each patient and/or caregiver should be trained in the following steps and should perform these steps with physician 

assistance to ensure that all steps are understood and can be accomplished independently. 

Operating Information 
 
SPECIAL NOTES 

 

When changing to a new WATER BAG, unscrew the grey LID with attached tube from the bag and put in into the 
replacement bag. Do not kink the suction tube when storing the WATER BAG in the STORAGE CASE. 

 

The CONTROL UNIT has a knob with symbols on it; these symbols are included in the instructions and the key is as 

follows: 
 

 = RESTING/DEVICE STORAGE 
 

 = INFLATE BALLOON 
 

 =  PUMP WATER 
 

 =  DEFLATE BALLOON/RELEASE AIR 
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PREPARATION 
Anal irrigation is usually done while sitting on the toilet. 

 

 

 

 

 
 
 
 
 
 

 

 

Screw the LID onto the top of the WATER BAG.  Open the flip-top on the 

LID and fill the WATER BAG to the top with lukewarm water.  The water 

level in the BAG might go down while you are filling the BAG because the 

BAG will unfold, but you should keep adding water until the BAG is full.  

Even though you do not need all the water in the filled BAG to do the 

irrigation, the system works best when the BAG is full. Close the flip-top on 

the LID by clicking it in place.  

 

 

   

 

Put the TUBE with the grey connector into the LID. Lock the CONNECTOR 

by turning it one-half turn clockwise. 

 

 

  

Peel open the CATHETER package about 1 inch, but leave the catheter in 

the package.  Put the TUBE with the blue CONNECTOR into the RECTAL 

CATHETER. Lock the CONNECTOR by turning it one-half turn clockwise. 

 

 

  

 

Attach the catheter package to a wall or door next to the toilet by removing 

the paper circles from the catheter package and sticking the adhesive dots 

on the package to the wall or door. 

 

 

 

 

 

  

Attach the CONTROL UNIT and attached TUBES to the thigh with the 

STRAP: 

 

 
A. Put the strap around the base of the pump 

 

 

 

 
B. Slide the strap through the buckle and pull tight 

 

 

 

 
C. Adjust the strap to fit comfortably around your thigh 

 

3 

2 

1 

4 

5 
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 Turn the knob on the CONTROL UNIT to the water symbol . 

Squeeze the pump 2 to 3 times; this will fill the catheter package with water.  

Turn the knob on the control unit to the balloon symbol  to prevent any 

more water from going into the package.  Wait 30 seconds. This will make the 

outside of the catheter slippery (lubricated) and it will be easier to put it into 

the rectum. 

 

INSERTING THE RECTAL CATHETER 
 

 

 

 

 Make sure the knob on the control unit is pointing to the balloon symbol .    

Insert the rectal catheter carefully into the rectum in the way that your doctor 

or nurse has trained you.  Do not use force; the catheter should slide in 

smoothly.   

 

When the catheter is in the right position, inflate the balloon by squeezing 

the pump slowly.  Your doctor or nurse will work with you to decide how 

many times you should squeeze the pump.  For an average size adult it is 

approximately 3 to 4 times.  For smaller individuals and adolescents it will 

be less.  Your doctor or nurse will write down the number of times to pump 

on the Health Care Notes form that they gave you.  

 

If the balloon feels uncomfortable because it is too big, turn the knob to the 

air symbol  to deflate it.  

Turn the knob to the balloon symbol  if you want to inflate the balloon 

again.   

 
 
 
 
IRRIGATION (PUMPING WATER INTO COLON) 
 

 

 Turn the knob on the control unit counter-clockwise to the water symbol 

. 

Squeeze the PUMP slowly – about once per second - until the right amount 

of water has flowed in.  Your doctor or nurse will train you on how much 

water to use, and they will write down the number of times to pump on the 

Health Care Notes form that they gave you.  If water leaks past the 

BALLOON, you can inflate the balloon more by turning the knob on the 

control unit clockwise to the balloon symbol  and squeezing the PUMP 

one more time. Turn the knob counter-clockwise to the water symbol  

to continue irrigation. 

REMOVING THE RECTAL CATHETER 
 

 

 To deflate the balloon, turn the knob on the control unit counter-clockwise to 

the air symbol  

Often the catheter will slide out by itself.  If it does not, remove the 

CATHETER by gently pulling it out. 

 

 

 

 
EMPTYING THE BOWELS 
   

6 

7 

8 

9 
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Within a few minutes, the colon will start to empty into the toilet.  

If nothing happens, you can push on the lower part of your abdomen, cough, 

or move the upper part of your body to help encourage the emptying 

process.  

The amount of time it takes for to empty the bowels will be different for each 

person, but usually it will take about thirty minutes. After doing the irrigation a 

few times, you will become more comfortable and have a better idea of how 

long it will take.   

 

 

STORAGE AND MAINTENANCE OF SYSTEM 

 

 

 

 
1. Unlock the connectors from the lid and the catheter.  
2. Discard the single use catheter.  
3. Open the flip-top on the LID and pour excess water out of the bag. 
4. Rinse the surface of all the parts with warm water and a small amount of 

mild soap.  Rinse all the soap off. 

5. Set the knob on the CONTROL UNIT to the Resting Symbol  
6. Allow the parts to dry and pack them loosely in the nylon bag 
7. Make sure that the tubes with connectors and the tube in the water bag do 

not get kinked in the storage case. 
8. Do not keep the parts or the storage case in direct sunlight 
9. Store the case in a place where the temperature is between 35° and 77° F. 

 
 
 
 
  

11 

10 
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Physician Notes: 
 
Peristeen Anal Irrigation is designed to be carried out independently or with the assistance of a 
caregiver in the user’s home. It is important that a healthcare professional supervises the first 
use of Peristeen Anal Irrigation to help the patient use the system safely, optimally and with 
confidence. Once a patient and/or caregiver has completed irrigation under supervision, they 
may try the procedure alone.  Sometimes more than one training session is required so each 
patient should be considered individually in terms of their readiness and capability to do so. 
Subsequent irrigations should be followed-up by consultations in person or by telephone until 
the patient and/or caregiver has fully adapted the procedure to meet the individual needs and 
until they are confident to continue the procedure independently. If a patient is heavily and/or 
chronically constipated, it may be necessary to thoroughly clean out their bowels before starting 
Peristeen Anal Irrigation. 
 
Physicians should prescribe irrigation based upon a comprehensive evaluation of the nature of 
the patient’s fecal incontinence and the frequency of either constipation or soiling episodes.  
Generally, Coloplast recommends that anal irrigation be performed every other day; more or 
less frequent irrigation may be advised depending upon individual patient needs. 
 
Prior to starting Peristeen Anal Irrigation for the first time, please take time to describe the 
procedure to your patient, answer any questions, and help manage their expectations. To avoid 
potential disappointment or concern that anal irrigation does not work for them, explain that an 
initial period of adjustment is perfectly normal and is required to establish their personalised 
routine. An anal irrigation bowel diary is a good way of keeping track of progress during this 
period (see table). Peristeen Anal Irrigation can work successfully within a few days but for 
some individuals it can take 4 to 6 weeks for the treatment to settle down and become routine.   
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For new users of Peristeen Anal Irrigation, the irrigation routine should be tailored to meet their 
individual requirements. It is helpful to ensure the patient understands that, at first, some trial 
and error will be required to optimise the process and establish their personalised routine. For 
some people it can take 4 to 6 weeks to adapt the routine.  Make sure to complete a Health Care 
Notes form for the patient and/or caregiver to refer to.  The Anatomy Notes sheets can also be 
used to make notes and special recommendations on an individual basis. 
 
There are several parameters that can be adjusted if required:  
1. Amount of air in the catheter balloon 
2. Amount of water used for irrigation 
3. Frequency of irrigation 
 
 Amount of air in the catheter balloon 
The function of the balloon is to hold the catheter in place in the rectum; the degree to which the 
balloon must be inflated to achieve this (i.e. the number of pumps of air required) depends on 
the condition of the individual’s sphincter and rectum. The average size adult will probably 
require 3 to 4 pumps of air in the balloon (maximum 5 pumps); for smaller patients, 1 to 2 
pumps may be sufficient. Insufficient air can cause water to leak or the catheter to slide out of 
the rectum. If water leaks during the procedure, patients and/or caregivers should attempt 
pumping one more time to a maximum of 5 pumps in total. Conversely, too much air can cause 
the balloon to be expelled. If this happens, repeating the procedure using a little less air should 
be attempted. The frequency of expulsions often decreases as a patient becomes used to the 
procedure. 
 
Please use the following notes to guide the amount of air pumped into the balloon for an average 
size adult patient: 
  
• Intact sphincter reflexes and muscle tone: 1 to 3 pumps  
• Flaccid bowels or low sphincter tone: 3 to 5 pumps. If the catheter still slides out 
of the rectum, it may be supported by holding in place 
• Strong anorectal reflexes: The balloon may be expelled after only 1 to 2 pumps; 
careful insertion and inflation of the balloon is necessary, using less air 
  
For smaller patients, 1 to 2 pumps is recommended. 
 
Amount of water for irrigation 
The volume of water required to effectively empty the bowel depends on several factors 
including the patient’s bowel condition, their diet and the frequency of irrigation.  
 
When first using Peristeen Anal Irrigation in adults, a water volume of 500 ml is recommended, 
and irrigation should be performed daily. This volume can be gradually increased, over the next 
few weeks, until the individual feels they are completely empty and have no accidents between 
irrigations. Increases in volume should be done slowly, especially in younger patients and 
patients with spina bifida. Many adult patients eventually use a volume in the region of 750 ml; 
however, studies have shown that the amount of water varies from 200 to 1500 ml in adults. 
Some patients with upper neurone damage experience evacuation of the bowel at low water 
volumes (e.g. 200 to 300 ml); in some cases the irrigation procedure might need to be repeated 
to ensure sufficient emptying.  
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If leakage occurs after the irrigation try: 
 
• Advising the patient to stay on the toilet a little longer to allow complete 
emptying of the bowel 
• Reducing the volume of water 
• Two half volume irrigations (e.g. two 250 ml irrigations instead of one 
500 ml irrigation)  
 
If irrigation water is not expelled after sitting on the toilet for 20 to 30 minutes, it could be that 
the bowel has absorbed the water because the patient is dehydrated or that the irrigation fluid is 
captured in impacted stools:  
 
• Repeat the irrigation using the same volume of water 
• Advise the patient to drink more fluids − at least 1.5 litres per day and more in 
hot weather 
 
The recommended rate for pumping water into the bowel is one pump per second. Pumping 
water into the bowel too quickly may cause discomfort, sweating, dizziness and stomach pain; if 
this occurs, the procedure can be paused at any time and resumed when the discomfort has 
passed and the patient feels ready. If the discomfort does not pass, the irrigation should be 
stopped and the patient’s usual bowel care routine followed to achieve emptying.  
 
Water should be at body temperature (36 to 38°C).  If the water is too hot it may damage the 
mucous membranes lining the bowel and if it is too cold it may trigger reflexes and increase 
spasms. Plain tap water is recommended or bottled water when travelling in countries where 
drinking tap water is not recommended.  
 
Frequency of irrigation 
For patients who are new to Peristeen Anal Irrigation, it is recommended to irrigate on a daily 
basis. After one or two weeks some patients find that irrigation can be tried every second day.  
As the frequency of irrigation is decreased, it may be necessary to adjust other parameters; for 
example, the volume of water may need to be increased to achieve complete emptying. Some 
patients will find it necessary to irrigate every day but eventually most patients settle into a 
routine of irrigation every other day. Conducting irrigation at approximately the same time each 
day seems to work best for most people, but is not essential. Eating and drinking stimulate the 
bowel, so about 30 minutes after a meal gives the best chance of the irrigation working with the 
natural activity of the bowel and achieving the best emptying.  The most convenient time can be 
chosen by the patient to fit in with their daily routine. Alternatively, it can be varied to fit around 
a changing routine giving the patient the maximum possible freedom.   
 
The system and the rectal catheters should be stored at a temperature of between 2° and 25° 
Celsius and away from direct sunlight. The tubing should not be kinked when being stored.  
 
The tubes can be cleaned by turning the knob on the control unit to the water symbol and 
pumping the dirty water out of the tube. Patients may choose to change the tube with the blue 
connectors more frequently if desired. The outer surface of all the components (excluding the 
single use catheter) can be washed in mild soapy water and rinsed thoroughly. The Control Unit 
knob should be in the Resting/Storage position when the PAI System is not in use. 
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Product Evaluation: 
 
Coloplast requests physicians to notify the company of any complications which may develop with the 

use of this device, and requests return of any used devices or components associated with the 

complication. For safe handling during shipment and upon receipt, Coloplast requests that devices be 

decontaminated prior to shipment. This is requested even though Coloplast will autoclave-sterilize any 

opened product returned. Alteration for the purposes of venting to prevent additional damage will be 

performed as required. If necessary, Coloplast may analyze the device, and the patient and physician 

may be asked to allow Coloplast to perform tests that might alter the condition of the device. 

 

Any complications from the use of this device should be brought to our immediate attention by 

contacting: Quality Assurance, Product Evaluations Department, Coloplast Corp.,1601 West River 

Road North, Minneapolis, MN 55411 

Toll-free telephone (800) 338-7908 in USA; or outside USA: (612) 337-7800 
 
Product Order Information  
 

To order, please contact your local sales representative or Coloplast Customer Service Department 

at: Coloplast, 1601 West River Road North, Minneapolis, MN 55411; Toll-free telephone: (800) 258-

3476; or outside USA: (612) 337-7800; or fax (866) 216-4161 or outside USA: (612) 337-7803. 
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Special caution must be shown if you have or have had any of the following: 

 Inflammatory bowel disease (e.g. Crohn’s disease or ulcerative colitis) 

 Ischemic colitis 

 Any Anorectal condition, which may cause pain or bleeding e.g. anal fissure, severe 

hemorrhoids (third or fourth degree hemorrhoids) 

 Irradiation therapy in the abdominal or pelvic region 

 Diverticular disease 

 Previous abdominal or anal surgery 

 Recent colonic biopsy or polypectomy 

 Spinal cord shock phase 

 Autonomic dysreflexia 

 Cancer in the abdominal or pelvic region 

 Fecal impaction 

 Long term steroid therapy 

 Anticoagulant therapy or bleeding disorder 

 Change stool pattern like sudden diarrhea of unknown origin.  The cause for diarrhea must 

be identified 

 Rectal medication for other diseases.  The effect of such medication may be diluted by the 

anal irrigation.  

 Severe cognitive impairment (unless caregiver is available to supervise/administer) 

 Children under 2 years of age 

 

If any of the above conditions apply to you, anal irrigation must only be initiated after careful 

investigation and instruction by your health care professional. 

When you use anal irrigation you must consult a physician in case of: 

 Onset of any of the above mentioned conditions 

 Blood in feces, weight loss, abdominal pain 

 Changes in the frequency, color and consistency of the stools 

 Concurrent use of laxatives or other rectal medications 

 

For hygienic reasons the Peristeen Anal Irrigation system must only be used by the same person.  

