




















 
SUMMARY 

 
Exposure Time Dana Reusable Test Pack STERITEC TEST PACK 

1 minute 28/30 0/30 
1.5 minutes 18/30 0/30 
2 minutes 9/30 0/30 
4 minutes 0/30 0/30 

 
STUDY  4:  

 
SUMMARY 

 
Exposure Time Dana Reusable Test Pack STERITEC TEST PACK 

1 minute 24/30 0/30 
1.5 minutes 17/30 0/30 
2 minutes 7/30 0/30 
4 minutes 0/30 0/30 

 
STUDY  5 :   
 

SUMMARY 
 

Exposure Time Dana Reusable Test Pack STERITEC TEST PACK 
1 minute 22/30 0/30 

1.5 minutes 12/30 0/30 
2 minutes 5/30 0/30 
4 minutes 0/30 0/30 

 
STUDY  6:   

SUMMARY 
 

Exposure Time Dana Reusable Test Pack STERITEC TEST PACK 
1 minute 29/30 0/30 

1.5 minutes 10/30 0/30 
2 minutes 8/30 0/30 
4 minutes 0/30 0/30 

 
STUDY 7:   
 

SUMMARY 
 



Exposure Time Dana Reusable Test Pack STERITEC TEST PACK 
1 minute 21/30 0/30 

1.5 minutes 14/30 0/30 
2 minutes 6/30 0/30 
4 minutes 0/30 0/30 

 
Conclusion:  The results show that the samples retained for 1 year after 
manufacture date showed no drop off in performance (either on first use or 
after 200 uses) when compared to newly manufactured samples.  Therefore, 
this substantiates the 1 year shelf life claim for the test pack. 
 



Dear Mr. Harry Bala 
 
Enclosed please find FDA comments on your 510(K) K130135 submission. 
Please provide the requested information. Please contact me if you have 
any additional questions. 
 
-Sreekanth Gutala 
 
SREEKANTH GUTALA,  Ph.D. 
Sr. Scientific Reviewer 
FDA/CDRH/ODE/DAGRID/INCB 
WO66, Room 2564 
10903 New Hampshire Ave 
Silver Spring, MD 20993 
Ph: 301-796-7007, Fax: 301-847-8109 
Emal: Sreekanth.gutala@fda.hhs.gov<mailto:Sreekanth.gutala@fda.hhs.gov> 
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Please provide this information .  Your document has been placed on hold pending 
receipt of the above additional information. The requested information should reference 
your above 510(k) number and should be submitted in duplicate to the Document Mail 
Center (DMC) at the following address: 
  
U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
10903 New Hampshire Avenue 
Document Mail Center - WO66-0609  
Silver Spring, MD 20993-0002 
  
Correspondence sent to any address other than the above address will not be considered 
as part of your official 510(k) submission.  Therefore, please forward the original copies 
of all correspondence to the DMC so that we may proceed with the review of your 
submission.  To expedite the processing of you review, you may forward an electronic 
response to the deficiencies directly to me (Sreekanth Gutala at 
sreekanth.gutala@fda.hhs.gov). We request that you provide detailed item-by-item 
responses to the attached request for additional information. The suggested format is to 
restate the question and/ or comment, state your response to the Agency's 
request/recommendation and reference the location of appropriate supporting 
documentation in file.  
 
If you have any questions concerning the content of this letter, please contact me by Tel: 
(301) 796-7007; Fax: (301) 847-8109 or by e-mail at sreekanth.gutala@fda.hhs.gov.  
 
Sreekanth Gutala, Ph.D. 
Scientific Reviewer 
FDA/CDRHIODE/DAGIDINCB 
W066 Room 2564, 10903 New Hampshire Ave. 
Silver Spring, MD 20993 
Sreekanth.gutala@fda.hhs.gov  

(b)(4)Product Specs

































11/20/13 version 

 

510(k) COVERSHEET for DCC 

 

510(k) Number:  K______________________ 
Review Records:   DocMan  

 Paper (only applies to original 510(k)s assigned prior to 1/28/2013) 
510(k) in eCopy-only Pilot:    Yes  No 
 

 
Interim Decision (RTA1, TH, AI) 

 RTA1 (refuse to accept – CTS-issued email) 
1. Put file on hold shelf. 
2. If eCopy-only pilot, not applicable.  Nothing should be sent down to DCC.     

 TH (telephone, email, or fax hold) 
1. Put file on hold as of ________________ (date of last concurrence in CTS). 
2. Issue auto-generated acknowledgement letter from APPS to applicant. 
3. Shelf document: 

a. If paper review records, add copy of the letter to jacketed submission and put file on hold 
shelf. 

b. If DocMan review records, put file on hold shelf.   
c. If eCopy-only pilot, not applicable – no file to put on hold shelf.   

 AI (AI mailed letter) 
1. Put file on hold as of date on attached hold letter. 
2. Mail the attached digitally signed and dated hold letter. 
3. Shelf document: 

a. If paper review records, add copy of the letter to jacketed submission and put file on hold 
shelf. 

b. If DocMan review records, put file on hold shelf.   
c. If eCopy-only pilot, not applicable – no file to put on hold shelf.   

 
 
Final Decision 

 SE (all SE codes)  
 NSE (all NSE codes)    
 Other (DR, EX, FB, NA, ND, NF, OD, PE, etc.)  _________ (code)           

 
 
Add-to-File (ATF) 
In lieu of blue cover sheet for ATF, review staff follows the instructions and complete the memo/routing 
sheet at http://eroom.fda.gov/eRoom/CDRH3/CDRHPremarketNotification510kProgram/0 3bba7. 
 
