
     

     

   
   

  

  
     

  
  

  
    

   
    

    
  

   

   
 

  

  

        
    

   
  

    

    

   

   

   
   



 
   

   
     

    

           
             

           
           

             
           

             
           

           
           
            

          
        

           

           
         

          
            

  

            
           

         
    

       
          

       
   

   



 
   

        
    

       
  

       
         

      
       

       

        
         

     

        
  

         
          

       
        

    

          
           

       

         

    
 
   
  

    
    
   

 

 

  
   

   



   

     
        

      

        
        
         

        

   
   



       

   

   
   

  
     

  
   

  
  

 
   

    
  
   

  
   

   

  

              
            

             
               

              
             
               

            
         

           
             

                

             
               

         

            
               

            
               

               

            



    

               
           

                
             

       
   

          
             

     
    

      

             
             

      

 

 
      

 
   

   
   

 



  

     

   

  

          

            

     
          

          

       

  
  













 
 

 
MEDOS INTERNATIONAL Sàrl • OBTECH MEDICAL Sàrl • DEPUY MOTION Sàrl | CHEMIN-BLANC 38  CASE POSTALE  CH- 2400 LE LOCLE  T +41 (0)32 934 8000  F +41 (0)32 934 8973 

MEDOS Sàrl • CODMAN NEURO SCIENCES Sàrl • FMS SA | RUE GIRARDET 29  CASE POSTALECH- 2400 LE LOCLE T +41 (0)32 934 8000  F +41 (0)32 934 8973 

ETHICON Sàrl • ETHICON WOMEN’S HEALTH & UROLOGY Sàrl • DEPUY MITEK Sàrl | PUITS-GODET 20  CH- 2000 NEUCHÂTEL  T +41 (0)32 934 8600  F +41 (0)32 934 8610 

 

December 19, 2013 
 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center (WO66-0609)  
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 

Re:  Traditional: 510(k) Notification – Mitek Arthroscopes 

Dear Sir/Madam, 

Pursuant to the requirements of Section 510(k) of the Federal Food, Drug and Cosmetic 

Act, as amended, DePuy Mitek (hereafter referred to as “Mitek”), a Johnson & Johnson 

company, hereby submits this Traditional 510(k) for the Mitek  Arthroscopes on 

behalf of Medos International.  

 Trade name: Mitek Arthroscope 
 Common name:  Arthroscope   
 Classification and Panel: HRX(Class II) General & Plastic Surgery Devices 
 Prior submissions: N/A – there are no prior submissions 
 Bundled devices: N/A – this is not bundled submission 
 Clinical Data: N/A – this submission does not contain clinical data 

 

The Mitek Arthroscope was developed as a new device based on the Acclarent Cylcops 

Endocsope.  

The Mitek Arthroscope described in this submission is substantially equivalent to the 

following currently marketed predicate devices: 

510(k) Description Manufacturer Indications 

K100577 Cyclops Multiangle Endoscope Acclarent, Inc. a Johnson 

and Johnson company  

ENT 

K110097 Cyclops Multiangle Endoscope Acclarent, Inc. a Johnson 

and Johnson company 

ENT 

K093677 Stryker Arthroscope Stryker Inc. Arthroscopy 

K030096 Arthrex Arthroscopes Arthrex Inc. Arthroscopy  
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A complete discussion of predicate devices may be found within the body of this 

submission in the 510(k) Summary and Section 5: Substantial Equivalence. 

The followings are enclosed in this submission package.    

 One Paper Copy 
 One CD of eCopy which is an exact duplicate of the paper copy. 

 
We consider the intent to market this device as confidential commercial information and 

request that it be considered as such by FDA. We have taken precautions to protect the 

confidentiality of the intent to market the device. We understand that the submission to 

the government of false information is prohibited by 18 U.S.C. 1001 and 21 U.S.C 331(q). 