Do not share with others. 

 

 

           

      

 

               

       

               

 

 

           

 

 

 

 

 

 

Please read the whole instruction including warnings, contraindications and precautions 

before carrying out the anal irrigation procedure 

 

It is vital for your safety that you consult a physician/health care professional with 

experience using Peristeen before starting up the irrigation procedure. 

We also require that you receive thorough instruction from a health care professional 

before using this product 

 

Your first irrigation must be supervised by a health care professional. 
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PERISTEEN ANAL IRRIGATION - DESCRIPTION 

 

The Peristeen Anal Irrigation System is made up of the following parts: 

 
 Part Name What does it do? How many times can 

it be used?* 

1.  RECTAL 

CATHETER 

WITH 

BALLOON 

RECTAL CATHETER allows flow of water into lower 

colon; inflated BALLOON keeps water in rectum/colon 

during irrigation 

Use 1 time only, 

discard after use (single 

use only)  

Note: Reuse of the 

single use rectal 

catheter may create a 

potential risk to the 
user. 

2.  CONTROL 

UNIT & PUMP 

(see symbol key 

below) 

The CONTROL UNIT allows air or water to go through 

the system;  

The PUMP inflates or deflates the balloon & makes the 

water flow through the catheter 

Use 90 times (equal to 

irrigating every other 

day for 6 months) 

3.  Two (2) plastic 

TUBES with 

CONNECTORS 

1 TUBE moves water from the bag into the rectal 

catheter; 1 TUBE allows air to be pumped in or out of the 

BALLOON; the  CONNECTORS attach the TUBES to 

the CONTROL UNIT and the LID 

Use 90 times (equal to 

irrigating every other 

day for 6 months) 

4.  Screw-on LID 

with flip-top and 

suction tube 

The LID keeps the water in the bag; it also has openings 

where connectors for tubes are put in 

Use 90 times (equal to 

irrigating every other 

day for 6 months) 

5.  WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times (equal to 

irrigating every other 

day for 1 month) 

6.  STRAP The STRAPs wrap around your leg and hold the 
CONTROL UNIT and TUBES in place 

Use 90 times (equal to 
irrigating every other 

day for 6 months) 

7.  STORAGE 

CASE 

The STORAGE CASE holds all the system parts and 

keeps them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 
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SPECIAL NOTES 

 

When changing to a new WATER BAG, unscrew the grey LID with attached tube from the bag and 

put in into the replacement bag. Do not kink the suction tube when storing the WATER BAG in the 

STORAGE CASE. 

 

The CONTROL UNIT has a knob with symbols on it; these symbols are included in the 

instructions and the key is as follows: 

 

 = FINISH  

 

 = INFLATE BALLOON 

 

 =  PUMP WATER 

 

 =  DEFLATE BALLOON/RELEASE AIR 

 

 

 

 

 

 
 
 

 
 
 
 
 
 
 
 

 
 
 
 
 
 
 

Preparation 

Anal irrigation is most commonly carried out while sitting on the toilet. 

 

 
 

1. Open the lid and fill the bag to the top with lukewarm water (96-100 F). As the bag unfolds, 

the water level will fall and refilling is necessary. Although you need less water for the 

irrigation, the bag must be filled completely to function properly. Close the lid by clicking it 

into place. 

 

Note: Use clean tap water. If you do not  have access to clean tap water, then we recommend 

using bottled water. Do not add any additives to the water. 

 

 
 

2. Attach the tube with the grey connector to the grey screw top. Lock the connector by turning 

it (one half turn) 90  clockwise. 

 

 

 

 
 

3. Open the catheter packaging about 1 inch but leave the catheter in the packaging.  

 

Attach the tube with the blue connector to the rectal catheter by pushing them together and turn 

until the connect locks.  Lock the connector by turning it one-half turn clockwise.  

 

 

 

 

 

 
 

4. Attach the catheter packaging to a vertical surface by removing the paper circles from the 

catheter package and sticking the adhesive dots on the package to the wall or door.  
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5. Turn the knob on the control unit to the water symbol  and pump water into the catheter 

packaging (2 to 3 pumps) to activate the coating.  

Turn the knob on the control unit to the balloon symbol  to prevent any more water from 

going in the package. Wait 30 seconds.  This will make the outside of the catheter slippery 

(lubricated) and it will be easier to put into the rectum. Remove the lubricated catheter from the 

packaging and use it immediately. 
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Tip: For extra stability when pumping, you can attach the control unit to the thigh by using the strap: 

A 

 
B 

 
 

Attach the control unit and tubing to the thigh by using the strap:  

 

A. Place the strap around the base of the pump. Slide the strap through the buckle 

and pull tight. 

 

 

 

 

B. Fit the pump to your thigh, adjusting the strap for a comfortable fit. 

 

Insertion of rectal catheter 

 
 

 
 

6. Ensure the knob on the control unit is pointing to the balloon symbol . As 

instructed by your health care professional, insert the rectal catheter carefully 

into the rectum without using force.   The catheter should slide in smoothly.  

 

 

 

 

 

 

When inserting the catheter, hold it by the finger grip. The finger grip is the 

widest part of the catheter.  Your healthcare professional will instruct you how 

far to insert the catheter.  

 

 

 

 

Inflation of balloon   

 
 

 
 

 

 

7. Start pumping gently to inflate the balloon. Your health care professional will 

advise you how many times to pump. A few pumps are usually enough.  Your 

healthcare professional will write down the number of times to pump on the 

Health Care Notes form they gave you.  

 

 

 

 

 

Note: Do not overinflate the balloon. The balloon on the small catheter must not 

be pumped more than twice. The balloon on the regular catheter must not be 

pumped more than five times. 

 

 

 

 

Note: If you sense that the balloon is too big, turn the knob to the air symbol 

 to deflate it. When ready turn to the balloon symbol  to inflate the 

balloon once again.  

 

 

 

Insertion of water 

 

8. Turn the knob on the control unit counter-clockwise to the water symbol  .  

Squeeze the pump slowly-about once per second-until the right amount of water 

has flowed in.  Your healthcare professional will train you on how much water to 

use and they will write down the number of times to pump on the Health Care 

Notes form they gave you.    

 

If water leaks, try inflating the balloon further by turning the knob on the control 

unit clockwise to the balloon symbol  and pump one more time. Turn the 

knob anti-clockwise to the water symbol  and resume irrigation. 

 

 In case of discomfort, turn the knob of the control unit to the balloon symbol 
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 to stop the water flow and wait until it ceases. When you are ready, turn the 

knob back to the water symbol  and resume pumping. If the discomfort 

continues, deflate the balloon, remove the catheter and  contact your health care 

professional immediately. 

 

Removal of rectal catheter 

 
 

9. Turn the knob on the control unit counter-clockwise to the air symbol  to 

deflate the balloon. Often the catheter will slide out by itself; if not, pull the 

catheter gently. 

 

Note: Do not remove the catheter before the balloon is completely deflated 

Note: For most efficient result remove the catheter immediately after the balloon 

has deflated 

Emptying 

 
 

10. Soon the colon will start to empty itself. If nothing happens, try to press, 

cough or move the upper part of your body to activate the emptying process. The 

drainage time is individual, but on average it takes thirty minutes.  

 

Conclusion 

 
 

 

11. Unlock the connectors from the lid and the catheter. Discard the single use 

catheter.  

 

Pour excess water out of the bag. 

 

When storing the system, turn the knob on the control unit anti-clockwise to the 

finish symbol . When the knob is placed in this position, any remaining 

water in the tubes will run out. Ensure the tubes are not kinked when stored in 

the storage case and that the system and all its parts are kept away from sharp 

objects. 

 

        The set and the rectal catheter should be stored at room temperature (max. 77 F)  

         and out of direct sunlight.   

 

Frequently Asked Questions: 
 

What should I do if irrigation water and/or feces do not come out (no emptying)? 

Try one or more of the following: sitting in the brace position (leaning/bending forward), coughing, standing up, abdominal massage. If water is still 

not expelled, then you may be heavily constipated and a clean-out of the bowel might be necessary. You might also be dehydrated, so remember to 

drink plenty of water and repeat the irrigation again the day after. Contact your health care professional for assistance.  

 

Should I use lubricant on the rectal catheter? 

No. The rectal catheter is pre-coated with a lubricant, which is activated when water is added to the catheter packaging (see step 6 for more details). 

Adding extra lubricant can damage the balloon. 

 

Why is the temperature of the water important? 

The water must be lukewarm (96-100 F). If it is too hot, it may harm the delicate lining of the bowel; if it is too cold, stomach cramps may occur. 

 

Can I stop the irrigation if I want a break? 

If you feel the need for a break, turn the knob on the control unit to the balloon symbol . When you are ready, turn the knob back to the water 

symbol  and resume pumping. 

 

Can I re-use the rectal catheter? 
The rectal catheter is for single use only and should be disposed of after each  irrigation. 

 

What kind of water should I use when traveling? 

If you don’t have access to clean tap water, then we recommend using bottled water. 

 

How do I change the water bag? 

Remove the grey screw top from the bag and screw it onto a replacement bag. Avoid kinking the suction pipe placed on the grey screw top. 
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How do I clean my Peristeen Anal Irrigation system? 

The surface of all the components (not including the single use catheter) can be washed in mild soapy water.  

 

 It is possible to replace the tube with the blue connector if it becomes soiled. 

 

How should my Peristeen Anal Irrigation system be stored? 

The set and the rectal catheter should be stored at room temperature (max. 77  F) and out of direct sunlight. When storing the system, ensure that 

you turn the knob on the control unit to the finish symbol . Also ensure that tubes are not kinked and that the systems is kept away from sharp 

objects. 

 

Product Evaluation: 

 

Any complications from the use of this device should be brought to our immediate attention by 

contacting: Quality Assurance, Product Evaluations Department, Coloplast Corp.,1601 West River 

Road North, Minneapolis, MN 55411 

Toll-free telephone (800) 338-7908 in USA; or outside USA: (612) 337-7800 

 

Product Order Information  
 

To order, please contact your local sales representative or Coloplast Customer Service Department 

at: Coloplast, 1601 West River Road North, Minneapolis, MN 55411; Toll-free telephone: (800) 

258-3476. 

 

Distributor: 

Coloplast Corp. 

Minneapolis 

MN 55 411 

USA 

Tel. 1-800-533-0464 

www.us.coloplast.com 

 

Manufacturer: 

Coloplast A/S 

Holtedam 1 

DK-3050 Humlebæk 

www.coloplast.com  

 
Coloplast accepts no liability for injury or loss that may arise if this product is used in a manner contrary to Coloplast’s current 
recommendations. 
(Coloplast logo) Coloplast and Peristeen are registered trademarks of Coloplast A/S or related companies. 
© 04.04./BM004. All rights reserved Coloplast A/S, DK-3050 Humlebæk, Denmark. 
Manufacturer: Coloplast A/S, -3050 Denmark. 
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I. DESCRIPTIVE INFORMATION 

 
Non-Sterile.  Single Patient Use Only.   Does not contain natural rubber latex. 
Caution: Federal law restricts this device to sale by or on the order of a physician. 

A. Indications for Use 

The Peristeen™ Anal Irrigation System is intended to instill water into the 

colon through a rectal catheter-which incorporates an inflatable balloon-

inserted into the rectum to promote evacuation of the contents of the lower 
colon.  The Peristeen™ Anal Irrigation System is indicated for use by children 

(2 years - <12 years old), adolescent (12 years - < 18 years old), transitional 

adolescent (18 - <21 years old) and adult patients with neurogenic bowel 

dysfunction who suffer from fecal incontinence, chronic constipation, and/or 
time-consuming bowel management procedures.  

 

B. Description of the device: 

 

Peristeen Anal Irrigation system consists of a single-use rectal catheter with a balloon for 
retention; a control unit with a manual switch to add pressure to the water bag, inflate and 

deflate the balloon on the catheter; a bag with a lid to hold water, leg straps that may be used 

to fasten the control unit and tubing to the thigh, and tubes with connectors. The system is 
provided with a storage case. The System and accessories are pictured in Figure 1.  

 

 
Figure 1: Peristeen Anal Irrigation System 
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The Peristeen Anal Irrigation System is made up of the following parts: 

 

 Part Name What does it do? How many 
times can it be 

used?* 

1.  RECTAL 
CATHETER WITH 
BALLOON 

RECTAL CATHETER allows flow of water into lower 
colon; inflated BALLOON keeps water in rectum/colon 
during irrigation 

Use 1 time only, 

discard after use 

(single use only)  

Note: Reuse of 

the single use 

rectal catheter 

may create a 

potential risk to 

the user. 

2.  CONTROL UNIT & 
PUMP (see symbol 
key below) 

The CONTROL UNIT allows air or water to go through 
the system;  
The PUMP inflates or deflates the balloon & makes the 
water flow through the catheter 

Use 90 times 

(equal to 

irrigating every 

other day for 6 
months) 

3.  Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal 
catheter; 1 TUBE allows air to be pumped in or out of the 
BALLOON; the  CONNECTORS attach the TUBES to 
the CONTROL UNIT and the LID 

Use 90 times 

(equal to 

irrigating every 

other day for 6 

months) 

4.  Screw-on LID with 
flip-top and suction 
tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times 

(equal to 

irrigating every 

other day for 6 

months) 

5.  WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times 

(equal to 

irrigating every 
other day for 1 

month) 

6.  STRAP The STRAPs wrap around your leg and hold the 
CONTROL UNIT and TUBES in place 

Use 90 times 

(equal to 

irrigating every 

other day for 6 

months) 

7.  STORAGE CASE The STORAGE CASE holds all the system parts and 
keeps them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 

Peristeen Rectal Catheter 

 

The Peristeen rectal catheter is intended to allow the flow of water into the colon; the balloon 

prevents leakage of the fluid while irrigating.  The catheter is provided non-sterile and is intended for 
single use only.  Photographs of the un-inflated, inflated, and a simulated use model of the catheter 

are provided in Figure 2. 
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Figure 2: Un-inflated, Inflated, and Simulated Model Peristeen Rectal Balloon Catheter 
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Peristeen Control Unit/Tubing Assembly 

The control unit is used for regulation of air in the balloon and water flowing through the catheter 

into the rectum. The control unit has an acrylonitrile/butadiene/styrene (ABS) housing.  A PVC hand 

pump is attached to one port of the control unit; it has an ABS exhaust cap for air intake.  
 

The control unit housing has a manually operated knob that has the following four positions: 

 
 

  Finish       Inflate balloon      Pump water      Deflate balloon 
 

 
        Figure 3: Peristeen Control Unit 

 

The rectal catheter and the water bag are connected to the Control Unit via silicone tubing with 

color-coded connectors. Water flows through the larger tubes and air flows through the smaller tube.  
The blue connector attaches to the rectal catheter; the gray connector attaches to the gray lid for the 

water bag.  The Control Unit is provided non-sterile and can be used up to 90 times before 

replacement. 
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Peristeen Lid/Suction Tube assembly  

The gray lid is screwed onto the threaded sleeve of the water bag to secure the water inside; it has a 

flip-top that can be opened for filling or emptying. There is a two-lumen connection port in the top of 

the lid for the large-lumen tubing.  A suction tube attached to the lid draws the water from the bag 
into the tubing.  The Lid/Suction Tube assembly is provided non-sterile and can be used up to 90 

times before replacement. 