DCC refers to that documentation for the close-out code and mails any provided letter. 
 

130135

✔

✔

































































4/30/13 version 
 

 

510(k) COVERSHEET for DCC 

 

510(k) Number:  K130135/S002 
Review Records:  � DocMan  

� Paper (only applies to original 510(k)s assigned prior to 1/28/2013) 
510(k) in eCopy-only Pilot:   � Yes � No 
 

Interim Decision (RTA1, TH, AI): 
� RTA1 (refuse to accept) 

1. Put file on hold shelf 

� TH (telephone, email or fax hold) 
1. Put file on hold as of ________________ (date of last concurrence in CTS). 
2. Issue auto-generated acknowledgement letter from APPS to applicant. 
3. If paper review records, add copy of the letter to jacketed submission and 

put file on hold shelf. 
4. If DocMan review records, put file on hold shelf.   
5. If eCopy-only pilot, no further steps.    

� AI (AI mailed letter) 
1. Put file on hold as of date on attached hold letter. 
2. Mail the attached digitally signed and dated hold letter. 
3. If paper review records, add copy of the letter to jacketed submission and 

put file on hold shelf. 
4. If DocMan review records, put file on hold shelf.   
5. If eCopy-only pilot, no further steps.   

 
Final Decision (review finished): 
Follow appropriate processing steps 

� SE (all SE codes)  

� NSE (all NSE codes)    

� Other (DR, EX, FB, NA, ND, NF, OD, PE, etc.)     _________ (code)  
Day 90: November 27th, 2013  Sreekanth Gutala 



         

     
    

   

   

  
  

  

  
   

 
     

    
    
  

  
   

   

  

              
            

             
               

              
              

              
             

         
           

             

                 
             

                 
         



   

             
               

            
               

               
           

               
             

                
            

           
   

          
             

     
     

      

             
           

          

 

   

  

  
  

  
    

   
 

   
   

 



   
 

 
   

   

                    
                  

              
 

        

               

             

         

   
 

       



         

   

  
  

  

  
   

 
    

    
    
  

  
    

   

  

              

            

             

               

              
              

              
             

         

           

             

                
             

                

         



   

             
               

            
              

              
             

               
             

                  
            

             
    

            
             

     
    

        

             
           

          
 

 

 

   

  
  

    
   

 
   
   

 



   

    
       

   

     

      

       

      

    
    

     

    
  

  

     

 

      
       

     
           

          
      
              

         
      

               
        
       

            
         

    



   
 

 
   

   

                    
                 

              
 

        

               

             

         

    
   

          





 
 
 
 
                 510k NOTIFICATION 
   

DANA REUSABLE BOWIE DICK TEST PACK FOR USE WITH 
SMART READ BI ALONG WITH OR WITHOUT A STERISCAN 

INTEGRATOR 
 
 

TABLE OF CONTENTS 
 
 
 
1. Medical Device User Fee Cover Sheet (Form FDA 3601) 
2. CDRH Premarket Review Submission Cover sheet 
3. 510(k) Cover letter   --------------------------------------------------Pages 1 & 2 
4. Indications For Use Statement --------------------------------------Page 3 
5. 510(k) Statement ------------------------------------------------------Page 4 
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7. Truthful and Accuracy Statement -----------------------------------Page  37 
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 DEPARTMENT OF HEALTH AND HUMAN
SERVICES
 FOOD AND DRUG ADMINISTRATION
  MEDICAL DEVICE USER FEE COVER
SHEET

   PAYMENT IDENTIFICATION NUMBER:    

  Write the Payment Identification number on
your check.

A completed cover sheet must accompany each original application or supplement subject
to fees. If payment is sent by U.S. mail or courier, please include a copy of this completed
form with payment. Payment and mailing instructions can be found at: http://www.fda.gov
/oc/mdufma/coversheet.html

1.  COMPANY NAME AND ADDRESS
(include name, street address, city state,
country, and post office code)

 

 

DANA PRODUCTS INC
11457 Melrose Street
Franklin Park IL 60131
US

1.1
EMPLOYER IDENTIFICATION NUMBER
(EIN)

 *****7868

2.  CONTACT NAME

 Harry Bala

2.1 E-MAIL ADDRESS

 bala@voyager.net

2.2
TELEPHONE NUMBER (include Area
code)

 847-4552881

2.3
FACSIMILE (FAX) NUMBER (Include
Area code)

 847-4552886

3.  TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if
you are unsure, please refer to the application descriptions at the following web site:
http://www.fda.gov/oc/mdufma
Select an application type: 3.1 Select a center
 [X] Premarket notification(510(k)); except for third
party

 [X] CDRH

 [ ] 513(g) Request for Information  [ ] CBER
 [ ] Biologics License Application (BLA) 3.2  Select one of the types below
 [ ] Premarket Approval Application (PMA) [X] Original Application
 [ ] Modular PMA Supplement Types:
 [ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)
 [ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
 [ ] Annual Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)
 [ ] 30-Day Notice [ ] 180-day (PMA, PMR, PDP)

4.  ARE YOU A SMALL BUSINESS? (See the instructions for more information on
determining this status)
 [X] YES, I meet the small business criteria and have
submitted the required qualifying documents to FDA

  NO, I am not a small business

 4.1   If Yes, please enter your Small Business Decision Number:  

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN
ESTABLISHMENT REGISTRATION FEE THAT IS DUE TO FDA. HAS YOUR COMPANY
PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

Site:  null https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgItemsPopup.jsp?ord...