Please note that a copy of the Medical Device User Sheet has been provided in this 
submission and payment for review of the premarket notification has been forwarded to 
FDA’s St. Louis office (payment identification reference number  
 

Thank you in advance for your consideration of our application.  If there are any questions 

during the review of this application, please feel free to contact me at (508) 880-8097 or 

skagan@its.jnj.com. 

 

Sincerely, 

 

Susan Kagan 
Project Manager, Regulatory Affairs   

(b)(4) TS/CCI



  Mitek Arthroscopes: Traditional 510(K) 

 

Preliminary Questions Yes  No 

1. Is the product a device (per section 201(h) of the FD&C Act) or a combination 
product (per 21 CFR 3.2(e)) with a device constituent part subject to review in a 
510(k)? 
 
If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination 
product, or you are unsure, consult with the CDRH Jurisdictional Officer or the CBER Office 
Jurisdiction Liaison to determine the appropriate action, and inform division management. 
Provide a summary of the Jurisdictional Officer’s/Liaison’s determination. If the product does 
not appear to be a device or such a combination product, mark “No.” 

√  

2. Is the application with the appropriate Center? 
 
If the product is a device or a combination product with a device constituent part, is it subject 
to review by the Center in which the submission was received? If you believe the application 
is not with the appropriate Center or you are unsure, consult with the CDRH Jurisdictional 
Officer or CBER Office Jurisdiction Liaison to determine the appropriate action and inform 
your division management. Provide a summary of the Jurisdictional Officer’s/Liaison’s 
determination. If application should not be reviewed by your Center mark “No.” 

√  

3. If a Request for Designation (RFD) was submitted for the device or combination  
product with a device constituent part and assigned to your center, identify the  
RFD # and confirm the following: 
 
a) Is the device or combination product the same (e.g., design, formulation)  as 

that presented in the RFD submission? 
b) Are the indications for use for the device or combination product identified in 

the 510(k) the same as those identified in the RFD  submission? 
 
If you believe the product or the indications presented in the 510(k) have changed from the 
RFD, or you are unsure, consult with the CDRH Jurisdictional Officer or appropriate CBER 
Jurisdiction Liaison to determine the appropriate action and inform your division  
management.  Provide summary of Jurisdictional Officer’s/Liaison’s determination.    If the 
answer to either question above is no, mark “No.”  If there was no RFD, skip this question. 

 √ 

4. Is a 510(k) the appropriate regulatory submission? 
 
If a 510(k) does not appear to be appropriate (e.g., Class III type and PMA required, or Class 
I or II type and 510(k)-exempt), you should consult with the CDRH 510(k) Program Director 
or appropriate CBER staff during the acceptance review. If 510(k) is not the appropriate 
regulatory submission, mark “No.” 

√  

5. Is there a pending PMA for the same device with the same indications for use? 
 
If there is a pending PMA for the same device, consult division management and the CDRH 
510(k) Program Director or appropriate CBER staff to determine the appropriate action. 

 √ 

6. If clinical studies have been submitted, is the submitter the subject of an 
Application Integrity Policy (AIP)? 
 
If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring 
(OC/DBM - BIMO) or CBER Office of Compliance and Biologics Quality/Division of Inspections 

 √ 
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  Mitek Arthroscopes: Traditional 510(K) 

and Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) to determine the 
appropriate action. Check on web at 
http://www.fda.gov/ICECI/EnforcementActions/ApplicationIntegrityPolicy/ucm134453.htm. 

 

Organizational Elements Yes No 

a. Submission contains Table of Contents √  

b. Each section is labeled (e.g., headings or tabs designating Device Description section, 
Labeling section, etc.) 

√  

c. All pages of the submission are numbered 
All pages should be numbered in such a manner that information can be referenced by page 
number. This may be done either by consecutively numbering the entire submission, or 
numbering the pages within a section (e.g., 12-1, 12-2…). 