 

                              
Figure 4: Peristeen Lid/Connector/Tubing  Peristeen Lid/Suction Tube  

Assembly 

Peristeen Water Bag 

The polyethylene bag is designed to hold water for irrigation.  Volume indicator markings are 

labeled on the side of the bag so that the volume used may be tracked.  The bag holds 1000 ml of 

fluid.  It is provided non-sterile and may be used up to 15 times before replacement.   

 
Figure 5: Peristeen Water Bag & Tubing 
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Peristeen System General Information  

For ease of use, polyester elastic straps are provided that may be used to fasten the control unit and 

tubing to the thigh.  

 
All the System components can be stored in the nylon case provided with the Peristeen System; the 

storage case also protects the components from exposure to direct sunlight.   

 
The Peristeen Rectal Balloon Catheter is provided non-sterile in a sealed pouch.  Two adhesive dots 

on the package (protected by two paper circles) allow the package to be attached to a wall or door so 

that the catheter may be pre-lubricated prior to its insertion (as described in the Instructions for Use 

and the User Guide).   The catheter is intended for single use only.  
 

The other components of the Peristeen system are provided non-sterile in plastic pouches packed in 

cardboard shelf boxes.  The complete System comes with the storage case and two packaged rectal 
catheters; supplementary component kits are available to allow the user to replace components as 

necessary; these are also packaged as previously described. 

 

 

  
 

Figure 6: Peristeen Storage Case, Catheter package 

  

Page 104 of 159

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 9 of 18 

 

 Recent colonic biopsy or polypectomy 

 Spinal cord shock phase 

 Autonomic dysreflexia 

 Cancer in the abdominal or pelvic region 

 Fecal impaction 

 Long term steroid therapy 

 Anticoagulant therapy or bleeding disorder 

 Change stool pattern like sudden diarrhea of unknown origin.  The cause for diarrhea must be 

identified 

 Rectal medication for other diseases.  The effect of such medication may be diluted by the anal 

irrigation.  

 Severe cognitive impairment (unless caregiver is available to supervise/administer) 

 Children under 2 years of age 

 

If any of the above conditions apply to you, anal irrigation must only be initiated after careful 

investigation and instruction by your health care professional. 

When you use anal irrigation you must consult a physician in case of: 

 Onset of any of the above mentioned conditions 

 Blood in feces, weight loss, abdominal pain 

 Changes in the frequency, color and consistency of the stools 

 Concurrent use of laxatives or other rectal medications 

 

For hygienic reasons the Peristeen Anal Irrigation system must only be used by the same person.  Do not 

share with others. 
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II. OPERATING INFORMATION 

 

SPECIAL NOTES 

 

When changing to a new WATER BAG, unscrew the grey LID with attached tube from the bag 

and put in into the replacement bag. Do not kink the suction tube when storing the WATER 

BAG in the STORAGE CASE. 

 

The CONTROL UNIT has a knob with symbols on it; these symbols are included in the 

instructions and the key is as follows: 

 

 = FINISH 

 

 = INFLATE BALLOON 

 

 =  PUMP WATER 

 

 =  DEFLATE BALLOON/RELEASE AIR 

 
Preparation 

Anal irrigation is most commonly carried out while sitting on the toilet. 

 

 
 

1. Open the lid and fill the bag to the top with lukewarm water (96-100 F). As the bag unfolds, 

the water level will fall and refilling is necessary. Although you need less water for the 

irrigation, the bag must be filled completely to function properly. Close the lid by clicking it 

into place. 

 

Note: Use clean tap water. If you do not  have access to clean tap water, then we recommend 

using bottled water. Do not add any additives to the water. 

 

 
 

2. Attach the tube with the grey connector to the grey screw top. Lock the connector by turning 

it (one half turn) 90  clockwise. 

 

 

 

 
 

3. Open the catheter packaging about 1 inch but leave the catheter in the packaging.  

 

Attach the tube with the blue connector to the rectal catheter by pushing them together and turn 

until the connect locks.  Lock the connector by turning it one-half turn clockwise.  

 

 

 

 

 

 
 

4. Attach the catheter packaging to a vertical surface by removing the paper circles from the 

catheter package and sticking the adhesive dots on the package to the wall or door.  

 

 

 

Page 107 of 159

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 11 of 18 

 

 
 

 

5. Turn the knob on the control unit to the water symbol  and pump water into the catheter 

packaging (2 to 3 pumps) to activate the coating.  

Turn the knob on the control unit to the balloon symbol  to prevent any more water from 

going in the package. Wait 30 seconds.  This will make the outside of the catheter slippery 

(lubricated) and it will be easier to put into the rectum. Remove the lubricated catheter from the 

packaging and use it immediately. 
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Tip: For extra stability when pumping, you can attach the control unit to the thigh by using the strap: 

A 

 
B 

 
 

Attach the control unit and tubing to the thigh by using the strap:  

 

A. Place the strap around the base of the pump. Slide the strap through the buckle 

and pull tight. 

 

 

 

 

B. Fit the pump to your thigh, adjusting the strap for a comfortable fit. 

 

Insertion of rectal catheter 

 
 

 
 

6. Ensure the knob on the control unit is pointing to the balloon symbol . As 

instructed by your health care professional, insert the rectal catheter carefully 

into the rectum without using force.   The catheter should slide in smoothly.  

 

 

 

 

When inserting the catheter, hold it by the finger grip. The finger grip is the 

widest part of the catheter.  Your healthcare professional will instruct you how 

far to insert the catheter.  

 

 

 

 

Inflation of balloon   

 
 

 
 

 

 

7. Start pumping gently to inflate the balloon. Your health care professional will 

advise you how many times to pump. A few pumps are usually enough.  Your 

healthcare provider will write down the number of times to pump on the Health 

Care Notes form they gave you.  

 

 

 

 

   

 

Note: Do not overinflate the balloon. The balloon on the small catheter must not 

be pumped more than twice. The balloon on the regular catheter must not be 

pumped more than five times. 

 

 

 

 

Note: If you sense that the balloon is too big, turn the knob to the air symbol 

 to deflate it. When ready turn to the balloon symbol  to inflate the 

balloon once again.  

 

 

 

Insertion of water 

 

8. Turn the knob on the control unit counter-clockwise to the water symbol  .  

Squeeze the pump slowly-about once per second-until the right amount of water 

has flowed in.  Your healthcare provider will train you on how much water to use 

and they will write down the number of times to pump on the Health Care Notes 

form they gave you.    

 

If water leaks, try inflating the balloon further by turning the knob on the control 

unit clockwise to the balloon symbol  and pump one more time. Turn the 

knob anti-clockwise to the water symbol  and resume irrigation. 

 

 In case of discomfort, turn the knob of the control unit to the balloon symbol 
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 to stop the water flow and wait until it ceases. When you are ready, turn the 

knob back to the water symbol  and resume pumping. If the discomfort 

continues, deflate the balloon, remove the catheter and  contact your health care 

professional immediately. 

 

Removal of rectal catheter 

 
 

9. Turn the knob on the control unit counter-clockwise to the air symbol  to 

deflate the balloon. Often the catheter will slide out by itself; if not, pull the 

catheter gently. 

 

Note: Do not remove the catheter before the balloon is completely deflated 

Note: For most efficient result remove the catheter immediately after the balloon 

has deflated 

Emptying 

 
 

10. Soon the colon will start to empty itself. If nothing happens, try to press, 

cough or move the upper part of your body to activate the emptying process. The 

drainage time is individual, but on average it takes thirty minutes.  

 

Conclusion 

 
 

 

11. Unlock the connectors from the lid and the catheter. Discard the single use 

catheter.  

 

Pour excess water out of the bag. 

 

When storing the system, turn the knob on the control unit anti-clockwise to the 

finish symbol . When the knob is placed in this position, any remaining 

water in the tubes will run out. Ensure the tubes are not kinked when stored in 

the storage case and that the system and all its parts are kept away from sharp 

objects. 

 

        The set and the rectal catheter should be stored at room temperature               

(max. 77 F) and out of direct sunlight.   

 

 
 

III. TROUBLESHOOTING INFORMATION: 

 

Who can perform anal irrigation? 
Anal irrigation is for people with neurogenic bowel dysfunction who suffer from fecal 

incontinence, chronic constipation and/or time-consuming  bowel management procedures. You 

must be examined by a health care professional and receive professional instruction before 
starting the irrigation. After receiving instruction and training, the majority will be able to 

perform anal irrigation on their own.  

 

How often should I irrigate? 

Anal irrigation may be performed every other day or as recommended by your doctor or nurse.  

 

How long does the irrigation take? 
The time used for irrigation is individual. When using anal irrigation you approximately use 30-

45 minutes on bowel management daily.  

 

How much air and water should I use?  

Page 110 of 159

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 14 of 18 

 
The required amount of air to pump into the balloon and water to pump into the rectum is 

individual and your doctor or nurse will tell you how much to use.  They will write the amounts 
of air and water to pump on your Health Care Notes form.  You should not increase the amount 

of water uncritically since the bowel may retain it and release it over time in small amounts.  

 

Why is the temperature of the water important? 
The water must be lukewarm (96-100°F). If it is too hot, it may harm the delicate lining of the 

bowel; if it is too cold, stomach cramps may occur.  

 

How quickly should I pump the water? 

If the water is pumped too quickly into the bowel, you may experience discomfort such as 

sweating, dizziness and stomach ache. We recommend one pump per second or as recommended 
by your doctor or nurse. 

 

Can I stop the irrigation if I want a break?  

If you feel the need for a break, turn the knob on the control unit to the balloon symbol . 

When you are ready, turn the knob back to the water symbol  and resume pumping.  

 

What should I do if the irrigation water and/or feces do not come out (no emptying)? 
Try one or more of the following: sitting in the brace position (leaning/bending forward), 

coughing, standing up, abdominal massage. If water is still not expelled, then you may be 

heavily constipated and a clean-out of the bowel might be necessary. You might also be 

dehydrated, so remember to drink plenty of water and repeat the irrigation again the day after. 
Contact your health care professional for assistance. 

 

 

What should I do if water leaks  into the toilet?  

If water  leaks past the balloon and into the toilet there is no need to change the irrigation 

procedure if the irrigation still works. 
 

You can stop the pumping of water, wait for a while and fill some more water into the bowel. 

Make sure the catheter is placed in the correct position right above the sphincters. If water still 

seeps into the toilet, you can fill more air into the balloon and resume pumping water into the 
bowel. 

 

What if I experience leakages after irrigation?  
If you experience leakages after irrigation you might have used too much water. Make sure to 

use the amount of water recommended by your health care professional. You can also try to stay 

a little longer at the toilet. Contact your health care professional if you continue experiencing 
leakages.   

 

What if I experience defecation between irrigations? 

If you experience defecation between irrigations, the cause may be insufficient emptying after 
irrigation owing to constipation or hard stools. Contact your health care professional for different 

solutions, e.g. frequency of irrigation, amount of water and/or medication.   

 

How should my Peristeen Anal Irrigation system be stored? 

The system and the rectal catheter should be stored at room temperature  (maximum 77° F) and 

out of direct sunlight. When storing the system, ensure that you turn the knob on the control unit 

to the finish symbol .  Also ensure that tubes are not kinked and that the systems is kept away 
from sharp objects. 

 

How do I clean my Peristeen Anal Irrigation system? 
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The tube can be cleaned by turning the knob on the control unit to the water symbol and 

pumping the dirty water out of the tube. You may choose to change the tube with the blue 
connectors more frequently if you desire. The surface of all the components (excluding the 

single use catheter) can be washed in mild soapy water, and rinsed thoroughly. Remember to 

keep the Control Unit knob in the Resting/Storage position when you are not using the Peristeen 

System. 
 

What do I do when travelling? 

The bowels absorb water, so when travelling in countries where it is not safe to drink the water, 
care should be taken to use distilled or bottled water for irrigation. 

 

Flatulence 
Anal irrigation empties the bowel of feces and air. Experience shows that the release of gas from 

the rectum will be considerably reduced once irrigation is practiced regularly.  

 

Adaptation period 
An adaptation period of approx. 10 days may be expected. The procedure must be individually 

adjusted together with your health care professional regarding the amount of air to pump into the 

balloon, water to pump into the rectum, as well as recommended frequency of irrigating.  
 

IV. DISEASE AND SELF-CARE INFORMATION  

The bowel system 

The bowels are part of the digestive system, the primary function of which is to break down the 

food we eat. The food passes through the stomach and the small bowel (small intestine), where it 
is broken down and useful components are absorbed into the body. What is left continues to the 

large bowel (colon and rectum). 

 
The large bowel receives a liquid mixture of digested food and juices from the small bowel. The 

main function of the large bowel is to absorb water and salts and to store the waste products 

(feces) before they are transported to the rectum. The large bowel in an average size adult 

receives about 1,500 ml small bowel content a day and converts this into 150-200 ml of fecal 
matter. The bowel absorbs the remainder. 

 

On average it takes 1-3 days for food to pass through the entire digestive tract, though this can 
vary greatly from person to person. The time it takes for food to pass through the digestive 

system is called the transit time.  

 

The large bowel has two muscles, which make peristaltic movements when contracting. With the 
aid of peristalsis, the feces are moved onward from the large bowel into the rectum. Peristalsis is 

affected by a number of factors such as diet, posture and exercise. 

 
Peristalsis is a wavelike muscular contraction that transports digested food through the intestines 

to the rectum. The two colon muscles; one longitudinal muscle along the colon and one circular 

muscle around the colon make the contraction. 
 

There are two sphincters in the rectum controlling the defecation process. The internal sphincter 

is an extension of the colon musculature and is controlled by reflex, i.e. we cannot consciously 

control it. The external sphincter can be controlled consciously by the brain. 
 

There are two sphincters in the rectum affecting the evacuation – the internal and the external 

sphincter. The function of the anal sphincters is to maintain continence and prevent leakage.  
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Once the rectum receives feces from the large bowel, it is registered in a set of nerve endings. 

These nerve endings send a signal to the brain that the rectum is full and that it is time to go to 
the toilet. At this point you can choose to wait for a more suitable time. If you wait too long 

however, the urge will disappear and the feces will be forced back into the large bowel. 

 

When you decide to go to the toilet, you activate the defecation reflex by relaxing the external 
sphincter. Typically, the presence of approx. 150 ml of feces will result in a reflex relaxation of 

the internal sphincter. The external sphincter relaxes and the feces are expelled with the aid of 

gravity and muscle contractions in the rectum. 
 

Causes of bowel dysfunction 

There are many causes of bowel dysfunction and reasons for initiating anal irrigation. The most 
frequent reasons are mentioned below. In order to receive appropriate and effective treatment, a 

diagnosis from your health care professional is essential.   