1 of 2 2/6/2013 9:54 AM

(b)(4) 

(b)(4) 



 "Close Window" Print Cover sheet

 [ ] YES (All of our establishments have registered and paid the fee, or this is our first
device, and we will register and pay the fee within 30 days of FDA's approval/clearance of
this device.)
 [ ] NO (If "NO," FDA will not accept your submission until you have paid all fees due to
FDA. This submission will not be processed; see http://www.fda.gov/cdrh/mdufma for
additional information)

6.  IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER
FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE EXCEPTION.

 [ ] This application is the first PMA submitted by
a qualified small business, including any affiliates

 [ ] The sole purpose of the application is
to support conditions of use for a
pediatric population

 [ ] This biologics application is submitted under
section 351 of the Public Health Service Act for a
product licensed for further manufacturing use
only

 [ ] The application is submitted by a
state or federal government entity for a
device that is not to be distributed
commercially

7.  IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE
WAIVED DUE TO SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES
CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to
the fee that applies for an original premarket approval application (PMA).
 [ ] YES  [X] NO

PAPERWORK REDUCTION ACT STATEMENT
Public reporting burden for this collection of information is estimated to average 18 minutes
per response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and 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 the address
below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief
Information Officer, 1350 Piccard Drive, 4th Floor Rockville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments
on the burden estimate.]

8.  USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET
APPLICATION

 

    17-Jan-2013

Site:  null https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgItemsPopup.jsp?ord...

2 of 2 2/6/2013 9:54 AM

(b)(4) 













Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

Hospital steam sterilizers

14-264

Premarket Notification (510(k)) Submissions for Chemical Indicators



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and 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:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
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 number.

Comprehensive guide to steam sterilization and sterility assurance in health care facilities

5.5 BIOLOGICAL PERFORMANCE OF STERILIZERS



Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

Comprehensive guide to steam sterilization and sterility assurance in health care facilities

14-312

Premarket Notification (510(k)) Submissions for Chemical Indicators



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and 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:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
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 number.

Comprehensive guide to steam sterilization and sterility assurance in health care facilities

10.7 ROUTINE STERILIZER EFFICACY MONITORING



 1

 

        January 17, 2013 

 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center –W066-0609 
10903 New Hampshire Avenue 
Silver Spring,  Maryland 20993-0002 
 
 
Dear Sir or Madam: 
 

510K Notification ( 21CFR 807.90 (e) ) 
Traditional Submission 

Reusable Challenge Test Pack for Steam Sterilization 
 

I request marketing clearance for our reusable challenge test pack for Biological Indicators 
and Integrators to be used in steam sterilization. The information on the test pack is as 
follows: 
 
     Device Name: Reusable Biological Indicator and Integrator Test Pack for 
                             Steam Sterilization 
     Device Classification Name: Indicator, Biological Sterilization Process 
     Product Code: FRC 
     Regulation Number: 880.2800 
     Review Panel: General Hospital  
     Device Class: 2 
 
Propriety Name: Dana Reusable Test Pack 
 
Establishment Registration Number: 3007412809 
   
Owner Operator Number: 9054259 

 
Performance Standard: ANSI/AAMI ST 79: 2010,  
                                      ANSI/AAMI ST 8: 2008 
 
Predicate Device 510(k): SteriTec Biological Test Pack with Instant Readout Integrator 

(K10300) 
Self-Contained Biological Indicator Smart-Read  EZ Test Steam 
(K093794) 
SteriScan Integrator (K012195)  

D A N A  P R O D U C T S ,  I N C .                  
7  C O R E Y  D R I V E                       

S O U T H  B A R I N G T O N ,  I L   6 0 0 1 0             
T E L .  8 4 7 - 4 5 5 - 2 8 8 1  F A X .  8 4 7 - 4 5 5 - 2 8 8 6  





 3

Indications for Use 
 
 
510(k) Number (if known):  
Device Name:  Reusable Biological Indicator and Integrator Test Pack for Steam 
                            Sterilization. 
 
Indications For Use: 
 
Dana reusable challenge test pack is designed to challenge steam sterilization process in 
healthcare facilities. It is intended to be used for routine monitoring of pre-vacuum steam 
sterilization cycles. It is validated to be used in 4 minute 270°F pre-vacuum steam 
sterilization cycles with SGM Biotech’s Self-Contained Biological Indicator Smart-Read 
EZTest - Steam along with or without SteriScan Integrators.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Prescription Use _______ AND/OR                     Over-The-Counter Use _______ 
(Part 21 CFR 801 Subpart D)                                               (21 CFR 801 Subpart C) 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
________________________________________________________________ 

 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

                                                                                                        
                                                                                                   
 
                                                                                                       Page 1 of  1 

 
 
 
 
 





 9

Information on items used in this study 
(b)(4) 



 10

Performance Testing:  
 
Predicate device: SteriTec Test pack with Smart-Read BI. 
 
Objective: To show that the Dana Reusable Test Pack is more resistant in a 4 minute 270F 
prevac cycle when compared to the SteriTec Test Pack.  Both test packs use Smart Read BIs 
from the same lot.  
 
Test Parameters: 

 
Statement of purpose/ Objective of studies 

(b)(4) 

(b)(4) 
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STUDY  1:   

(b)(4) 

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



 13

(b)(4) Testing



 14

STUDY  2 :   
 

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



 16

(b)(4) Testing



 17

STUDY  3 :   
 

(b)(4) Testing



 18

(b)(4) Testing



 19

(b)(4) Testing



 20

(b)(4) Testing



 21

(b)(4) Testing



 22

(b)(4) Testing



 23

STUDY  5 :   
(b)(4) Testing



 24

(b)(4) Testing



 25

(b)(4) Testing



 26

STUDY  6:   
 

(b)(4) Testing



 27

  

(b)(4) Testing



 28

(b)(4) Testing



 29

(b)(4) Testing



 30

(b)(4) Testing



 31

(b)(4) Testing



 32

        

(b)(4) Testing



 33

      
(b)(4) Testing







 36

11. Follow the instructions provided with the BI and the SteriScan® Steam Sterilization 
Integrator to read and interpret the results. 