√  

d. Type of 510(k) is identified– traditional, abbreviated, or special 
If type of 510(k) is not designated, review as a traditional 

√ 
Cover 
Letter 

 

 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

A. Administrative    

 1. All content used to support the submission is written in 
English (including translations of test reports, literature 
articles, etc,) 

√   

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

√   

  a. Device trade name or proprietary name √   

  b. Device common name √   

  c. Device class and panel or  
Classification regulation or 
Statement that device has not been classified with 
rationale for that conclusion 

√   

 3. Submission contains Indications for Use Statement with Rx 
and/or OTC designated (see also 801.109) 
Submitter should use format appropriate for the reviewing 
Center/Office (CDRH/ODE, CDRH/OIVD, CBER/OBRR, 
CBER/OCTGT). If not provided in correct format, request the 
correct format during substantive review. 

√ 
 

  

 4. Submission contains 510(k) Summary or 510(k) Statement 
Either a) or b) must be answered “Yes” to be considered 
complete. Identify any missing element(s) as Comments. 

√   

  a. Summary contains all elements per 21 CFR 807.92 
See also 510(k) Summary Checklist 

√   

  b. Statement contains all elements per 21 CFR 807.93  √  

 5. Submission contains Truthful and Accuracy Statement per 21 
CFR 807.87(k) 
See recommended format. Select “Yes” if statement is present 

√   

Premarket Notification: Traditional 510(k) 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

and includes the text in the recommended format, and is 
signed by a responsible person of the firm (not consultant). 

 6. Submission contains Class III Summary and Certification  
See recommended content  
Form should be signed by a responsible person of the firm, 
not a consultant. CDRH is not currently able to accept a digital 
signature.  
“N/A” only if submission is not a Class III 510(k). 

 √  

 7. Submission contains clinical data  
Select “N/A” if the submission does not contain clinical data. If 
“N/A” is selected, parts a and b below are omitted from the 
checklist. 

 √  

  a. Submission includes completed Financial Certification 
(FDA Form 3454) or Disclosure (FDA Form 3455) 
information for each covered clinical study included in 
the submission. 
Select “N/A” if the submitted clinical data is not a 
“covered clinical study” as defined in the Guidance for 
Industry Financial Disclosures by Clinical Investigators 

 √  

  b. Submission includes completed Certification of 
Compliance with requirements of ClinicalTrials.gov 
Data Bank (FDA Form 3674) (42 U.S.C. 282(j)(5)(B)) 
for each applicable device  clinical trial included in the 
submission. 
Select “N/A” if the submitted clinical data is not an 
“applicable device clinical trial” as defined in Title VIII 
of FDAAA, Sec. 801(j) 

 √  

 8. If submission relies upon a national or international standard 
as part of demonstration of substantial equivalence, 
submission contains Standards Data Report for 510(k)s (FDA 
Form 3654) or includes detailed information about how and 
the extent to which the standard has been followed  
There should be a completed form for each referenced 
national or international standard.  Select “N/A” only if 
submission does not reference any standards. 

√   

 9.  The submission identifies prior submissions for the same 
device for which FDA provided feedback related to the data or 
information needed to support substantial equivalence (e.g., 
submission numbers for PreSubmission, IDE, prior not 
substantially equivalent (NSE)  determination, prior 510(k) 
that was deleted or withdrawn) or states that there were no 
prior submissions for the subject device. 
This information may be included in the Cover Letter (i.e., as 
a statement that there were no prior submissions for the 
device or a listing of the number(s) of the prior submissions). 
Alternatively, a list of submission numbers may be found in 

  √ 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

Section F (prior related submissions section) of the CDRH 
Coversheet form (Form 3514) to address this criterion. Please 
be advised that if this section of the form is left blank, it 
should not be considered a statement that there were no prior 
submissions.     