 

Neurological disorders 

The defecation mechanism, i.e. the nerves that send a signal to your brain telling you when you 

need to go to the toilet, may be impaired due to a medical condition or disease, such as: a spinal 

cord injury, spina bifida, multiple sclerosis, Parkinson’s disease, apoplexia, Alzheimer’s disease 
or brain tumors. 

 

Sensory disorders 
The sensory function of the rectal mucosa may be impaired. This can occur after surgery, as a 

result of colitis, compaction, rectal prolapse or as a result of surgical correction of congenital 

absence or abnormality of the anal opening (anal atresia). 

 
Muscular disorders 

Damage to the sphincter muscle due to external injuries, tumours or their surgical removal, 

perineal tear from a vaginal birth, straining from constipation or rectal prolapse.  
 

Psychological/psychiatric disorders 

Caused by psychoses, depression, depersonalisation or role conflicts (in children and adults) as 

well as a result of sexual abuse. 
  

Page 113 of 159

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 17 of 18 

 
Reduced tissue elasticity 

Frequent in old age or after multiple births. 
 

The effect of food and exercise 

Food plays an important role in managing your bowels. It is important to find the right balance 

of stool consistency to avoid either constipation or liquid stools, which will increase the risk of 
fecal incontinence.  

 

Dietary fiber generally soften stool and reduce the passage time. Too much fiber, however, can 
worsen symptoms of bloating and stomach pain.  

 

It is worth noting that some food and liquids such as coffee and artificial sweeteners have a mild 
laxative effect. It is always important to drink plenty of fluids.  

 

Finally physical exercise has a mechanical effect on the bowels, which improves bowel 

movement. 
 

Constipation 

Constipation and fecal incontinence are both symptoms of bowel dysfunction and you often 
experience both fecal incontinence and constipation at the same time.  

 

Bowel function and defecation habits vary from one person to another. Some have daily bowel 
movements, others every second or third day. Owing to the extensive variation in the normal 

defecation pattern, it is difficult to offer a clear definition of constipation. 

 

Constipation occurs when the bowel’s movements are reduced. This prolongs transit time in the 
large bowel and more fluid is absorbed from the feces than with normal transit time, resulting in 

hard and lumpy stools. This will often result in general discomfort and in some cases disturbed 

bladder-emptying patterns. 
 

Constipation is generally perceived as:  

 

• Fewer than three defecations a week. 
• Prolonged lavatory visits with straining and soreness in the rectum. 

• Hard, sparse and lumpy stools. 

 
Because of this natural variation, changes in digestive and bowel movement patterns will be 

perceived differently depending on what one is accustomed to. 

 

Fecal incontinence 

Fecal incontinence can be defined as lack of control of bowel evacuation resulting in involuntary 

defecation. Anal incontinence also includes incontinence for air (flatus).  

 
In many cases, fecal incontinence occurs as the result of insufficient sensation in the rectal 

region. In other words, you do not register the urge to defecate. At the same time, control of the 

internal and external sphincters may be entirely or partially lacking. 
 

Chronic constipation, in which the rectum wall is severely over-stretched, may result in fecal 

incontinence as the normal defecation reflexes are deactivated by the chronic stretch. At the 
same time, fluid passes around the fecal mass in the bowel. Often the internal sphincter has 

reduced function because it is expanded and liquid stools mixed with dry and hard stool may 

pass. 
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V. USER ASSISTANCE INFORMATION: 

 

Coloplast in brief 

Coloplast A/S is a Danish company founded in 1957 with more than 7,000 employees. 
 

Coloplast develops, produce and market products and services that make life easier for people 
with very personal and private medical conditions. Working closely with the people who use our 
products, we create solutions that are sensitive to their special needs. Coloplast calls this 
intimate healthcare. Our business includes:  
 

 Chronic Care refers to our two largest business areas, Ostomy and Continence Care. 
These are chronic areas because the people who live with an ostomy or who are 
incontinent will have to use our products on a daily basis – many for the re-minder of 
their lives. 

 Urology Care products for surgical treatment of urological disorders, such as erectile 
dysfunction, urinary incontinence, weak pelvic muscles, kidney stones and enlarged 
prostate. 

 Wound Care products for wound healing and skin care. Coloplast specialize in moist 
wound healing. 

 Skin care products improve comfort and prevent skin conditions for people with injured 
or at-risk skin e.g. hospital patients and stoma-users.  

 

 
Coloplast A/S operates globally with sales subsidiaries in our principal markets worldwide. 

 

 

Coloplast A/S 

Holtedam 1 

DK-3050 Humlebæk 

www.coloplast.com  

 
 
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 
recommendations. 

 
(Coloplast logo) Coloplast and Peristeen are registered trademarks of Coloplast A/S. 

© 04.04./BM004. All rights reserved Coloplast A/S, 3050 Humlebæk, Denmark.Manufacturer: Coloplast A/S, 
3050 Denmark. 
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Peristeen Anal Irrigation 
Training for Health Professionals Guide 

Device Description: 
 
Peristeen Anal Irrigation system consists of a single-use rectal catheter with a balloon for retention; a control unit 
with a manual switch to add pressure to the water bag, inflate and deflate the balloon on the catheter; a bag with a 
lid to hold water, leg straps that may be used to fasten the control unit and tubing to the thigh, and tubes with 
connectors. The system is provided with a storage case. The System and accessories are pictured in Figure 1.  
 

 
Figure 1: Peristeen Anal Irrigation System 

 
The Peristeen Anal Irrigation System is made up of the following parts: 
 

 Part Name What does it do? How many times can it 
be used?* 

1.  RECTAL CATHETER 
WITH BALLOON 

RECTAL CATHETER allows flow of water into lower colon; 
inflated BALLOON keeps water in rectum/colon during 
irrigation 

Use 1 time only, discard 
after use (single use only) 
Note: Reuse of the single 

use rectal catheter may 

create a potential risk to the 

user. 
2.  CONTROL UNIT & 

PUMP (see symbol 
key below) 

The CONTROL UNIT allows air or water to go through the 
system;  
The PUMP inflates or deflates the balloon & makes the water 
flow through the catheter 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

3.  Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal catheter; 1 
TUBE allows air to be pumped in or out of the BALLOON; the  
CONNECTORS attach the TUBES to the CONTROL UNIT 
and the LID 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

4.  Screw-on LID with 
flip-top and suction 
tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

5.  WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times (equal to 
irrigating every other day 
for 1 month) 

6.  STRAP The STRAPs wrap around your leg and hold the CONTROL 
UNIT and TUBES in place 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

7.  STORAGE CASE The STORAGE CASE holds all the system parts and keeps 
them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 
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Peristeen Rectal Catheter 

 
The Peristeen rectal catheter is intended to allow the flow of water into the colon; the balloon prevents leakage 
of the fluid while irrigating.  The catheter is provided non-sterile and is intended for single use only.  
Photographs of the un-inflated, inflated, and a simulated use model of the catheter are provided in Figure 2. 

 

    
Figure 2: Un-inflated, Inflated, and Simulated Model Peristeen Rectal Balloon Catheter 

Peristeen System Control Unit/Tubing Assembly 

The control unit is used for regulation of air in the balloon and water flowing through the catheter into the 
rectum. The control unit has an acrylonitrile/ 
butadiene/styrene (ABS) housing.  A PVC hand pump is attached to one port of the control unit; it has an ABS 
exhaust cap for air intake.  

 
The control unit housing has a manually operated knob that has the following four positions: 
 

 

  Finish       Inflate balloon      Pump water   Deflate balloon/release air 
 

 
        Figure 3: Peristeen Control Unit 
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The rectal catheter and the water bag are connected to the Control Unit via silicone tubing with color-coded 
connectors. Water flows through the larger tubes and air flows through the smaller tube.  The blue connector 
attaches to the rectal catheter; the gray connector attaches to the gray lid for the water bag.  The Control Unit is 
provided non-sterile and can be used up to 90 times before replacement. 
 

Peristeen System Lid/Suction Tube assembly  

The gray lid is screwed onto the threaded sleeve of the water bag to secure the water inside; it has a flip-top 
that can be opened for filling or emptying. There is a two-lumen connection port in the top of the lid for the 
large-lumen tubing.  A suction tube attached to the lid draws the water from the bag into the tubing.  The 
Lid/Suction Tube assembly is provided non-sterile and can be used up to 90 times before replacement. 
 

                              
Figure 4: Peristeen Lid/Connector/Tubing  Peristeen Lid/Suction Tube Assembly 

Peristeen System Water Bag 

The polyethylene bag is designed to hold water for irrigation.  Volume indicator markings are labeled on the 
side of the bag so that the volume used may be tracked.  The bag holds 1000 ml of fluid.  It is provided non-
sterile and may be used up to 15 times before replacement.   

 
Figure 5: Peristeen Water Bag & Tubing 

 

Peristeen System General Information  

For ease of use, polyester elastic straps are provided that may be used to fasten the control unit and tubing to 
the thigh.  

Page 118 of 159

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



 

 

 

 

 

 

 

 

 

Contraindications: 
Peristeen Anal Irrigation must not be used in the following situations: 

 Known obstruction of the large bowel due to strictures or tumors 

 Acute inflammatory bowel disease 

 Diverticulitis 

 Complex diverticular disease 

 Abdominal or anal surgery within the last 3 months 

 In patients who are pregnant and have not used the system before* 

 

*If the patient is pregnant and has never used anal irrigation before, they should not start the irrigation procedure 

during pregnancy. 

 
 
Precautions 
 
Always consult a physician/health care professional with experience in using Peristeen before starting up the 

irrigation procedure.  If you are heavily constipated an initial and thorough clean-out of your bowels is advisable 

before starting up the irrigation procedure.  Please consult your health care professional.  

 

Special caution must be shown if you have or have had any of the following: 

 Inflammatory bowel disease (e.g. Crohn’s disease or ulcerative colitis) 

 Ischemic colitis 

 Any Anorectal condition, which may cause pain or bleeding e.g. anal fissure, severe hemorrhoids (third or 
fourth degree hemorrhoids) 

 Irradiation therapy in the abdominal or pelvic region 

 Diverticular disease 

 Previous abdominal or anal surgery 

 Recent colonic biopsy or polypectomy 

 Spinal cord shock phase 

 Autonomic dysreflexia 

 Cancer in the abdominal or pelvic region 

 Fecal impaction 

 Long term steroid therapy 

 Anticoagulant therapy or bleeding disorder 

 Change stool pattern like sudden diarrhea of unknown origin.  The cause for diarrhea must be identified 

 Rectal medication for other diseases.  The effect of such medication may be diluted by the anal irrigation.  

 Severe cognitive impairment (unless caregiver is available to supervise/administer) 

 Children under 2 years of age 

 

If any of the above conditions apply to you, anal irrigation must only be initiated after careful investigation and 

instruction by your health care professional. 

When you use anal irrigation you must consult a physician in case of: 

 Onset of any of the above mentioned conditions 

 Blood in feces, weight loss, abdominal pain 

 Changes in the frequency, color and consistency of the stools 

 Concurrent use of laxatives or other rectal medications 

 

For hygienic reasons the Peristeen Anal Irrigation system must only be used by the same person.  Do not share with 

others. 
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Instructions for Use: 
 

Each patient and/or caregiver should be trained in the following steps and should perform these steps with physician 

assistance to ensure that all steps are understood and can be accomplished independently. 

Operating Information 
 
SPECIAL NOTES 

 

When changing to a new WATER BAG, unscrew the grey LID with attached tube from the bag and put in into the 

replacement bag. Do not kink the suction tube when storing the WATER BAG in the STORAGE CASE. 

 

The CONTROL UNIT has a knob with symbols on it; these symbols are included in the instructions and the key is as 
follows: 
 

 = FINISH 
 

 = INFLATE BALLOON 
 

 =  PUMP WATER 
 

 =  DEFLATE BALLOON/RELEASE AIR 
 
 

Preparation 
Anal irrigation is most commonly carried out while sitting on the toilet. 

 

 

 

1. Open the lid and fill the bag to the top with lukewarm water (96-100 °F). As the bag 

unfolds, the water level will fall and refilling is necessary. Although you need less water 

for the irrigation, the bag must be filled completely to function properly. Close the lid by 

clicking it into place. 

 

Note: Use clean tap water. If you do not  have access to clean tap water, then we 

recommend using bottled water. Do not add any additives to the water. 

 

 

 

2. Attach the tube with the grey connector to the grey screw top. Lock the connector by 

turning it (one half turn) 90° clockwise. 

 

 

 

 

 

3. Open the catheter packaging about 1 inch but leave the catheter in the packaging.  

 

Attach the tube with the blue connector to the rectal catheter by pushing them together 

and turn until the connect locks.  Lock the connector by turning it one-half turn 

clockwise.  
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4. Attach the catheter packaging to a vertical surface by removing the paper circles 

from the catheter package and sticking the adhesive dots on the package to the wall or 

door.  

 

 

 

 

 

 

5. Turn the knob on the control unit to the water symbol  and pump water into the 

catheter packaging (2 to 3 pumps) to activate the coating.  

Turn the knob on the control unit to the balloon symbol  to prevent any more water 

from going in the package. Wait 30 seconds.  This will make the outside of the catheter 

slippery (lubricated) and it will be easier to put into the rectum. Remove the lubricated 

catheter from the packaging and use it immediately. 

 

 

Tip: For extra stability when pumping, you can attach the control unit to the thigh by using the strap: 

A 

 

B 

 

 

Attach the control unit and tubing to the thigh by using the strap:  

 

A. Place the strap around the base of the pump. Slide the strap through 

the buckle and pull tight. 

 

 

 

 

B. Fit the pump to your thigh, adjusting the strap for a comfortable fit. 

 

Insertion of rectal catheter 

 

 

 

 

6. Ensure the knob on the control unit is pointing to the balloon symbol 

. As instructed by your health care professional, insert the rectal 

catheter carefully into the rectum without using force.   The catheter 

should slide in smoothly.  

 

 

 

 

When inserting the catheter, hold it by the finger grip. The finger grip is 

the widest part of the catheter.  Your healthcare professional will instruct 

you how far to insert the catheter.  
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Inflation of balloon   

 
 

 
 
 
 

7. Start pumping gently to inflate the balloon. Your health care 

professional will advise you how many times to pump. A few pumps are 

usually enough.  Your healthcare provider will write down the number of 

times to pump on the Health Care Notes form they gave you.  

 

 

 

 

   

 

Note: Do not overinflate the balloon. The balloon on the small catheter 

must not be pumped more than twice. The balloon on the regular catheter 

must not be pumped more than five times. 

 

 

 

 

Note: If you sense that the balloon is too big, turn the knob to the air 

symbol  to deflate it. When ready turn to the balloon symbol  to 

inflate the balloon once again.  