12. The BI and the SteriScan® Steam Sterilization Integrator  are single use devices.  Dispose of  
these devices after one use per manufacturer’s directions. 

 
Storage:  
 
Store at normal room conditions: Temperature 60F to 85 F Humidity 30 –70%.  

 
Cleaning:  

 
Clean the SteriScan Reusable® Test Pack only with water. Wipe the outside and rinse the 
inside with water. 

Precautions: 
 
1. Use only with 270F pre-vacuum steam sterilization cycles. 
2. Use gloves to handle test pack after sterilization.  
3. Wait until the test pack cools off  before opening. 
4. The manufacturer recommends replacing the Dana Reusable Test Pack six months after first 

use; however, if  there are any visible signs of  wear and tear including, for example, 
discoloration, rusting, cracking, peeling or deformation or any other visible change, discard 
and replace the Dana Reusable Test Pack immediately. 

5. SteriScan® Chemical Indicators are not replacements for Biological Indicators. 
 

Made in USA by 
Dana Products 
11457 Melrose Street 
Franklin Park, IL 60131 
847-455-2881 
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K130135 – RTA CHECKLIST RESPONSE 

The submission has been revised and resubmitted in accordance with the comments provided by 
FDA in the annotated RTA checklist regarding submission K130135.  In order to aid review of 
the amended submission, below are descriptions of revisions made to the submission in response 
to issues raised in the RTA checklist.  In lieu of submitting only revised sections, the amended 
submission is attached full for the sake of ease of review.   

ORGANIZATIONAL ELEMENTS:  2) Each section is labeled (e.g., headings or tabs 
designating Device Description section, Labeling section, etc.); 3) All pages of the submission 
are numbered. 

A. ADMINISTRATIVE.   
 
2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover 
Sheet (Form 3514) or 510(k) cover letter): b) Device common name.   

(b)(4) 

(b)(4) 



2 
 

(b)(4) 



3 
 

B: DEVICE DESCRIPTION 
 
11) Descriptive information is present and consistent within the submission (e.g., the device 
description section is consistent with the device description in the labeling), including:  
 
a) A description of the principle of operation and mechanism of action for achieving the 
intended effect. 
 
b) A description of proposed conditions of use, such as surgical technique for implants; 
anatomical location of use; user interface; how the device interacts with other devices; 
and/or how the device interacts with the patient. 
 

C. SUBSTANTIAL EQUIVALENCE DISCUSSION 
 
14) Submitter has identified a predicate device. 
 
a) Predicate's 510(k) number, trade name, and model number (if applicable) provided. For 
predicates that are preamendments devices, information is provided to document preamendments 
status. Information regarding documenting preamendment status is available online. 
 
b) The identified predicate(s) is consistent throughout the submission (i.e., the predicate(s) 
identified in the Substantial Equivalence section is the same as that listed in the 510(k) Summary 
(if applicable) and that used in comparative performance testing. 

(b)(4) 

(b)(4) 



4 
 

15) Submission includes a comparison of the following for the predicate(s) and subject device 
 
a) Indications for Use 
 
b) Technology, including features, materials, and principles of operation 
 

(b)(4) 

(b)(4) 



5 
 

D. PROPOSED LABELING 
 
17) Submission includes proposed package labels and labeling (e.g., instructions for use, package 
insert, operator's manual) that include a description of the device, its intended use, and the 
directions for use. 
 
a) Indications for use are stated in labeling and are identical to Indications for Use form and 
510(k) Summary (if 510(k) Summary provided). 

J:  PERFORMANCE DATA GENERAL 
 
39) For each completed nonclinical (i.e., animal) study conducted  
 
a) Submission includes a study protocol which includes all elements as outlined in 21 CFR 
58.120.  
 
b) Submission includes final study report which includes all elements outlined in 21 CFR 
58.185. 
 
c) Submission contains a statement that the study was conducted in compliance with applicable 
requirements in the GLP regulation (21 CFR Part 58), or, if the study was not conducted in 
compliance with the GLP regulation, the submission explains why the noncompliance would not 
impact the validity of the study data provided to support a substantial equivalence determination. 

(b)(4) 

(b)(4) 



6 
 

(b)(4) 
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 DEPARTMENT OF HEALTH AND HUMAN
SERVICES
 FOOD AND DRUG ADMINISTRATION
  MEDICAL DEVICE USER FEE COVER
SHEET

   PAYMENT IDENTIFICATION NUMBER:    

  Write the Payment Identification number on
your check.