  If there were prior submissions, the submitter has identified 
where in the current submission any issues related to a 
determination of substantial equivalence outlined in prior 
communications are addressed. 
To address this criterion, the submission may include a 
separate section with the prior submission number(s), a copy 
of the FDA feedback (e.g., letter, meeting minutes), and a 
statement of how or where in the submission this prior 
feedback was addressed. Note that the adequacy of how the 
feedback was addressed should be assessed during the 
substantive review. For additional information regarding the 
Pre-Submission process, please refer to the Draft Guidance 
“Medical Devices: The Pre-Submission Program and Meetings 
with FDA Staff.” 
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGui
dance/GuidanceDocuments/ucm310375.htm).  Once finalized, 
this guidance will represent the Agency’s current thinking on 
this topic.  Select “N/A” if the submitter states there were no 
prior submissions in criterion above.  

 √  

B. Device Description    

 10. a. If there are requirements regarding the device description, 
such as special controls, in a device-specific regulation that 
are applicable to the device, the submission includes device 
description information to establish that the submitter has 
followed the device-specific requirement. 
Select “N/A” if there are no applicable requirements in a 
device specific regulation. Select “No” if the submission 
does not include a rationale for any omitted information.  
Note that the adequacy of how such requirements have 
been addressed should be assessed during the substantive 
review.   

  
√ 
 

  b. If there is a device-specific guidance, other than a special 
controls guidance document, applicable to the device, the 
submission includes device description information to 
establish that the submitter has addressed the 
recommendations or otherwise has met the applicable 
statutory or regulatory criteria through an alternative 
approach. 
Select “N/A” if there is no applicable device-specific 
guidance. Select “No” if the submission does not include a 
rationale for any omitted information or any alternative 

  √ 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

approach as outlined above.  Note that the adequacy of 
how recommendations in a device-specific guidance, etc., 
have been addressed should be assessed during the 
substantive review.   

 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 
therapeutic/diagnostic effect. 

√ 
Section 4 

  

  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. 

√ 
Section 4 

  

  c. A list and description of each model for which 
clearance is requested.  
Select “N/A” if there is only one mode “Device” may 
refer to models, part numbers, or various sizes, etc. 

√ 
Section 4 

  

 12. Submission contains representative engineering drawing(s), 
schematics, illustrations and/or figures of the device that are 
clear, legible, labeled, and include dimensions.  
In lieu of drawings, schematics, etc. of each device to be 
marketed, ”representative” drawings, etc. may be provided, 
where “representative” is intended to mean that the drawings, 
etc. provided capture the differences in design, size, and 
other important characteristics of the various models, sizes, or 
versions of the device(s) to be marketed.  
Select “N/A” if the submitter provided a rationale for why the 
submission does not contain engineering drawings, 
schematics, etc. (e.g., device is a reagent and figures are not 
pertinent to describe the device). 

√ 
Attachment A 

  

 13. If device is intended to be marketed with multiple 
components, accessories, and/or as part of a system,  
Select “N/A” if the device is not intended to be marketed with 
multiple components, accessories, and/or as part of a system. 

   

  a. Submission includes a list of all components and 
accessories to be marketed with the subject device. 

√ 
Section 4 

 
  

  b. Submission includes a description (as detailed in item 
11.a. and b. and 12 above) of each component or 
accessory.  
Select “N/A” if the component(s)/accessory(ies) has 

been previously cleared, or is exempt, and the 
proposed indications for use are consistent with the 
cleared indications. 

√ 
Section 4 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

  c. A 510(k) number is provided for each component or 
accessory that received a prior 510(k) clearance.  
Select “N/A” if the submission states that the 
component(s)/ accessory(ies) does not have a prior 
510(k) clearance or the component(s)/accessory(ies) is 
510(k) exempt. 

 
 

√ 
 

 

C. Substantial Equivalence Discussion    

 14. Submitter has identified a predicate(s) 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(http://www.fda.gov/MedicalDevices/DeviceRegu
lationandGuidance/ComplianceActivities/ucm072746.ht
m). 

√ 
Section 5 

  

  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. 