 

 

 

Insertion of water 

 

8. Turn the knob on the control unit counter-clockwise to the water 

symbol  .  Squeeze the pump slowly-about once per second-until the 

right amount of water has flowed in.  Your healthcare provider will train 

you on how much water to use and they will write down the number of 

times to pump on the Health Care Notes form they gave you.    

 

If water leaks, try inflating the balloon further by turning the knob on the 

control unit clockwise to the balloon symbol  and pump one more 

time. Turn the knob anti-clockwise to the water symbol  and resume 

irrigation. 

 

 In case of discomfort, turn the knob of the control unit to the balloon 

symbol  to stop the water flow and wait until it ceases. When you are 

ready, turn the knob back to the water symbol  and resume pumping. 

If the discomfort continues, deflate the balloon, remove the catheter and  

contact your health care professional immediately. 

 

Removal of rectal catheter 

 

 

9. Turn the knob on the control unit counter-clockwise to the air symbol 

 to deflate the balloon. Often the catheter will slide out by itself; if not, 

pull the catheter gently. 

 

Note: Do not remove the catheter before the balloon is completely 

deflated 

Note: For most efficient result remove the catheter immediately after the 

balloon has deflated 

Emptying 
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10. Soon the colon will start to empty itself. If nothing happens, try to 

press, cough or move the upper part of your body to activate the 

emptying process. The drainage time is individual, but on average it takes 

thirty minutes.  

 

Conclusion 

 

 

 

11. Unlock the connectors from the lid and the catheter. Discard the 

single use catheter.  

 

Pour excess water out of the bag. 

 

When storing the system, turn the knob on the control unit anti-clockwise 

to the finish symbol . When the knob is placed in this position, any 

remaining water in the tubes will run out. Ensure the tubes are not kinked 

when stored in the storage case and that the system and all its parts are 

kept away from sharp objects. 

 

        The set and the rectal catheter should be stored at room temperature               

(max. 77°F) and out of direct sunlight.   
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Physician Notes: 
 
Peristeen Anal Irrigation is designed to be carried out independently or with the assistance of a 
caregiver in the user’s home. It is important that a healthcare professional supervises the first 
use of Peristeen Anal Irrigation to help the patient use the system safely, optimally and with 
confidence. Once a patient and/or caregiver has completed irrigation under supervision, they 
may try the procedure alone.  Sometimes more than one training session is required so each 
patient should be considered individually in terms of their readiness and capability to do so. 
Subsequent irrigations should be followed-up by consultations in person or by telephone until 
the patient and/or caregiver has fully adapted the procedure to meet the individual needs and 
until they are confident to continue the procedure independently. If a patient is heavily and/or 
chronically constipated, it may be necessary to thoroughly clean out their bowels before starting 
Peristeen Anal Irrigation. 
 
Physicians should prescribe irrigation based upon a comprehensive evaluation of the nature of 
the patient’s fecal incontinence and the frequency of either constipation or soiling episodes.  
Generally, Coloplast recommends that anal irrigation be performed every other day; more or 
less frequent irrigation may be advised depending upon individual patient needs. 
 
Prior to starting Peristeen Anal Irrigation for the first time, please take time to describe the 
procedure to your patient, answer any questions, and help manage their expectations. To avoid 
potential disappointment or concern that anal irrigation does not work for them, explain that an 
initial period of adjustment is perfectly normal and is required to establish their personalised 
routine. An anal irrigation bowel diary is a good way of keeping track of progress during this 
period (see table 1). Peristeen Anal Irrigation can work successfully within a few days but for 
some individuals it can take 4 to 6 weeks for the treatment to settle down and become routine.   
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For new users of Peristeen Anal Irrigation, the irrigation routine should be tailored to meet their 
individual requirements. It is helpful to ensure the patient understands that, at first, some trial 
and error will be required to optimise the process and establish their personalised routine. For 
some people it can take 4 to 6 weeks to adapt the routine.  Make sure to complete a Health Care 
Notes form for the patient and/or caregiver to refer to.  The Anatomy Notes sheets can also be 
used to make notes and special recommendations on an individual basis. 
 
There are several parameters that can be adjusted if required:  
1. Amount of air in the catheter balloon 
2. Amount of water used for irrigation 
3. Frequency of irrigation 
 
 Amount of air in the catheter balloon 
The function of the balloon is to hold the catheter in place in the rectum; the degree to which the 
balloon must be inflated to achieve this (i.e. the number of pumps of air required) depends on 
the condition of the individual’s sphincter and rectum. The average size adult will probably 
require 3 to 4 pumps of air in the balloon (maximum 5 pumps); for smaller patients, 1 to 2 
pumps may be sufficient. Insufficient air can cause water to leak or the catheter to slide out of 
the rectum. If water leaks during the procedure, patients and/or caregivers should attempt 
pumping one more time to a maximum of 5 pumps in total. Conversely, too much air can cause 
the balloon to be expelled. If this happens, repeating the procedure using a little less air should 
be attempted. The frequency of expulsions often decreases as a patient becomes used to the 
procedure. 
 
Please use the following notes to guide the amount of air pumped into the balloon for an average 
size adult patient: 
  
• Intact sphincter reflexes and muscle tone: 1 to 3 pumps  
• Flaccid bowels or low sphincter tone: 3 to 5 pumps. If the catheter still slides out 
of the rectum, it may be supported by holding in place 
• Strong anorectal reflexes: The balloon may be expelled after only 1 to 2 pumps; 
careful insertion and inflation of the balloon is necessary, using less air 
  
For smaller patients, 1 to 2 pumps is recommended. 
 
Amount of water for irrigation 
The volume of water required to effectively empty the bowel depends on several factors 
including the patient’s bowel condition, their diet and the frequency of irrigation.  
 
When first using Peristeen Anal Irrigation in adults, a water volume of 500 ml is recommended, 
and irrigation should be performed daily. This volume can be gradually increased, over the next 
few weeks, until the individual feels they are completely empty and have no accidents between 
irrigations. Increases in volume should be done slowly, especially in younger patients and 
patients with spina bifida. Many adult patients eventually use a volume in the region of 750 ml; 
however, studies have shown that the amount of water varies from 200 to 1500 ml in adults. 
Some patients with upper neurone damage experience evacuation of the bowel at low water 
volumes (e.g. 200 to 300 ml); in some cases the irrigation procedure might need to be repeated 
to ensure sufficient emptying.  
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If leakage occurs after the irrigation try: 
 
• Advising the patient to stay on the toilet a little longer to allow complete 
emptying of the bowel 
• Reducing the volume of water 
• Two half volume irrigations (e.g. two 250 ml irrigations instead of one 
500 ml irrigation)  
 
If irrigation water is not expelled after sitting on the toilet for 20 to 30 minutes, it could be that 
the bowel has absorbed the water because the patient is dehydrated or that the irrigation fluid is 
captured in impacted stools:  
 
• Repeat the irrigation using the same volume of water 
• Advise the patient to drink more fluids − at least 1.5 litres per day and more in 
hot weather 
 
The recommended rate for pumping water into the bowel is one pump per second. Pumping 
water into the bowel too quickly may cause discomfort, sweating, dizziness and stomach pain; if 
this occurs, the procedure can be paused at any time and resumed when the discomfort has 
passed and the patient feels ready. If the discomfort does not pass, the irrigation should be 
stopped and the patient’s usual bowel care routine followed to achieve emptying.  
 
Water should be lukewarm (96 to 100°F).  If the water is too hot it may damage the mucous 
membranes lining the bowel and if it is too cold it may trigger reflexes and increase spasms. 
Plain tap water is recommended or bottled water when travelling in countries where drinking 
tap water is not recommended.  
 
Frequency of irrigation 
For patients who are new to Peristeen Anal Irrigation, it is recommended to irrigate on a daily 
basis. After one or two weeks some patients find that irrigation can be tried every second day.  
As the frequency of irrigation is decreased, it may be necessary to adjust other parameters; for 
example, the volume of water may need to be increased to achieve complete emptying. Some 
patients will find it necessary to irrigate every day but eventually most patients settle into a 
routine of irrigation every other day. Conducting irrigation at approximately the same time each 
day seems to work best for most people, but is not essential. Eating and drinking stimulate the 
bowel, so about 30 minutes after a meal gives the best chance of the irrigation working with the 
natural activity of the bowel and achieving the best emptying.  The most convenient time can be 
chosen by the patient to fit in with their daily routine. Alternatively, it can be varied to fit around 
a changing routine giving the patient the maximum possible freedom.   
 
The system and the rectal catheters should be stored at room temperature (maximum 77°F) and 
out of direct sunlight. When storing the system, ensure that you turn the knob on the control 

unit to the Finish symbol .  Also ensure that the tubes are not kinked and that the system is 
kept away from sharp objects.  
 
The tubes can be cleaned by turning the knob on the control unit to the water symbol and 
pumping the dirty water out of the tube. Patients may choose to change the tube with the blue 
connectors more frequently if desired. The outer surface of all the components (excluding the 
single use catheter) can be washed in mild soapy water and rinsed thoroughly. The Control Unit 
knob should be in the Finish position when the Peristeen System is not in use. 
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Product Evaluation: 
 
Coloplast requests physicians to notify the company of any complications which may develop with the 

use of this device, and requests return of any used devices or components associated with the 

complication. For safe handling during shipment and upon receipt, Coloplast requests that devices be 

decontaminated prior to shipment. This is requested even though Coloplast will autoclave-sterilize any 

opened product returned. Alteration for the purposes of venting to prevent additional damage will be 

performed as required. If necessary, Coloplast may analyze the device, and the patient and physician 

may be asked to allow Coloplast to perform tests that might alter the condition of the device. 

 

Any complications from the use of this device should be brought to our immediate attention by 

contacting: Quality Assurance, Product Evaluations Department, Coloplast Corp.,1601 West River 

Road North, Minneapolis, MN 55411 

Toll-free telephone (800) 338-7908 in USA; or outside USA: (612) 337-7800 
 
Product Order Information  
 

To order, please contact your local sales representative or Coloplast Customer Service Department 

at: Coloplast, 1601 West River Road North, Minneapolis, MN 55411; Toll-free telephone: (800) 258-

3476; or outside USA: (612) 337-7800; or fax (866) 216-4161 or outside USA: (612) 337-7803. 
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INSTRUCTIONS FOR USE 
PERISTEEN ANAL IRRIGATION SYSTEM 

 
Non-Sterile.  Single Patient Use Only.  Does not contain natural rubber latex. 
 
Caution: Federal Law restricts this device to sale by or on the order of a physician. 
 
Intended Use: 
The Peristeen Anal Irrigation System is intended to instill water into the colon through a rectal catheter – 
which incorporates an inflatable balloon – inserted into the rectum to promote evacuation of the contents of 
the lower colon.  The Peristeen Anal Irrigation System is indicated for use by children (2 years -<12 years 
old), adolescent (12 years - <18 years old), transitional adolescent (18 - <21 years old) and adult patients 
with neurogenic bowel dysfunction who suffer from fecal incontinence, chronic constipation, and/or time-
consuming bowel management procedures.    
 
For more information on the Peristeen Anal Irrigation System, including complete user instructions, 
consult the Peristeen User Guide. 
 
For a copy of the Peristeen User Guide or a copy of the Peristeen Training for Health Professionals 
Guide, please call Coloplast customer service at 1-800-258-3476. 

 
Warning 
Anal irrigation procedure should always be carried out with care.  Bowel perforation is an 
extremely rare, but serious and potentially lethal complication to anal irrigation and will require 
immediate admission to a hospital, often requiring surgery. 
 
 
 
 
 
 
 
 

Contact your doctor immediately, if during or after anal irrigation you 
experience any of the following: 

• Severe and sustained abdominal pain or back pain, especially if 
combined with fever 

• Sustained anal bleeding 

Contraindications 
 
Peristeen Anal Irrigation must not be used in the following situations: 

• Known obstruction of the large bowel due to strictures or tumors 
• During the spinal cord shock phase 
• Acute inflammatory bowel disease 
• Diverticulitis 
• Complex diverticular disease 
• Abdominal or anal surgery within the last 3 months 
• In patients who are pregnant and have not used the system before* 

 
*If the patient is pregnant and has never used anal irrigation before, they should not start the 
irrigation procedure during pregnancy. 
 
Precautions 
Always consult a physician/health care professional with experience in using Peristeen before 
starting up the irrigation procedure.  If you are heavily constipated an initial and thorough clean-out 
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of your bowels is advisable before starting up the irrigation procedure.  Please consult your health 
care professional.  
 
Special caution must be shown if you have or have had any of the following: 

• Inflammatory bowel disease (e.g. Crohn’s disease or ulcerative colitis) 
• Ischemic colitis 
• Any Anorectal condition, which may cause pain or bleeding e.g. anal fissure, severe 

hemorrhoids (third or fourth degree hemorrhoids) 
• Irradiation therapy in the abdominal or pelvic region 
• Diverticular disease 
• Previous abdominal or anal surgery 
• Recent colonic biopsy or polypectomy 
• Autonomic dysreflexia 
• Cancer in the abdominal or pelvic region 
• Fecal impaction 
• Long term steroid therapy 
• Anticoagulant therapy or bleeding disorder 
• Change stool pattern like sudden diarrhea of unknown origin.  The cause for diarrhea must 

be identified 
• Rectal medication for other diseases.  The effect of such medication may be diluted by the 

anal irrigation.  
• Severe cognitive impairment (unless caregiver is available to supervise/administer) 
• Children under 2 years of age 

 
If any of the above conditions apply to you, anal irrigation must only be initiated after careful 
investigation and instruction by your health care professional. 
When you use anal irrigation you must consult a physician in case of: 

• Onset of any of the above mentioned conditions 
• Blood in feces, weight loss, abdominal pain 
• Changes in the frequency, color and consistency of the stools 
• Concurrent use of laxatives or other rectal medications 

 
For hygienic reasons the Peristeen Anal Irrigation system must only be used by the same person.  
Do not share with others. 
 

 
           

      
 

               
       

               
 

 
           

 
 
 
 

 
Please read the whole instruction including warnings, contraindications and precautions 

before carrying out the anal irrigation procedure 
 

It is vital for your safety that you consult a physician/health care professional with 
experience using Peristeen before starting up the irrigation procedure. 

We also require that you receive thorough instruction from a health care professional 
before using this product 

 
Your first irrigation must be supervised by a health care professional. 
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PERISTEEN ANAL IRRIGATION - DESCRIPTION 
 
The Peristeen Anal Irrigation System is made up of the following parts: 
 

 Part Name What does it do? How many times can 
it be used?* 

1. RECTAL 
CATHETER 
WITH 
BALLOON 

RECTAL CATHETER allows flow of water into lower 
colon; inflated BALLOON keeps water in rectum/colon 
during irrigation 

Use 1 time only, 
discard after use (single 
use only)  
Note: Reuse of the 
single use rectal 
catheter may create a 
potential risk to the 
user. 