A completed cover sheet must accompany each original application or supplement subject
to fees. If payment is sent by U.S. mail or courier, please include a copy of this completed
form with payment. Payment and mailing instructions can be found at: http://www.fda.gov
/oc/mdufma/coversheet.html

1.  COMPANY NAME AND ADDRESS
(include name, street address, city state,
country, and post office code)

 

 

DANA PRODUCTS INC
11457 Melrose Street
Franklin Park IL 60131
US

1.1
EMPLOYER IDENTIFICATION NUMBER
(EIN)

 *****7868

2.  CONTACT NAME

 Harry Bala

2.1 E-MAIL ADDRESS

 bala@voyager.net

2.2
TELEPHONE NUMBER (include Area
code)

 847-4552881

2.3
FACSIMILE (FAX) NUMBER (Include
Area code)

 847-4552886

3.  TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if
you are unsure, please refer to the application descriptions at the following web site:
http://www.fda.gov/oc/mdufma
Select an application type: 3.1 Select a center
 [X] Premarket notification(510(k)); except for third
party

 [X] CDRH

 [ ] 513(g) Request for Information  [ ] CBER
 [ ] Biologics License Application (BLA) 3.2  Select one of the types below
 [ ] Premarket Approval Application (PMA) [X] Original Application
 [ ] Modular PMA Supplement Types:
 [ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)
 [ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
 [ ] Annual Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)
 [ ] 30-Day Notice [ ] 180-day (PMA, PMR, PDP)

4.  ARE YOU A SMALL BUSINESS? (See the instructions for more information on
determining this status)
 [X] YES, I meet the small business criteria and have
submitted the required qualifying documents to FDA

  NO, I am not a small business

 4.1   If Yes, please enter your Small Business Decision Number:  

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN
ESTABLISHMENT REGISTRATION FEE THAT IS DUE TO FDA. HAS YOUR COMPANY
PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

Site:  null https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgItemsPopup.jsp?ord...

1 of 2 2/6/2013 9:54 AM

(b)(4) 

(b)(4) 



 "Close Window" Print Cover sheet

 [ ] YES (All of our establishments have registered and paid the fee, or this is our first
device, and we will register and pay the fee within 30 days of FDA's approval/clearance of
this device.)
 [ ] NO (If "NO," FDA will not accept your submission until you have paid all fees due to
FDA. This submission will not be processed; see http://www.fda.gov/cdrh/mdufma for
additional information)

6.  IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER
FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE EXCEPTION.

 [ ] This application is the first PMA submitted by
a qualified small business, including any affiliates

 [ ] The sole purpose of the application is
to support conditions of use for a
pediatric population

 [ ] This biologics application is submitted under
section 351 of the Public Health Service Act for a
product licensed for further manufacturing use
only

 [ ] The application is submitted by a
state or federal government entity for a
device that is not to be distributed
commercially

7.  IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE
WAIVED DUE TO SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES
CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to
the fee that applies for an original premarket approval application (PMA).
 [ ] YES  [X] NO

PAPERWORK REDUCTION ACT STATEMENT
Public reporting burden for this collection of information is estimated to average 18 minutes
per response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and 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 the address
below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief
Information Officer, 1350 Piccard Drive, 4th Floor Rockville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments
on the burden estimate.]

8.  USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET
APPLICATION

 

    17-Jan-2013

Site:  null https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgItemsPopup.jsp?ord...

2 of 2 2/6/2013 9:54 AM

(b)(4) 













Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

ANSI/AAMI ST8:2008: Hospital steam sterilizers

14-264

Premarket Notification (510(k)) Submissions for Chemical Indicators



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and 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:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
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 number.

ANSI/AAMI ST8:2008: Hospital steam sterilizers

5.5 BIOLOGICAL PERFORMANCE OF STERILIZERS



Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

ANSI/AAMI ST79:2010 & A1:2010: Comprehensive guide to steam sterilization and sterility assurance in health care facilities

14-312

Premarket Notification (510(k)) Submissions for Chemical Indicators



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and 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:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
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 number.

ANSI/AAMI ST79:2010 & A1:2010: Comprehensive guide to steam sterilization and sterility assurance in health care facilities
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        January 17, 2013 

 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center –W066-0609 
10903 New Hampshire Avenue 
Silver Spring,  Maryland 20993-0002 
 
 
Dear Sir or Madam: 
 

510K Notification ( 21CFR 807.90 (e) ) 
Traditional Submission 

Dana Reusable Test Pack for Steam Sterilization 
 

I request marketing clearance for our reusable challenge test pack for Biological Indicators 
and Integrators to be used in steam sterilization. The information on the test pack is as 
follows: 
 
     Device Trade Name: Dana Reusable Test Pack  
     Device Common Name: Process Challenge Device 
     Device Classification Name: Indicator, Biological Sterilization Process 
     Product Code: FRC 
     Regulation Number: 880.2800 
     Review Panel: General Hospital  
     Device Class: 2 
 
Propriety Name: Dana Reusable Test Pack 
 
Establishment Registration Number: 3007412809 
   
Owner Operator Number: 9054259 

 
Performance Standard: ANSI/AAMI ST 79: 2010,  
                                      ANSI/AAMI ST 8: 2008 
 
Predicate Device 510(k): SteriTec Biological Test Pack with Instant Readout Integrator 

(K103000) 
  

D A N A  P R O D U C T S ,  I N C .                     
7  C O R E Y  D R I V E                                                      

S O U T H  B A R I N G T O N ,  I L   6 0 0 1 0                          
T E L .  8 4 7 - 4 5 5 - 2 8 8 1  F A X .  8 4 7 - 4 5 5 - 2 8 8 6  
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Indications for Use 
 
 
510(k) Number (if known):  
Device Name:  Dana Reusable Test Pack 
. 
 
Indications For Use: 
 
Dana Reusable Test Pack is designed to challenge steam sterilization process in healthcare 
facilities. It is intended to be used for routine monitoring of pre-vacuum steam sterilization 
cycles. It is validated to be used in 4 minute 270°F pre-vacuum steam sterilization cycles with 
SGM Biotech’s Self-Contained Biological Indicator Smart-Read EZTest - Steam along with 
or without SteriScan Integrators.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Prescription Use _______ AND/OR                     Over-The-Counter Use __X_ 
(Part 21 CFR 801 Subpart D)                                               (21 CFR 801 Subpart C) 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
________________________________________________________________ 

 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

                                                                                                        
                                                                                                   
 
                                                                                                       Page 1 of  1 
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Functionality of Dana Reusable Test Pack with the Smart-Read BI and SteriScan Integrator: 

 
 
  

(b)(4) 

(b)(4) 
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PERFORMANCE TESTING 
 
 
Information on items used in this study 

(b)(4) 
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Predicate device: SteriTec Test Pack with Smart-Read BI. 
 