√ 
Section 5 

 
  

 15. Submission includes a comparison of the following for the 
predicate(s) and subject device 

   

  a. Indications for use √ 
Section 5 

  

  b. Technology, including features, materials, and 
principles of operation 

√ 
Section 5 

  

 16. Submission includes an analysis of why any differences 
between the subject device and predicate(s) do not render 
the device NSE (e.g., does not constitute a new intended use; 
and any differences in technological characteristics are 
accompanied by information that demonstrates the device is 
as safe and effective as the predicate and do not raise 
different questions of safety and effectiveness than the 
predicate), affect safety or effectiveness, or raise different 
questions of safety and effectiveness (see section 513(i)(1)(A) 
of the FD&C Act and 21 CFR 807.87(f))  
 
If there is no difference between the subject and predicate(s) 
with respect to indications for use or technology, this should 
be explicitly stated, in which case “N/A” should be selected. 
Select “No” only if the submission does not include an analysis 
of differences as described above or a statement that there 
are no differences. Note that the adequacy of the analysis 

√ 
Section 5 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

should be assessed during the substantive review; only the 
presence of such an analysis is required for acceptance. In 
addition, note that due to potential differences in 
manufacturing that may not be known to the submitter, the 
fact that no differences are identified does not necessarily 
mean that no performance testing is needed. 

D. Proposed Labeling (see also 21 CFR part 801)    

 17. Submission includes proposed labels, labeling (e.g., 
instructions for use, package insert, operator’s manual)  that 
describe a description of the device, its intended use, and the 
directions for use 

√ 
 

  

  a. Indications for use stated in labeling (21 CFR 801.61) 
and identical to IFU form and 510(k) Summary (if 
applicable) 

√ 
Section 10 
Attachment 

C 
 

  

  b. Submission includes directions for use that  
 
 include statements of all conditions, purposes or uses 
for which the device is intended (e.g., hazards, 
warnings, precautions, contraindications) (21 CFR 
801.5) AND  

  
Includes directions for layperson (see 21 CFR 801.5) OR 
submission states that device qualifies for exemption 
per 21 CFR 801 Subpart D  

√ 
Attachment 

C 
 

  

 18. If indicated for prescription use, labeling includes the 
prescription use statement (see 21 CFR 801.109(b)(1)) or “Rx 
only” symbol [See also Alternative to Certain Prescription 
Device Labeling Requirements]  
Select “N/A” if not indicated for prescription use. 

√ 
Section 10 
Attachment 

B & C 
 

  

 19. General labeling provisions    

  a. Labeling includes name and place of business of the 
manufacturer, packer, or distributor (21 CFR 801.1) 

√ 
Attachment 

B & C 
  

  b. Labeling includes device common or usual name (21 
CFR 801.61) 
Select “N/A” if device is for prescription use only. 

√ 
Attachment 

B & C 
 

  

 20. a. If there are requirements regarding labeling, such as 
special controls, in a device-specific regulation that are 
applicable to the device, the submission includes labeling to 
establish that the submitter has followed the device-specific 
requirement.  
Select “N/A” if there are no applicable requirements in a 

device-specific regulation. Select “No” if the submission does 

 
√ 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

not include a rationale for any omitted information. Note 
that the adequacy of how such requirements have been 
addressed should be assessed during the substantive 
review. 

  b. If there is a device-specific guidance, other than a special 
controls guidance document, applicable to the device, the 
submission includes labeling to establish that the submitter 
has addressed the recommendations or otherwise has met 
the applicable statutory or regulatory criteria through an 
alternative approach.  
Select “N/A” if there is no applicable device-specific 
guidance. Select “No” if the submission does not include a 
rationale for any omitted information or any alternative 
approach as outlined above. Note that the adequacy of how 
recommendations in a device-specific guidance have been 
addressed should be assessed during the substantive 
review. 

 
√ 
 

 

  c. If there is a special controls document applicable to the 
device, the submission includes labeling to establish that 
the submitter has complied with the particular mitigation 
measures set forth in the special controls document or uses 
alternative mitigation measures but provides a rationale to 
demonstrate that those alternative measures identified by 
the firm will provide at least an equivalent assurance of 
safety and effectiveness.  
Select “N/A” if there is no applicable special controls 
document. Select “No” if the submission does not include a 
rationale for any omitted information or any alternative 
approach as outlined above. Note that the adequacy of how 
mitigation measures in a special controls document have 
been addressed should be assessed during the substantive 
review. 