2. CONTROL 
UNIT & PUMP 
(see symbol key 
below) 

The CONTROL UNIT allows air or water to go through 
the system;  
The PUMP inflates or deflates the balloon & makes the 
water flow through the catheter 

Use 90 times (equal to 
irrigating every other 
day for 6 months) 

3. Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal 
catheter; 1 TUBE allows air to be pumped in or out of the 
BALLOON; the  CONNECTORS attach the TUBES to 
the CONTROL UNIT and the LID 

Use 90 times (equal to 
irrigating every other 
day for 6 months) 

4. Screw-on LID 
with flip-top and 
suction tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times (equal to 
irrigating every other 
day for 6 months) 

5. WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times (equal to 
irrigating every other 
day for 1 month) 

6. STRAP The STRAPs wrap around your leg and hold the 
CONTROL UNIT and TUBES in place 

Use 90 times (equal to 
irrigating every other 
day for 6 months) 

7. STORAGE 
CASE 

The STORAGE CASE holds all the system parts and 
keeps them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 
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5. Turn the knob on the control unit to the water symbol  and pump water into the catheter 
packaging (2 to 3 pumps) to activate the coating.  
Turn the knob on the control unit to the balloon symbol  to prevent any more water from 
going in the package. Wait 30 seconds.  This will make the outside of the catheter slippery 
(lubricated) and it will be easier to put into the rectum. Remove the lubricated catheter from the 
packaging and use it immediately. 
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How do I clean my Peristeen Anal Irrigation system? 
The surface of all the components (not including the single use catheter) can be washed in mild soapy water. 
 
 It is possible to replace the tube with the blue connector if it becomes soiled. 
 
How should my Peristeen Anal Irrigation system be stored? 
The set and the rectal catheter should be stored at room temperature (max. 77  F) and out of direct sunlight. When storing the system, ensure that 
you turn the knob on the control unit to the finish symbol . Also ensure that tubes are not kinked and that the systems is kept away from sharp 
objects. 
 
Product Evaluation: 
 
Any complications from the use of this device should be brought to our immediate attention by 
contacting: Quality Assurance, Product Evaluations Department, Coloplast Corp.,1601 West River 
Road North, Minneapolis, MN 55411 
Toll-free telephone (800) 338-7908 in USA; or outside USA: (612) 337-7800 
 
Product Order Information  
 
To order, please contact your local sales representative or Coloplast Customer Service Department 
at: Coloplast, 1601 West River Road North, Minneapolis, MN 55411; Toll-free telephone: (800) 
258-3476. 
 
Distributor: 
Coloplast Corp. 
Minneapolis 
MN 55 411 
USA 
Tel. 1-800-533-0464 
www.us.coloplast.com 
 
Manufacturer: 
Coloplast A/S 
Holtedam 1 
DK-3050 Humlebæk 
www.coloplast.com  
 
Coloplast accepts no liability for injury or loss that may arise if this product is used in a manner contrary to Coloplast’s current 
recommendations. 
(Coloplast logo) Coloplast and Peristeen are registered trademarks of Coloplast A/S or related companies. 
© 04.04./BM004. All rights reserved Coloplast A/S, DK-3050 Humlebæk, Denmark. 
Manufacturer: Coloplast A/S, -3050 Denmark. 
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PERISTEENTM ANAL IRRIGATION USER GUIDE 
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I. DESCRIPTIVE INFORMATION 
 
Non-Sterile.  Single Patient Use Only.   Does not contain natural rubber latex. 
Caution: Federal law restricts this device to sale by or on the order of a physician. 

A. Indications for Use 
The Peristeen™ Anal Irrigation System is intended to instill water into the 
colon through a rectal catheter-which incorporates an inflatable balloon-
inserted into the rectum to promote evacuation of the contents of the lower 
colon.  The Peristeen™ Anal Irrigation System is indicated for use by children 
(2 years - <12 years old), adolescent (12 years - < 18 years old), transitional 
adolescent (18 - <21 years old) and adult patients with neurogenic bowel 
dysfunction who suffer from fecal incontinence, chronic constipation, and/or 
time-consuming bowel management procedures.  
 

B. Description of the device: 
 

Peristeen Anal Irrigation system consists of a single-use rectal catheter with a balloon for 
retention; a control unit with a manual switch to add pressure to the water bag, inflate and 
deflate the balloon on the catheter; a bag with a lid to hold water, leg straps that may be used 
to fasten the control unit and tubing to the thigh, and tubes with connectors. The system is 
provided with a storage case. The System and accessories are pictured in Figure 1.  

 

 
Figure 1: Peristeen Anal Irrigation System 
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The Peristeen Anal Irrigation System is made up of the following parts: 
 

 Part Name What does it do? How many 
times can it be 

used?* 
1. RECTAL 

CATHETER WITH 
BALLOON 

RECTAL CATHETER allows flow of water into lower 
colon; inflated BALLOON keeps water in rectum/colon 
during irrigation 

Use 1 time only, 
discard after use 
(single use only)  
Note: Reuse of 
the single use 
rectal catheter 
may create a 
potential risk to 
the user. 

2. CONTROL UNIT & 
PUMP (see symbol 
key below) 

The CONTROL UNIT allows air or water to go through 
the system;  
The PUMP inflates or deflates the balloon & makes the 
water flow through the catheter 

Use 90 times 
(equal to 
irrigating every 
other day for 6 
months) 

3. Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal 
catheter; 1 TUBE allows air to be pumped in or out of the 
BALLOON; the  CONNECTORS attach the TUBES to 
the CONTROL UNIT and the LID 

Use 90 times 
(equal to 
irrigating every 
other day for 6 
months) 

4. Screw-on LID with 
flip-top and suction 
tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times 
(equal to 
irrigating every 
other day for 6 
months) 

5. WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times 
(equal to 
irrigating every 
other day for 1 
month) 

6. STRAP The STRAPs wrap around your leg and hold the 
CONTROL UNIT and TUBES in place 

Use 90 times 
(equal to 
irrigating every 
other day for 6 
months) 

7. STORAGE CASE The STORAGE CASE holds all the system parts and 
keeps them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 

Peristeen Rectal Catheter 
 

The Peristeen rectal catheter is intended to allow the flow of water into the colon; the balloon 
prevents leakage of the fluid while irrigating.  The catheter is provided non-sterile and is intended for 
single use only.  Photographs of the un-inflated, inflated, and a simulated use model of the catheter 
are provided in Figure 2. 
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Figure 2: Uninflated, Inflated, and Simulated Model Peristeen Rectal Balloon Catheter 
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Peristeen Control Unit/Tubing Assembly 
The control unit is used for regulation of air in the balloon and water flowing through the catheter 
into the rectum. The control unit has an acrylonitrile/butadiene/styrene (ABS) housing.  A PVC hand 
pump is attached to one port of the control unit; it has an ABS exhaust cap for air intake.  

 
T
 

he control unit housing has a manually operated knob that has the following four positions: 

 

  Finish        Inflate balloon       Pump water       Deflate balloon 
 

 
        Figure 3: Peristeen Control Unit 

 
The rectal catheter and the water bag are connected to the Control Unit via silicone tubing with 
color-coded connectors. Water flows through the larger tubes and air flows through the smaller tube.  
The blue connector attaches to the rectal catheter; the gray connector attaches to the gray lid for the 
water bag.  The Control Unit is provided non-sterile and can be used up to 90 times before 
replacement. 
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Peristeen Lid/Suction Tube assembly  
The gray lid is screwed onto the threaded sleeve of the water bag to secure the water inside; it has a 
flip-top that can be opened for filling or emptying. There is a two-lumen connection port in the top of 
the lid for the large-lumen tubing.  A suction tube attached to the lid draws the water from the bag 
nto the tubing.  The Lid/Suction Tube assembly is provided non-sterile and can be used up to 90 
imes before replacement. 

i
t
 

                               
Figure 4: Peristeen Lid/Connector/Tubing   Peristeen Lid/Suction Tube  
Assembly 

Peristeen Water Bag 
The polyethylene bag is designed to hold water for irrigation.  Volume indicator markings are 
labeled on the side of the bag so that the volume used may be tracked.  The bag holds 1000 ml of 
fluid.  It is provided non-sterile and may be used up to 15 times before replacement.   

 
Figure 5: Peristeen Water Bag & Tubing 
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Peristeen System General Information  
For ease of use, polyester elastic straps are provided that may be used to fasten the control unit and 
tubing to the thigh.  
 
All the System components can be stored in the nylon case provided with the Peristeen System; the 
storage case also protects the components from exposure to direct sunlight.   
 
The Peristeen Rectal Balloon Catheter is provided non-sterile in a sealed pouch.  Two adhesive dots 
on the package (protected by two paper circles) allow the package to be attached to a wall or door so 
that the catheter may be pre-lubricated prior to its insertion (as described in the Instructions for Use 
and the User Guide).   The catheter is intended for single use only.  
 
The other components of the Peristeen system are provided non-sterile in plastic pouches packed in 
cardboard shelf boxes.  The complete System comes with the storage case and two packaged rectal 
catheters; supplementary component kits are available to allow the user to replace components as 
ecessary; these are also packaged as previously described. n

 
 

   
 

Figure 6: Peristeen Storage Case, Catheter package 
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Indications: 
The Peristeen™ Anal Irrigation System is intended to instill water into the colon through a 
rectal catheter-which incorporates an inflatable balloon-inserted into the rectum to promote 
evacuation of the contents of the lower colon.  The Peristeen™ Anal Irrigation System is 
indicated for use by children (2 years - <12 years old), adolescent (12 years - < 18 years old), 
transitional adolescent (18 - <21 years old) and adult patients with neurogenic bowel 
dysfunction who suffer from fecal incontinence, chronic constipation, and/or time-
consuming bowel management procedures.  
Warning 
Anal irrigation procedure should always be carried out with care.  Bowel perforation is an extremely rare, 
but serious and potentially lethal complication to anal irrigation and will require immediate admission to a 
hospital, often requiring surgery 
 
 
 
 
 
 
 
 
 
Contraindications: 
Peristeen Anal Irrigation must not be used in the following situations: 

• Known obstruction of the large bowel due to strictures or tumors 
• During the spinal cord shock phase 
• Acute inflammatory bowel disease 
• Diverticulitis 
• Complex diverticular disease 
• Abdominal or anal surgery within the last 3 months 
• In patients who are pregnant and have not used the system before* 

 
*If the patient is pregnant and has never used anal irrigation before, they should not start the irrigation 
procedure during pregnancy. 

 
 
Precautions 
 
Always consult a physician/health care professional with experience in using Peristeen before starting up 
the irrigation procedure.  If you are heavily constipated an initial and thorough clean-out of your bowels is 
advisable before starting up the irrigation procedure.  Please consult your health care professional.  
 
Special caution must be shown if you have or have had any of the following: 

• Inflammatory bowel disease (e.g. Crohn’s disease or ulcerative colitis) 
• Ischemic colitis 
• Any Anorectal condition, which may cause pain or bleeding e.g. anal fissure, severe hemorrhoids 

(third or fourth degree hemorrhoids) 
• Irradiation therapy in the abdominal or pelvic region 
• Diverticular disease 

Contact your doctor immediately, if during or after anal irrigation you 
experience any of the following: 

• Severe and sustained abdominal pain or back pain, especially if 
combined with fever 

• Sustained anal bleeding 
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• Previous abdominal or anal surgery 
• Recent colonic biopsy or polypectomy 
• Autonomic dysreflexia 
• Cancer in the abdominal or pelvic region 
• Fecal impaction 
• Long term steroid therapy 
• Anticoagulant therapy or bleeding disorder 
• Change stool pattern like sudden diarrhea of unknown origin.  The cause for diarrhea must be 

identified 
• Rectal medication for other diseases.  The effect of such medication may be diluted by the anal 

irrigation.  
• Severe cognitive impairment (unless caregiver is available to supervise/administer) 
• Children under 2 years of age 

 
If any of the above conditions apply to you, anal irrigation must only be initiated after careful 
investigation and instruction by your health care professional. 
When you use anal irrigation you must consult a physician in case of: 

• Onset of any of the above mentioned conditions 
• Blood in feces, weight loss, abdominal pain 
• Changes in the frequency, color and consistency of the stools 
• Concurrent use of laxatives or other rectal medications 

 
For hygienic reasons the Peristeen Anal Irrigation system must only be used by the same person.  Do not 
share with others. 
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5. Turn the knob on the control unit to the water symbol  and pump water into the catheter 
packaging (2 to 3 pumps) to activate the coating.  

Turn the knob on the control unit to the balloon symbol  to prevent any more water from 
going in the package. Wait 30 seconds.  This will make the outside of the catheter slippery 
(lubricated) and it will be easier to put into the rectum. Remove the lubricated catheter from the 
packaging and use it immediately. 
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The required amount of air to pump into the balloon and water to pump into the rectum is 
individual and your doctor or nurse will tell you how much to use.  They will write the amounts 
of air and water to pump on your Health Care Notes form.  You should not increase the amount 
of water uncritically since the bowel may retain it and release it over time in small amounts.  
 
Why is the temperature of the water important? 
The water must be lukewarm (96-100°F). If it is too hot, it may harm the delicate lining of the 
bowel; if it is too cold, stomach cramps may occur.  
 
How quickly should I pump the water? 
If the water is pumped too quickly into the bowel, you may experience discomfort such as 
sweating, dizziness and stomach ache. We recommend one pump per second or as recommended 
by your doctor or nurse. 
 
Can I stop the irrigation if I want a break?  
If you feel the need for a break, turn the knob on the control unit to the balloon symbol . 

When you are ready, turn the knob back to the water symbol  and resume pumping.  
 
What should I do if the irrigation water and/or feces do not come out (no emptying)? 
Try one or more of the following: sitting in the brace position (leaning/bending forward), 
coughing, standing up, abdominal massage. If water is still not expelled, then you may be 
heavily constipated and a clean-out of the bowel might be necessary. You might also be 
dehydrated, so remember to drink plenty of water and repeat the irrigation again the day after. 
Contact your health care professional for assistance. 
 
 
What should I do if water leaks  into the toilet?  
If water  leaks past the balloon and into the toilet there is no need to change the irrigation 
procedure if the irrigation still works. 
 
You can stop the pumping of water, wait for a while and fill some more water into the bowel. 
Make sure the catheter is placed in the correct position right above the sphincters. If water still 
seeps into the toilet, you can fill more air into the balloon and resume pumping water into the 
bowel. 
 
What if I experience leakages after irrigation?  
If you experience leakages after irrigation you might have used too much water. Make sure to 
use the amount of water recommended by your health care professional. You can also try to stay 
a little longer at the toilet. Contact your health care professional if you continue experiencing 
leakages.   
 
What if I experience defecation between irrigations? 
If you experience defecation between irrigations, the cause may be insufficient emptying after 
irrigation owing to constipation or hard stools. Contact your health care professional for different 
solutions, e.g. frequency of irrigation, amount of water and/or medication.   
 
How should my Peristeen Anal Irrigation system be stored? 
The system and the rectal catheter should be stored at room temperature  (maximum 77° F) and 
out of direct sunlight. When storing the system, ensure that you turn the knob on the control unit 
to the finish symbol .  Also ensure that tubes are not kinked and that the systems is kept away 
from sharp objects. 
 