Objective: To show that the Dana Reusable Test Pack is more resistant in a 4 minute 270°F 
prevac cycle when compared to the SteriTec Test Pack.  Both test packs use Smart Read BIs 
from the same lot.  
 
Test Parameters: 

 
Statement of purpose/ Objective of studies 

 

(b)(4) 

(b)(4) 
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STUDY  1:   

(b)(4) 

(b)(4) 
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(b)(4)Testing 
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(b)(4)Testing 
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STUDY  2 :   
(b)(4)Testing 
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(b)(4)Testing 



(b)(4)Testing 
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STUDY  3 :   
 

(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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STUDY  4:  

(b)(4)Testing 

(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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STUDY  5 :   
(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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STUDY  6:   
 

(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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(b)(4)Testing 
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Performance of SteriScan Integrator 

                                              

(b)(4)Testing 
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(b)(4)Testing 
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SHELF LIFE AND REUSE LIFE DISCUSSION 
 
 
Shelf  and Reuse Life: The individual parts and finished assemblies of the Dana Reusable 
Test Packs were manufactured one year ago. Initially, we will claim a shelf life of one year. 
Afterwards, we will test the retained samples every six months and adjust the expiration date 
accordingly. 

We are claiming the Dana Reusable Test Pack as a reusable device which the manufacturer 
recommends replacing six months after first use; however, if there are any visible signs of 
wear and tear including, for example, discoloration, rusting, cracking, peeling or deformation 
or any other visible change, the Dana Reusable Test Pack should be discarded and replaced 
immediately..  We have enclosed test data to substantiate our claim.  We will continue to test 
to validate the reuse life with the retained samples. 
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Instructions for use: 
 
 

Dana Reusable Test Pack 

Product Description: 

Dana Reusable Test Pack is designed to challenge the steam sterilization process in healthcare 
facilities and for routine monitoring of  pre-vacuum steam sterilization cycles.  

Indications for Use: 

Dana Reusable Test Pack is designed to challenge steam sterilization process in healthcare 
facilities. It is intended to be used for routine monitoring of pre-vacuum steam sterilization 
cycles. It is validated to be used in 4 minute 270°F pre-vacuum steam sterilization cycles with 
SGM Biotech’s Self-Contained Biological Indicator Smart-Read EZTest - Steam along with 
or without SteriScan Integrators.  

 
Direction for Use: 

1. To open the device, unscrew the Dana Reusable Test Pack cap. 
2. Insert the desired indicator into the chamber as illustrated below.   

 

 

 

                                                                    
  

 
     

 

• Insert cap end first of  BI into Dana Reusable Test Pack (as shown 
above). 

• Insert pellet end first of  the SteriScan® Integrator into Dana Reusable 
Test Pack (as shown above).  

 
3. To seal the device, screw the Dana Reusable Test Pack cap on tightly. 
4. Place the Dana Reusable Test Pack on the bottom shelf  above the drain. 
5. Process the load according to recommended practices. 
6. After completion of  the cycle open the sterilizer door and wait at least 5 minutes before 

removing the Dana Reusable Test Pack.  

SteriScan® Indicator 
 
  Reject              Accept 
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7. Wear gloves and safety glasses when removing the Dana Reusable Test Pack from the 
sterilizer and at all times when handling and/or removing contents from the Dana 
Reusable Test Pack after sterilization. 

8. Do not open the Dana Reusable Test Pack until it has sufficiently cooled off. 
9. After the Dana Reusable Rest Pack has sufficiently cooled off, unscrew the Dana Reusable 

Test Pack cap. 
10. Remove the BI, and the SteriScan® Class 5 Integrator, as applicable. 
11. Follow the instructions provided with the BI and the SteriScan® Steam Sterilization 

Integrator to read and interpret the results. 
12. The BI and the SteriScan® Steam Sterilization Integrator  are single use devices.  Dispose of  

these devices after one use per manufacturer’s directions. 
 

Storage:  
 
Store at normal room conditions: Temperature 60°F to 85° F Humidity 30 –70%.  

 
Cleaning:  

 
Clean the SteriScan Reusable® Test Pack only with water. Wipe the outside and rinse the 
inside with water. 

Precautions: 
 
1. Use only with 270°F pre-vacuum steam sterilization cycles. 
2. Use gloves to handle test pack after sterilization.  
3. Wait until the test pack cools off  before opening. 
4. The manufacturer recommends replacing the Dana Reusable Test Pack six months after first 

use; however, if  there are any visible signs of  wear and tear including, for example, 
discoloration, rusting, cracking, peeling or deformation or any other visible change, discard 
and replace the Dana Reusable Test Pack immediately. 

5. SteriScan® Chemical Indicators are not replacements for Biological Indicators. 
 

Made in USA by 
Dana Products 
11457 Melrose Street 
Franklin Park, IL 60131 
847-455-2881 
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EXHIBIT B 



(b)(4)Design









Required Elements for a Declaration of Conformity to a 
Recognized Standard 

Required Element Present Inadequate 
or Missing 

a. An identification of the applicable recognized consensus 
standards that were met. 

 See A below   

b. A statement, for each consensus standard, that all requirements 
were met, except for inapplicable requirements or deviations 
noted below. 