 
√ 
 

 

 21. If the device is an in vitro diagnostic device, provided labeling 
includes all applicable information required per 21 CFR 
809.10.  
Select “N/A” if not an in vitro diagnostic device. 

 √  

E. Sterilization    

 If in vitro diagnostic (IVD) device and sterilization is not applicable, 
select “N/A.” The criteria in this section will be omitted from the 
checklist if “N/A” is selected. 

   

 Submission states that the device and/or accessories are: (one of the below must be 
checked)  

provided sterile 
provided non-sterile but sterilized by the end user 
non-sterile when used 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.  
If “non-sterile when used” is selected, the sterility-related criteria below are omitted 
from the checklist.  
If information regarding the sterility status of the device is not provided, select “No.” 

 22. Assessment of the need for sterilization information    

  a. Identification of device, and/or accessories, and/or 
components that are provided sterile. 

 
 

√  

  b. Identification of device, and/or accessories, and/or 
components that are end user sterilized 

√  
Section 9 

  

  c. Identification of device, and/or accessories, and/or 
components that are reusable and 
cleaning/disinfection instructions are provided. 

√  
Section 9 

  

 23. If the device, and/or accessory, and/or a component is 
provided sterile:  
Select “N/A” if no part of the device, accessories, or 
components is provided sterile, otherwise complete a-e below. 

   

  a. Sterilization method is stated for each component 
(including parameters such as dry time for steam 
sterilization, radiation dose, etc.) 

 
√ 

 

  b. A description of method to validate the sterilization 
parameters (e.g., half-cycle method and full citation of FDA-
recognized standard, including date) is provided for each 
proposed sterilization method.  
Note, the sterilization validation report is not required. 

 

√ 

 

  c. For devices sterilized using chemical sterilants such as 
ethylene oxide (EO) and hydrogen peroxide, submission 
states maximum levels of sterilant residuals remaining on 
the device and sterilant residual limits.  
Select “N/A” if not sterilized using chemical sterilants. 

 

√ 

 

  d. Submission includes description of packaging and 
packaging contents (e.g., if multiple devices are included 
within the same package, Tyvek packaging, etc.) 

 
√ 

 

  e. Sterility Assurance Level (SAL) stated 
 

√ 
 

 24. If the device, and/or accessory, and/or a component is end 
user sterilized:  
Select “N/A” if no part of the device, accessories, or 
components are end user sterilized, otherwise complete a-d 
below. 

   

  a. Sterilization method is stated for each component 
(including parameters such as dry time for steam 
sterilization, radiation dose, etc.) 

√ 
Section 9 

  

  b. A description of method to validate the sterilization 
parameters (e.g., half-cycle method and full citation of 
FDA-recognized standard, including date) is provided 

√ 
Section 9 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

for each proposed sterilization method.  
Note, the sterilization validation is not required. 

  c. Submission includes description of packaging and 
packaging contents (e.g., if multiple devices are 
included within the same package, Tyvek packaging, 
etc.) 

√ 
Section 10  

  

  d. Submission includes sterilization instructions for end 
user 

√ 
Attachment 

C 
  

 25. a. If there are requirements regarding sterility, such as 
special controls, in a device-specific regulation that are 
applicable to the device, the submission includes 
sterility information to establish that the submitter has 
followed the device-specific requirement.  
Select “N/A” if there are no applicable requirements in 
a device-specific regulation. Select “No” if the 
submission does not include a rationale for any 
omitted information. Note that the adequacy of how 
such requirements have been addressed should be 
assessed during the substantive review. 