How do I clean my Peristeen Anal Irrigation system? 
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The tube can be cleaned by turning the knob on the control unit to the water symbol and 
pumping the dirty water out of the tube. You may choose to change the tube with the blue 
connectors more frequently if you desire. The surface of all the components (excluding the 
single use catheter) can be washed in mild soapy water, and rinsed thoroughly. Remember to 
keep the Control Unit knob in the Resting/Storage position when you are not using the Peristeen 
System. 
 
What do I do when travelling? 
The bowels absorb water, so when travelling in countries where it is not safe to drink the water, 
care should be taken to use distilled or bottled water for irrigation. 
 
Flatulence 
Anal irrigation empties the bowel of feces and air. Experience shows that the release of gas from 
the rectum will be considerably reduced once irrigation is practiced regularly.  
 
Adaptation period 
An adaptation period of approx. 10 days may be expected. The procedure must be individually 
adjusted together with your health care professional regarding the amount of air to pump into the 
balloon, water to pump into the rectum, as well as recommended frequency of irrigating.  

 

IV. DISEASE AND SELF-CARE INFORMATION  
The bowel system 
The bowels are part of the digestive system, the primary function of which is to break down the 
food we eat. The food passes through the stomach and the small bowel (small intestine), where it 
is broken down and useful components are absorbed into the body. What is left continues to the 
large bowel (colon and rectum). 
 
The large bowel receives a liquid mixture of digested food and juices from the small bowel. The 
main function of the large bowel is to absorb water and salts and to store the waste products 
(feces) before they are transported to the rectum. The large bowel in an average size adult 
receives about 1,500 ml small bowel content a day and converts this into 150-200 ml of fecal 
matter. The bowel absorbs the remainder. 
 
On average it takes 1-3 days for food to pass through the entire digestive tract, though this can 
vary greatly from person to person. The time it takes for food to pass through the digestive 
system is called the transit time.  
 
The large bowel has two muscles, which make peristaltic movements when contracting. With the 
aid of peristalsis, the feces are moved onward from the large bowel into the rectum. Peristalsis is 
affected by a number of factors such as diet, posture and exercise. 

 
Peristalsis is a wavelike muscular contraction that transports digested food through the intestines 
to the rectum. The two colon muscles; one longitudinal muscle along the colon and one circular 
muscle around the colon make the contraction. 
 
There are two sphincters in the rectum controlling the defecation process. The internal sphincter 
is an extension of the colon musculature and is controlled by reflex, i.e. we cannot consciously 
control it. The external sphincter can be controlled consciously by the brain. 
 
There are two sphincters in the rectum affecting the evacuation – the internal and the external 
sphincter. The function of the anal sphincters is to maintain continence and prevent leakage.  
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Once the rectum receives feces from the large bowel, it is registered in a set of nerve endings. 
These nerve endings send a signal to the brain that the rectum is full and that it is time to go to 
the toilet. At this point you can choose to wait for a more suitable time. If you wait too long 
however, the urge will disappear and the feces will be forced back into the large bowel. 
 
When you decide to go to the toilet, you activate the defecation reflex by relaxing the external 
sphincter. Typically, the presence of approx. 150 ml of feces will result in a reflex relaxation of 
the internal sphincter. The external sphincter relaxes and the feces are expelled with the aid of 
gravity and muscle contractions in the rectum. 
 
Causes of bowel dysfunction 
There are many causes of bowel dysfunction and reasons for initiating anal irrigation. The most 
frequent reasons are mentioned below. In order to receive appropriate and effective treatment, a 
diagnosis from your health care professional is essential.   
 
Neurological disorders 
The defecation mechanism, i.e. the nerves that send a signal to your brain telling you when you 
need to go to the toilet, may be impaired due to a medical condition or disease, such as: a spinal 
cord injury, spina bifida, multiple sclerosis, Parkinson’s disease, apoplexia, Alzheimer’s disease 
or brain tumors. 
 
Sensory disorders 
The sensory function of the rectal mucosa may be impaired. This can occur after surgery, as a 
result of colitis, compaction, rectal prolapse or as a result of surgical correction of congenital 
absence or abnormality of the anal opening (anal atresia). 
 
Muscular disorders 
Damage to the sphincter muscle due to external injuries, tumours or their surgical removal, 
perineal tear from a vaginal birth, straining from constipation or rectal prolapse.  
 
Psychological/psychiatric disorders 
Caused by psychoses, depression, depersonalisation or role conflicts (in children and adults) as 
well as a result of sexual abuse. 
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Reduced tissue elasticity 
Frequent in old age or after multiple births. 
 
The effect of food and exercise 
Food plays an important role in managing your bowels. It is important to find the right balance 
of stool consistency to avoid either constipation or liquid stools, which will increase the risk of 
fecal incontinence.  
 
Dietary fiber generally soften stool and reduce the passage time. Too much fiber, however, can 
worsen symptoms of bloating and stomach pain.  
 
It is worth noting that some food and liquids such as coffee and artificial sweeteners have a mild 
laxative effect. It is always important to drink plenty of fluids.  
 
Finally physical exercise has a mechanical effect on the bowels, which improves bowel 
movement. 
 
Constipation 
Constipation and fecal incontinence are both symptoms of bowel dysfunction and you often 
experience both fecal incontinence and constipation at the same time.  
 
Bowel function and defecation habits vary from one person to another. Some have daily bowel 
movements, others every second or third day. Owing to the extensive variation in the normal 
defecation pattern, it is difficult to offer a clear definition of constipation. 
 
Constipation occurs when the bowel’s movements are reduced. This prolongs transit time in the 
large bowel and more fluid is absorbed from the feces than with normal transit time, resulting in 
hard and lumpy stools. This will often result in general discomfort and in some cases disturbed 
bladder-emptying patterns. 
 
Constipation is generally perceived as:  
 
• Fewer than three defecations a week. 
• Prolonged lavatory visits with straining and soreness in the rectum. 
• Hard, sparse and lumpy stools. 
 
Because of this natural variation, changes in digestive and bowel movement patterns will be 
perceived differently depending on what one is accustomed to. 
 
Fecal incontinence 
Fecal incontinence can be defined as lack of control of bowel evacuation resulting in involuntary 
defecation. Anal incontinence also includes incontinence for air (flatus).  
 
In many cases, fecal incontinence occurs as the result of insufficient sensation in the rectal 
region. In other words, you do not register the urge to defecate. At the same time, control of the 
internal and external sphincters may be entirely or partially lacking. 
 
Chronic constipation, in which the rectum wall is severely over-stretched, may result in fecal 
incontinence as the normal defecation reflexes are deactivated by the chronic stretch. At the 
same time, fluid passes around the fecal mass in the bowel. Often the internal sphincter has 
reduced function because it is expanded and liquid stools mixed with dry and hard stool may 
pass. 
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V. USER ASSISTANCE INFORMATION: 
 
Coloplast in brief 
Coloplast A/S is a Danish company founded in 1957 with more than 7,000 employees. 
 
Coloplast develops, produce and market products and services that make life easier for people 
with very personal and private medical conditions. Working closely with the people who use our 
products, we create solutions that are sensitive to their special needs. Coloplast calls this 
intimate healthcare. Our business includes:  
 

• Chronic Care refers to our two largest business areas, Ostomy and Continence Care. 
These are chronic areas because the people who live with an ostomy or who are 
incontinent will have to use our products on a daily basis – many for the re-minder of 
their lives. 

• Urology Care products for surgical treatment of urological disorders, such as erectile 
dysfunction, urinary incontinence, weak pelvic muscles, kidney stones and enlarged 
prostate. 

• Wound Care products for wound healing and skin care. Coloplast specialize in moist 
wound healing. 

• Skin care products improve comfort and prevent skin conditions for people with injured 
or at-risk skin e.g. hospital patients and stoma-users.  

 
 
Coloplast A/S operates globally with sales subsidiaries in our principal markets worldwide. 
 
 
Coloplast A/S 
Holtedam 1 
DK-3050 Humlebæk 
www.coloplast.com  
 
 
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 
recommendations. 
 
(Coloplast logo) Coloplast and Peristeen are registered trademarks of Coloplast A/S. 
© 04.04./BM004. All rights reserved Coloplast A/S, 3050 Humlebæk, Denmark.Manufacturer: Coloplast A/S, 
3050 Denmark. 
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Peristeen Anal Irrigation 
Training for Health Professionals Guide 

Device Description: 
 
Peristeen Anal Irrigation system consists of a single‐use rectal catheter with a balloon for retention; a control unit 
with a manual switch to add pressure to the water bag, inflate and deflate the balloon on the catheter; a bag with a 
id to hold water, leg straps that may be used to fasten the control unit and tubing to the thigh, and tubes with 
onnectors. The system is provided with a storage case. The System and accessories are pictured in 
l
c
 

Figure 1.  

 
Figure 1: Peristeen Anal Irrig

 
The Peristeen Anal Irrigation System is made up of the following parts: 

ation System 

 
 Part Name What does it do? How many times can it 

be used?* 
1. RECTAL CATHETER 

WITH BALLOON 
RECTAL CATHETER allows flow of water into lower colon; 
inflated BALLOON keeps water in rectum/colon during 
irrigation 

Use 1 time only, discard 
after use (single use only) 
Note: Reuse of the single 
use rectal catheter may 
create a potential risk to the 
user. 

2. CONTROL UNIT & 
PUMP (see symbol 
key below) 

The CONTROL UNIT allows air or water to go through the 
system;  
The PUMP inflates or deflates the balloon & makes the water 
flow through the catheter 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

3. Two (2) plastic 
TUBES with 
CONNECTORS 

1 TUBE moves water from the bag into the rectal catheter; 1 
TUBE allows air to be pumped in or out of the BALLOON; the  
CONNECTORS attach the TUBES to the CONTROL UNIT 
and the LID 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

4. Screw-on LID with 
flip-top and suction 
tube 

The LID keeps the water in the bag; it also has openings 
where connectors for tubes are put in 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

5. WATER BAG  The WATER BAG holds the water for the irrigation  Use 15 times (equal to 
irrigating every other day 
for 1 month) 

6. STRAP The STRAPs wrap around your leg and hold the CONTROL 
UNIT and TUBES in place 

Use 90 times (equal to 
irrigating every other day 
for 6 months) 

7. STORAGE CASE The STORAGE CASE holds all the system parts and keeps 
them from exposure to direct sunlight 

As desired 

*Parts can be used fewer times if desired; they have been tested to be sure that they will work for the number of times listed 
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Peristeen Rectal Catheter 
 

The Peristeen rectal catheter is intended to allow the flow of water into the colon; the balloon prevents leakage 
of the fluid while irrigating.  The catheter is provided non‐sterile and is intended for single use only.  
Photographs of the un‐inflated, inflated, and a simulated use model of the catheter are provided in Figure 2. 
 

      
Figure 2: Uninflated, Inflated, and Simulated Model Peristeen Rectal Balloon Catheter 

Peristeen System Control Unit/Tubing Assembly 
The control unit is used for regulation of air in the balloon and water flowing through the catheter into the 
rectum. The control unit has an acrylonitrile/ 
butadiene/styrene (ABS) housing.  A PVC hand pump is attached to one port of the control unit; it has an ABS 
exhaust cap for air intake.  

he control unit housing has a manually operated knob that has the following four positions: 
 

T
 
 

  Finish        Inflate balloon       Pump water    Deflate balloon/release air 

 
        Figure 3: Peristeen Control Unit 
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The rectal catheter and the water bag are connected to the Control Unit via silicone tubing with color‐coded 
connectors. Water flows through the larger tubes and air flows through the smaller tube.  The blue connector 
ttaches to the rectal catheter; the gray connector attaches to the gray lid for the water bag.  The Control Unit is 
rovided non‐sterile and can be used up to 90 times before replacement. 
a
p
 

Peristeen System Lid/Suction Tube assembly  
The gray lid is screwed onto the threaded sleeve of the water bag to secure the water inside; it has a flip‐top 
that can be opened for filling or emptying. There is a two‐lumen connection port in the top of the lid for the 
arge‐lumen tubing.  A suction tube attached to the lid draws the water from the bag into the tubing.  The 
id/Suction Tube assembly is provided non‐sterile and can be used up to 90 times before replacement. 
l
L
 

                               
Figure 4: Peristeen Lid/Connector/Tubing  Peristeen Lid/Suction Tube Assembly 

Peristeen System Water Bag 
The polyethylene bag is designed to hold water for irrigation.  Volume indicator markings are labeled on the 
side of the bag so that the volume used may be tracked.  The bag holds 1000 ml of fluid.  It is provided non‐
sterile and may be used up to 15 times before replacement.   

 
Figure 5: Peristeen Water Bag & Tubing 

 

Peristeen System General Information  
For ease of use, polyester elastic straps are provided that may be used to fasten the control unit and tubing to 
the thigh.  
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ll the System components can be stored in the nylon case provided with the Peristeen System; the storage A

case also protects the components from exposure to direct sunlight.   
 
The Peristeen Rectal Balloon Catheter is provided non‐sterile in a sealed pouch.  Two adhesive dots on the 
package (protected by two paper circles) allow the package to be attached to a wall or door so that the catheter 
ay be pre‐lubricated prior to its insertion (as described in the Instructions for Use and the Peristeen User m

Guide).   The catheter is intended for single use only.  
 
The other components of the Peristeen system are provided non‐sterile in plastic pouches packed in cardboard 
shelf boxes.  The complete System comes with the storage case and two packaged rectal catheters; 
upplementary component kits are available to allow the user to replace components as necessary; these are 
lso packaged as previously described. 
s
a
 
 

   
 

Figure 6: Peristeen System Storage Case, Catheter package 
 

Indications: 
The Peristeen™ Anal Irrigation System is intended to instill water into the colon through 
a rectal catheter-which incorporates an inflatable balloon-inserted into the rectum to 
promote evacuation of the contents of the lower colon.  The Peristeen™ Anal Irrigation 
System is indicated for use by children (2 years - <12 years old), adolescent (12 years - < 
18 years old), transitional adolescent (18 - <21 years old) and adult patients with 
neurogenic bowel dysfunction who suffer from fecal incontinence, chronic constipation, 
and/or time-consuming bowel management procedures.  

Warning 
Anal irrigation procedure should always be carried out with care.  Bowel perforation is an extremely rare, but serious 
and potentially lethal complication to anal irrigation and will require immediate admission to a hospital, often 
requiring surgery 
 
 
 
 
 
 
 
 
 

Contact your doctor immediately, if during or after anal irrigation you experience 
any of the following: 

• Severe and sustained abdominal pain or back pain, especially if combined 
with fever 

• Sustained anal bleeding 
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Contraindications: 
Peristeen Anal Irrigation must not be used in the following situations: 

• Known obstruction of the large bowel due to strictures or tumors 
• During the spinal cord shock phase 
• Acute inflammatory bowel disease 
• Diverticulitis 
• Complex diverticular disease 
• Abdominal or anal surgery within the last 3 months 
• In patients who are pregnant and have not used the system before* 

 
*If the patient is pregnant and has never used anal irrigation before, they should not start the irrigation procedure 
during pregnancy. 