 See B below   

c. An identification, for each consensus standard, of any way(s) in 
which the standard may have been adapted for application to the 
device under review (e.g. An identification of an alternative series 
of tests that were performed). 

 See C below   

d. An identification, for each consensus standard, of any 
requirements that were not applicable to the device. 

 See D below   

e. A specification of any deviations from each applicable standard  See E below   

(b)(4)Product Specs



that were applied. 
f. A specification of the differences that may exist, if any, between 
the tested device and the device to be marketed and a justification 
of the test results in these areas of difference. 

 See F below   

g. The name and address of the testing laboratory and/or 
certification body involved in determining the conformance of the 
device with applicable consensus standards and a reference to any 
accreditations for those organizations. 

 See G below   

 
Set forth below is the revised Declaration of Conformity Statement: 
 
Declaration of conformity: The Dana Reusable Test Pack, when used with SGM’s Smart-Read 
EZTest BI (“Smart-Read BI”), conforms to the recognized consensus standard set for a BI 
challenge test pack using 16 surgical towels in section 10.7 of ANSI/AAMI ST79: 2010 (fulfills 
requirement A above).  The Dana Reusable Test Pack was more resistant than the SteriTec 
Biological Test Pack with Instant Readout Integrator (“SteriTec Test Pack”) (each SteriTec Test 
Pack contains a Smart-Read BI) when tested in an FDA approved Steam Sterilizer and 270°F 
Prevac cycle for use in healthcare facilities. For comparative purposes in a given test, the Smart-
Read BI used in the Dana Reusable Test Pack was from the same lot as the one in the SteriTec 
Test Pack.  The SteriTec Test Pack was validated against the AAMI 16 towel pack. Comparative 
testing was done with just the one Dana Reusable Test Pack and one SteriTec Test Pack placed 
directly over the drain but in an otherwise empty Sterilizer. This is the worst sterilizer load 
condition (per sec. 5.5 of ANSI/AAMI ST-8).  For each consensus standard, all requirements 
were met (fulfills requirement B above).  The standard was not adapted for application to the 
device under review (fulfills requirement C above).  There were no requirements that were not 
applicable to the device (fulfills requirement D above).  There were no deviations from each 
applicable standard that was applied (fulfills requirement E above).  There are no differences 
between the tested device and the device to be marketed (fulfills requirement F above).  Neither 
a testing laboratory nor certification body was involved in determining the conformance of the 
device with applicable consensus standards (fulfills requirement G above).   
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Detailed summary of the performance tests for the device and conclusion: 
 
The following studies were conducted and will be presented in the submission.  Detailed 
summaries of these studies are set forth below. 
 

(b) (4)
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Performance of SteriScan Integrator Inside of Dana Reusable Test Pack 
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Summary of Substantial Equivalence Discussion:  The results of these evaluations showed 
that the Dana Reusable Test Pack exceeds the performance of the SteriTec Test Pack and is thus 
substantially equivalent to the predicate device in terms of its intended use, physical properties 
and technological characteristics. There are no new questions of safety or effectiveness. 

• Dana Products Response:  Please see labeling below: 
 

Labeling: 

The following is the draft of the labeling that will be applied on each test pack. 
 

(b) (4)

(b) (4)





Indications for Use: 

Dana Reusable Test Pack is designed to challenge steam sterilization process in healthcare 
facilities. It is intended to be used for routine monitoring of pre-vacuum steam sterilization 
cycles. It is validated to be used in 4 minute 270°F pre-vacuum steam sterilization cycles with 
SGM Biotech’s Self-Contained Biological Indicator Smart-Read EZTest - Steam along with or 
without SteriScan Integrators.  

 
Direction for Use: 

1. To open the device, unscrew the Dana Reusable Test Pack cap. 
2. Insert the desired indicator into the chamber as illustrated below.   

 

 

 

                                                                    
  

 
     

 

• Insert cap end first of  BI into Dana Reusable Test Pack (as shown above). 
• Insert pellet end first of  the SteriScan® Integrator into Dana Reusable Test 

Pack (as shown above).  
 
3. To seal the device, screw the Dana Reusable Test Pack cap on tightly. 
4. Place the Dana Reusable Test Pack on the bottom shelf  above the drain. 
5. Process the load according to recommended practices. 
6. After completion of  the cycle open the sterilizer door and wait at least 5 minutes before 

removing the Dana Reusable Test Pack.  
7. Wear gloves and safety glasses when removing the Dana Reusable Test Pack from the 

sterilizer and at all times when handling and/or removing contents from the Dana 
Reusable Test Pack after sterilization. 

8. Do not open the Dana Reusable Test Pack until it has sufficiently cooled off. 
9. After the Dana Reusable Rest Pack has sufficiently cooled off, unscrew the Dana Reusable Test 

Pack cap. 
10. Remove the BI, and the SteriScan® Class 5 Integrator, as applicable. 
11. Follow sterilizer manufacturer instructions when using the Dana Reusable Test Pack 
12. Follow the instructions provided with the BI and the SteriScan® Steam Sterilization Integrator 

to read and interpret the results. 
13. Follow the instructions provided with the BI incubator when incubating BI. 

SteriScan® Indicator 
 
  Reject              Accept 



14. The BI and the SteriScan® Steam Sterilization Integrator are single use devices.  Dispose of  
these devices after one use per manufacturer’s directions. 

 
Storage:  
 
Store at normal room conditions: Temperature 60°F to 85° F Humidity 30 –70%.  

 
Cleaning:  

 
Clean the SteriScan Reusable® Test Pack only with water. Wipe the outside and rinse the inside 
with water. 