√ 
Section 9 

 
  

  b. If there is a device-specific guidance, other than a 
special controls guidance document, applicable to the 
device, the submission includes sterility information to 
establish that the submitter has addressed the 
recommendations or otherwise has met the applicable 
statutory or regulatory criteria through an alternative 
approach.  
Select “N/A” if there is no applicable device-specific 
guidance. Select “No” if the submission does not 
include a rationale for any omitted information or any 
alternative approach as outlined above. Note that the 
adequacy of how recommendations in a device-specific 
guidance have been addressed should be assessed 
during the substantive review. 

√ 
Section 9 

 
  

  c. If there is a special controls document applicable to 
the device, the submission includes sterility 
information to establish that the submitter has 
complied with the particular mitigation measures set 
forth in the special controls document or uses 
alternative mitigation measures but provides a 
rationale to demonstrate that those alternative 
measures identified by the firm will provide at least an 
equivalent assurance of safety and effectiveness.  
Select “N/A” if there is no applicable special controls 

document. Select “No” if the submission does not 
include a rationale for any omitted information or any 

 
√ 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

alternative approach as outlined above. Note that the 
adequacy of how mitigation measures in a special 
controls document have been addressed should be 
assessed during the substantive review. 

F. Shelf Life    

 26. Proposed shelf life/ expiration date stated  
Select “N/A” if the device is not provided sterile and the 
submitter states that storage conditions could not affect 
device safety or effectiveness. 

 
√ 
 

 

 27. For sterile device, submission includes summary of methods 
used to establish that device sterility will remain substantially 
equivalent to that of the predicate through the proposed shelf 
life, or a rationale for why testing to establish shelf life is not 
applicable.  
Select “N/A” if the device is not provided sterile. 

 
√ 
 

 

 28. For sterile device, submission includes summary of methods 
used to establish that device sterility will remain substantially 
equivalent to that of the predicate through the proposed shelf 
life, or a rationale for why testing to establish shelf life is not 
applicable.  
Select “N/A” if the device is not provided sterile. 

 
√ 
 

 

G Biocompatibility    

  If in vitro diagnostic (IVD) device, select “N/A.” The criteria in 
this section will be omitted from the checklist if “N/A” is 
selected. 

   

  Submission states that there: (one of the below must be checked)  
are  
are not  

direct or indirect (e.g., through fluid infusion) patient-contacting components.  
 
This information will determine whether and what type of additional information 
may be necessary for a substantial equivalence determination. 
If “are not” is selected, the biocompatibility-related criteria below are omitted from 
the checklist. If information regarding whether the device is patient-contacting is 
not provided, select “No.” 

 

 29. Submission includes list of patient-contacting device 
components and associated materials of construction, including 
identification of color additives, if present 

√ 
Section 8 

  

 30. Submission identifies contact classification (e.g., surface-
contacting, less than 24 hour duration) 

√ 
Section 8 

  

 31. Biocompatibility assessment of patient-contacting components  
 
Submission includes:  
Test protocol (including identification and description of test 
article), methods, pass/fail criteria, and results provided for 
each completed test, 

√ 
Section 8 
provides 

a 
summary 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

 OR  
a statement that biocompatibility testing is not needed with a 
rationale (e.g., materials and manufacturing/processing are 
identical to the predicate). 

H Software    

  Submission states that the device: (one of the below must be checked)  
does  
does not  

contain software/firmware. 
 
This information will determine whether and what type of additional information 
may be necessary for a substantial equivalence determination.  
If “does not” is selected, the software-related criterion is omitted from the 
checklist. If information regarding whether the device contains software is not 
provided, select “No.” 

 

 32. Submission includes a statement of software level of concern 
and rationale for the software level of concern 

 
√ 
 

 

 33. All appropriate categories of software verification and validation 
documentation provided based on stated level of concern, as 
described in Guidance for the Content of Premarket Submissions 
for Software Contained in Medical Devices, or the submitter has 
provided documentation that it has otherwise met the 
applicable statutory or regulatory criteria through an alternative 
approach. (i.e., the submitter has identified an alternate 
approach with a rationale). 

 
√ 
 

 

I. EMC and Electrical Safety    

  Submission states that the device: (one of the below must be checked)  
does  
does not require EMC and Electrical Safety evaluation.  