 
 
Precautions 
 
Always consult a physician/health care professional with experience in using Peristeen before starting up the 
irrigation procedure.  If you are heavily constipated an initial and thorough clean-out of your bowels is advisable 
before starting up the irrigation procedure.  Please consult your health care professional.  
 
Special caution must be shown if you have or have had any of the following: 

• Inflammatory bowel disease (e.g. Crohn’s disease or ulcerative colitis) 
• Ischemic colitis 
• Any Anorectal condition, which may cause pain or bleeding e.g. anal fissure, severe hemorrhoids (third or 

fourth degree hemorrhoids) 
• Irradiation therapy in the abdominal or pelvic region 
• Diverticular disease 
• Previous abdominal or anal surgery 
• Recent colonic biopsy or polypectomy 
• Autonomic dysreflexia 
• Cancer in the abdominal or pelvic region 
• Fecal impaction 
• Long term steroid therapy 
• Anticoagulant therapy or bleeding disorder 
• Change stool pattern like sudden diarrhea of unknown origin.  The cause for diarrhea must be identified 
• Rectal medication for other diseases.  The effect of such medication may be diluted by the anal irrigation.  
• Severe cognitive impairment (unless caregiver is available to supervise/administer) 
• Children under 2 years of age 

 
If any of the above conditions apply to you, anal irrigation must only be initiated after careful investigation and 
instruction by your health care professional. 
When you use anal irrigation you must consult a physician in case of: 

• Onset of any of the above mentioned conditions 
• Blood in feces, weight loss, abdominal pain 
• Changes in the frequency, color and consistency of the stools 
• Concurrent use of laxatives or other rectal medications 

 
For hygienic reasons the Peristeen Anal Irrigation system must only be used by the same person.  Do not share with 
others. 
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Physician Notes: 
 
Peristeen Anal Irrigation is designed to be carried out independently or with the assistance of a 
caregiver in the user’s home. It is important that a healthcare professional supervises the first 
use of Peristeen Anal Irrigation to help the patient use the system safely, optimally and with 
confidence. Once a patient and/or caregiver has completed irrigation under supervision, they 
may try the procedure alone.  Sometimes more than one training session is required so each 
patient should be considered individually in terms of their readiness and capability to do so. 
Subsequent irrigations should be followed‐up by consultations in person or by telephone until 
the patient and/or caregiver has fully adapted the procedure to meet the individual needs and 
until they are confident to continue the procedure independently. If a patient is heavily and/or 
hronically constipated, it may be necessary to thoroughly clean out their bowels before starting c
Peristeen Anal Irrigation. 
 
Physicians should prescribe irrigation based upon a comprehensive evaluation of the nature of 
the patient’s fecal incontinence and the frequency of either constipation or soiling episodes.  
enerally, Coloplast recommends that anal irrigation be performed every other day; more or G
less frequent irrigation may be advised depending upon individual patient needs. 
 
Prior to starting Peristeen Anal Irrigation for the first time, please take time to describe the 
procedure to your patient, answer any questions, and help manage their expectations. To avoid 
potential disappointment or concern that anal irrigation does not work for them, explain that an 
initial period of adjustment is perfectly normal and is required to establish their personalised 
routine. An anal irrigation bowel diary is a good way of keeping track of progress during this 
period (see table 1). Peristeen Anal Irrigation can work successfully within a few days but for 
some individuals it can take 4 to 6 weeks for the treatment to settle down and become routine.   
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For new users of Peristeen Anal Irrigation, the irrigation routine should be tailored to meet their 
individual requirements. It is helpful to ensure the patient understands that, at first, some trial 
and error will be required to optimise the process and establish their personalised routine. For 
some people it can take 4 to 6 weeks to adapt the routine.  Make sure to complete a Health Care 
otes form for the patient and/or caregiver to refer to.  The Anatomy Notes sheets can also be 

ual basis. 
N
used to make notes and special recommendations on an individ

e adjusted if required:  
 

b
 

There are several parameters that can 
eter balloon
r irrigation 

1. Amount of air in the cath
. Amount of water used fo
. Frequency of irrigation 
2
3
 
 Amount of air in the catheter balloon 
The function of the balloon is to hold the catheter in place in the rectum; the degree to which the 
balloon must be inflated to achieve this (i.e. the number of pumps of air required) depends on 
the condition of the individual’s sphincter and rectum. The average size adult will probably 
require 3 to 4 pumps of air in the balloon (maximum 5 pumps); for smaller patients, 1 to 2 
pumps may be sufficient. Insufficient air can cause water to leak or the catheter to slide out of 
the rectum. If water leaks during the procedure, patients and/or caregivers should attempt 
pumping one more time to a maximum of 5 pumps in total. Conversely, too much air can cause 
the balloon to be expelled. If this happens, repeating the procedure using a little less air should 
e attempted. The frequency of expulsions often decreases as a patient becomes used to the b
procedure. 
 
lease use the following notes to guide the amount of air pumped into the balloon for an average P
size adult patient: 
  

ps  
 

• Intact sphincter reflexes and muscle tone: 1 to 3 pum
• Flaccid bowels or low sphincter tone: 3 to 5 pumps. If the catheter still slides out

2 pumps; 
of the rectum, it may be supported by holding in place 
 Strong anorectal reflexes: The balloon may be expelled after only 1 to 

sary, using less air 
•
careful insertion and inflation of the balloon is neces

or smaller patients, 1 to 2 pu ps is recommended. 
  
F m
 
Amount of water for irrigation 
he volume of water required to effectively empty the bowel depends on several factors T
including the patient’s bowel condition, their diet and the frequency of irrigation.  
 
When first using Peristeen Anal Irrigation in adults, a water volume of 500 ml is recommended, 
and irrigation should be performed daily. This volume can be gradually increased, over the next 
few weeks, until the individual feels they are completely empty and have no accidents between 
irrigations. Increases in volume should be done slowly, especially in younger patients and 
patients with spina bifida. Many adult patients eventually use a volume in the region of 750 ml; 
however, studies have shown that the amount of water varies from 200 to 1500 ml in adults. 
Some patients with upper neurone damage experience evacuation of the bowel at low water 
olumes (e.g. 200 to 300 ml); in some cases the irrigation procedure might need to be repeated 
o ensure sufficient emptying.  
v
t
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If leakage occurs after the irrigation try:

 the toilet a little longer to allow complete 
 
• Advising the patient to stay on
emptying of the bowel 

me of water 
irrigations (e.g. two 250 ml irrigations instead of one 

• Reducing the volu
 Two half volume •
500 ml irrigation)  
 

he toilet for 20 to 30 minutes, it could be that 
ater because the patient is dehydrated or that the irrigation fluid is

If irrigation water is not expelled after sitting on t
he bowel has absorbed the wt
captured in impacted stools:  
 

irrigation using the same volume of water 
atient to drink more fluids − at least 1.5 litres per day and more in 

• Repeat the 
 Advise the p•
hot weather 
 
The recommended rate for pumping water into the bowel is one pump per second. Pumping 
water into the bowel too quickly may cause discomfort, sweating, dizziness and stomach pain; if 
this occurs, the procedure can be paused at any time and resumed when the discomfort has 
assed and the patient feels ready. If the discomfort does not pass, the irrigation should be p
stopped and the patient’s usual bowel care routine followed to achieve emptying.  
 
Water should be lukewarm (96 to 100°F).  If the water is too hot it may damage the mucous 
membranes lining the bowel and if it is too cold it may trigger reflexes and increase spasms. 
lain tap water is recommended or bottled water when travelling in countries where drinking 
ap water is not recommended.  
P
t
 
Frequency of irrigation 
For patients who are new to Peristeen Anal Irrigation, it is recommended to irrigate on a daily 
basis. After one or two weeks some patients find that irrigation can be tried every second day.  
As the frequency of irrigation is decreased, it may be necessary to adjust other parameters; for 
example, the volume of water may need to be increased to achieve complete emptying. Some 
patients will find it necessary to irrigate every day but eventually most patients settle into a 
routine of irrigation every other day. Conducting irrigation at approximately the same time each 
day seems to work best for most people, but is not essential. Eating and drinking stimulate the 
bowel, so about 30 minutes after a meal gives the best chance of the irrigation working with the 
natural activity of the bowel and achieving the best emptying.  The most convenient time can be 
hosen by the patient to fit in with their daily routine. Alternatively, it can be varied to fit around c
a changing routine giving the patient the maximum possible freedom.   
 
The system and the rectal catheters should be stored at room temperature (maximum 77°F) and 
out of direct sunlight. When storing the system, ensure that you turn the knob on the control 
nit to the Finish symbol .  Also ensure that the tubes are not kinked and that the system is u
kept away from sharp objects.  
 
The tubes can be cleaned by turning the knob on the control unit to the water symbol and 
pumping the dirty water out of the tube. Patients may choose to change the tube with the blue 
connectors more frequently if desired. The outer surface of all the components (excluding the 
single use catheter) can be washed in mild soapy water and rinsed thoroughly. The Control Unit 
knob should be in the Finish position when the Peristeen System is not in use. 
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Product Evaluation: 
 
Coloplast requests physicians to notify the company of any complications which may develop with the 
use of this device, and requests return of any used devices or components associated with the 
complication. For safe handling during shipment and upon receipt, Coloplast requests that devices be 
decontaminated prior to shipment. This is requested even though Coloplast will autoclave-sterilize any 
opened product returned. Alteration for the purposes of venting to prevent additional damage will be 
performed as required. If necessary, Coloplast may analyze the device, and the patient and physician 
may be asked to allow Coloplast to perform tests that might alter the condition of the device. 
 
Any complications from the use of this device should be brought to our immediate attention by 
contacting: Quality Assurance, Product Evaluations Department, Coloplast Corp.,1601 West River 
Road North, Minneapolis, MN 55411 
Toll-free telephone (800) 338-7908 in USA; or outside USA: (612) 337-7800 
 
Product Order Information  
 
To order, please contact your local sales representative or Coloplast Customer Service Department 
at: Coloplast, 1601 West River Road North, Minneapolis, MN 55411; Toll-free telephone: (800) 258-
3476; or outside USA: (612) 337-7800; or fax (866) 216-4161 or outside USA: (612) 337-7803. 
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1 510(k) Summary 
 
510(k) 
Owner/SUBMITTER 

Coloplast A/S 
Holtedam 1 
3050 Humlebaek  - Denmark 

CONTACT PERSON Brian Schmidt 
Coloplast Corp 
1601 West River Road North 
Minneapolis, Minnesota 55411 USA 
Telephone: 612-302-4987 

DATE PREPARED 29 September 2011 
CLASSIFICATION Gastrointestinal tube & accessories 876.5980 Class II 

Enema kit 876.5210 Class I (Exempt) 
COMMON NAME Rectal Catheter and Accessories; Enema Kit 
PROPRIETARY 
NAME 

Peristeen™ Anal Irrigation System 
 

PREDICATE 
DEVICE 

K083770, K103254 

DEVICE 
DESCRIPTION 

The Peristeen™ Anal Irrigation System is a Class II 
device, consisting of a single-use irrigation catheter with a 
balloon for retention; a control unit with a manual switch 
that allows for addition of pressure to the water bag, and 
inflation and deflation of the balloon on the catheter; a bag 
with a lid to hold water, leg straps that may be used to 
fasten the control unit and tubing to the thigh, and tubes 
with connectors. The system is provided with a nylon 
storage case. The rectal catheter is single-use, but the other 
components may be used multiple times. 

INDICATIONS The Peristeen™ Anal Irrigation  System is intended to 
instill water into the colon through a rectal catheter-which 
incorporates an inflatable balloon-inserted into the rectum 
to promote evacuation of the contents of the lower colon. 
The Peristeen™ Anal Irrigation  System is indicated for 
use by children (2 years - <12 years old), adolescent (12 
years - < 18 years old), transitional adolescent (18 - <21 
years old) and adult patients with neurogenic bowel 
dysfunction who suffer from fecal incontinence, chronic 
constipation, and/or time-consuming bowel management 
procedures. 
 
Peristeen™ Anal Irrigation System is a prescriptive device 
and should only be prescribed by a licensed physician. 
 
Peristeen™ Anal Irrigation System has the same 
indications as the predicate device. 
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TESTING The Peristeen rectal catheter has been subjected to 
biocompatibility and mechanical testing and is 
substantially equivalent to the predicate Peristeen device 
(K083770, K103254). 
 

TECHNOLOGICAL 
CHARACTERISTICS 

The Peristeen rectal catheter has the same intended use, 
general design, and fundamental scientific technology as 
the predicate Peristeen rectal catheter. 
 
 

SUMMARY OF THE 
NONCLINICAL 
TESTS SUBMITTED 

In vitro (bench) tests; flexibility, flow rate, balloon 
inflation, balloon peak pressure, burst diameter/volume, 
biocompatibility 

SUMMARY OF 
CLINICAL TESTS 
SUBMITTED (AS 
APPLICABLE) 

Not applicable 

CONCLUSIONS 
DRAWN FROM THE 
NONCLINICAL AND 
CLINICAL TESTS 

Substantial equivalence of the Peristeen Rectal Catheter is 
supported by a comparison of the design and intended use 
compared to the predicate, as well as acceptable results 
from functional performance and biocompatibility testing. 
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Traditional 510(k) – K112860 
Peristeen™ Anal Irrigation System 

Coloplast’s Response to FDA 
Coloplast is providing a response to the deficiencies cited in the K112860 letter from FDA.  
All items have been addressed.  Each FDA recommendation is presented in italics; 
Coloplast responses are provided in normal type bold.  
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Third Party Testing

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



        

(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



        

 

(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



     

 

(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



    

 

(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



          

 

(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



        

 

(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



            

(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



      

(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



              

 

(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



            

 

(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party TestingRecords processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Material Safety Data Sheet

Type AC Page 1 of 6
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(b) (4)

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Material Safety Data Sheet

Type AC Page 2 of 6
Page 41 of 170

(b) (4)

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



 Page 1/5
Material Safety Data Sheet

DR

(b)(4) Third Party
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 2/5
Material Safety Data Sheet

DR
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(b)(4) Third Party

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 3/5
Material Safety Data Sheet

DR
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(b)(4) Third Party

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 4/5
Material Safety Data Sheet

DR
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(b)(4) Third Party
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Page 5/5
Material Safety Data Sheet

DR
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(b)(4) Third Party

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



                                        
Page 1 of 2
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(b)(4) Third Party
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



DR

Page 51 of 170

(b)(4) Third Party Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



DR

Page 52 of 170

(b)(4) Third Party
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



DR

Page 53 of 170

(b)(4) Third Party Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



DR

Page 54 of 170

(b)(4) Third Party
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



DR

Page 55 of 170

(b)(4) Third Party Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing

Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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



(b)(4) Third Party Testing
Records processed under FOIA Request 2017-8155; Released by CDRH on 8/9/2018

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