Precautions: 
 
1. Use only with 270°F pre-vacuum steam sterilization cycles. 
2. Use gloves to handle test pack after sterilization.  
3. Wait until the test pack cools off before opening. 
4. The manufacturer recommends replacing the Dana Reusable Test Pack six months after first 

use; however, if there are any visible signs of wear and tear including, for example, 
discoloration, rusting, cracking, peeling or deformation or any other visible change, discard 
and replace the Dana Reusable Test Pack immediately. 

5. SteriScan® Chemical Indicators are not replacements for Biological Indicators. 
 

Made in USA by 
Dana Products 
11457 Melrose Street 
Franklin Park, IL 60131 
847-455-2881 
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     Material Safety Data Sheet                            7/10/2010 
SteriScan Integrator 

 
 

1. Composition /Information on Ingredients 
 
Aluminum Foil 
Steam sensitive chemical 
Filter paper 
Adhesive 
Polypropylene cover 
Paper overlay 
 
Hazards Identification 
 
HMIS Classification 
Health Hazard   1 
Flammability     0 
Physical hazard 0 
 
NFPA Rating 
 
Health Hazard:        1 
Fire:                         0 
Reactivity Hazard:   0 
 
Cytotoxicity Test Result Result of Product and Contents 
 
The Grade 0 response from the sample preparation meets assay acceptance requirements 
of no more than Grade 2 reactivity (Ref. USP) 
 
Accidental release of sealed contents 
 
In case of skin contact: Wash with soap and water.  
In case of contact with instruments: Clean instruments and sterilize. 
 
Handling 
 
Do not cut or puncture the product, which may release contents. 
 
  
 

D A N A  P R O D U C T S ,  I N C .   
1 1 4 5 7  M E L R O S E  S T R E E T   

F R A N K L I N  P A R K ,  I L  6 0 1 3 1                               
T E L .  8 4 7 - 4 5 5 - 2 8 8 1  F A X .  8 4 7 - 4 5 5 - 2 8 8 6  



 
9/22/2011 

Material Safety Data Sheet 
SteriScan Reusable Test Pack 

 
 

Composition /Information on Ingredients 
 
Machined aluminum  
Machined teflon 
Silicon over-mold 
Stainless steel screws and washers 
Viton o-rings 
FEP shrink tubing 
 
Hazards Identification 
 
HMIS Classification 
Health Hazard   0 
Flammability     0 
Physical hazard 0 
 
NFPA Rating 
 
Health Hazard:        0 
Fire:                         0 
Reactivity Hazard:   0 
 
Cytotoxicity Test Result Result of Product and Contents 
 
The Grade 0 response from the sample preparation meets assay acceptance requirements 
of no more than Grade 2 reactivity (Ref. USP) 
 
 
Handling 
 
Wear gloves when removing product from sterilizer as it may be hot. 
 
  
 

D A N A  P R O D U C T S ,  I N C .   
1 1 4 5 7  M E L R O S E  S T R E E T   

F R A N K L I N  P A R K ,  I L  6 0 1 3 1                  
T E L .  8 4 7 - 4 5 5 - 2 8 8 1  F A X .  8 4 7 - 4 5 5 - 2 8 8 6  
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     Material Safety Data Sheet                            7/10/2010 
SteriScan Integrator 

 
 

1. Composition /Information on Ingredients 
 
Aluminum Foil 
Steam sensitive chemical 
Filter paper 
Adhesive 
Polypropylene cover 
Paper overlay 
 
Hazards Identification 
 
HMIS Classification 
Health Hazard   1 
Flammability     0 
Physical hazard 0 
 
NFPA Rating 
 
Health Hazard:        1 
Fire:                         0 
Reactivity Hazard:   0 
 
Cytotoxicity Test Result Result of Product and Contents 
 
The Grade 0 response from the sample preparation meets assay acceptance requirements 
of no more than Grade 2 reactivity (Ref. USP) 
 
Accidental release of sealed contents 
 
In case of skin contact: Wash with soap and water.  
In case of contact with instruments: Clean instruments and sterilize. 
 
Handling 
 
Do not cut or puncture the product, which may release contents. 
 
  
 

D A N A  P R O D U C T S ,  I N C .   
1 1 4 5 7  M E L R O S E  S T R E E T   

F R A N K L I N  P A R K ,  I L  6 0 1 3 1                               
T E L .  8 4 7 - 4 5 5 - 2 8 8 1  F A X .  8 4 7 - 4 5 5 - 2 8 8 6  



 
9/22/2011 

Material Safety Data Sheet 
SteriScan Reusable Test Pack 

 
 

Composition /Information on Ingredients 
 
Machined aluminum  
Machined teflon 
Silicon over-mold 
Stainless steel screws and washers 
Viton o-rings 
FEP shrink tubing 
 
Hazards Identification 
 
HMIS Classification 
Health Hazard   0 
Flammability     0 
Physical hazard 0 
 
NFPA Rating 
 
Health Hazard:        0 
Fire:                         0 
Reactivity Hazard:   0 
 
Cytotoxicity Test Result Result of Product and Contents 
 
The Grade 0 response from the sample preparation meets assay acceptance requirements 
of no more than Grade 2 reactivity (Ref. USP) 
 
 
Handling 
 
Wear gloves when removing product from sterilizer as it may be hot. 
 
  
 

D A N A  P R O D U C T S ,  I N C .   
1 1 4 5 7  M E L R O S E  S T R E E T   

F R A N K L I N  P A R K ,  I L  6 0 1 3 1                  
T E L .  8 4 7 - 4 5 5 - 2 8 8 1  F A X .  8 4 7 - 4 5 5 - 2 8 8 6  
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