This information will determine whether and what type of additional information 
may be necessary for a substantial equivalence determination.  
If “does not” is selected, the EMC-related and Electrical Safety-related criteria 
below are omitted from the checklist. If information regarding whether the device 
requires EMC and Electrical Safety evaluation is not provided, select “No.” 
 
There are no electrical components in the Mitek Arthroscope, therefore 
electrical safety and EMC testing was not required. However there are 
small rare earth magnets in the scope body so EMC testing was 
performed.  

 

 34. Submission includes evaluation of electrical safety (e.g., per 
IEC 60601-1, or equivalent FDA-recognized standard, and if 
applicable, the device-specific standard),  
OR  
submission includes electrical safety evaluation using methods 
or standards that are not FDA-recognized and submission 
includes information to establish that the submitter has 

  
√ 

Secti
on 7 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

otherwise met the applicable statutory or regulatory criteria 
through this alternative approach (i.e., the submitter has 
identified alternate methods or standards with a rationale). 

 35. Submission includes evaluation of electromagnetic 
compatibility (e.g., per IEC 60601-1-2 or equivalent FDA-
recognized standard and if applicable, the device-specific 
standard)  
OR  
submission includes electromagnetic compatibility evaluation 
using methods or standards that are not FDA-recognized and 
submission includes information to establish that the 
submitter has otherwise met the applicable statutory or 
regulatory criteria through this alternative approach (i.e., the 
submitter has identified alternate methods or standards with a 
rationale). 

√ 
Section 7 

  

J. Performance Data - General    

  If in vitro diagnostic (IVD) device, select “N/A.” The criteria in 
this section will be omitted from the checklist if “N/A” is 
selected. Performance data criteria relating to IVD devices will 
be addressed in Section K. 

   

 36. Full test report is provided for each completed test. A full test 
report includes: objective of the test, description of the test 
methods and procedures, study endpoint(s), pre- defined 
pass/fail criteria, results summary, conclusions, and an 
explanation of how the data generated from the test supports 
a finding of substantial equivalence.  
Full test reports provided for all completed tests/evaluations 
(e.g., bench evaluations, comparative performance tests, 
etc.). Select “N/A” if the submission does not include 
performance data. 

√ 
Section 6 
provides a 
summary 

  

 37. a. If there are requirements regarding performance data, 
such as special controls, in a device-specific regulation 
that are applicable to the device, the submission 
includes performance data to establish that the 
submitter has followed the device-specific 
requirement.  

Select “N/A” if there are no applicable requirements in a 
device-specific regulation. Select “No” if the submission does 
not include a rationale for any omitted information. Note that 
the adequacy of how such requirements have been addressed 
should be assessed during the substantive review. 

√ 
Section 6 
provides a 
summary 

  

  b. If there is a device-specific guidance, other than a 
special controls guidance document, applicable to the 
device, the submission includes performance data to 
establish that the submitter has addressed the 
recommendations or otherwise has met the applicable 

 
√ 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

statutory or regulatory criteria through an alternative 
approach.  

Select “N/A” if there is no applicable device-specific guidance. 
Select “No” if the submission does not include a rationale for 
any omitted information or any alternative approach as 
outlined above. Note that the adequacy of how 
recommendations in a device-specific guidance have been 
addressed should be assessed during the substantive review. 

  c. If there is a special controls document applicable to 
the device, the submission includes performance data 
to establish that the submitter has complied with the 
particular mitigation measures set forth in the special 
controls document or uses alternative mitigation 
measures but provides a rationale to demonstrate that 
those alternative measures identified by the firm will 
provide at least an equivalent assurance of safety and 
effectiveness.  

Select “N/A” if there is no applicable special controls 
document. Select “No” if the submission does not include a 
rationale for any omitted information or any alternative 
approach as outlined above. Note that the adequacy of how 
mitigation measures in a special controls document have been 
addressed should be assessed during the substantive review. 

 
√ 
 

 

 38. If literature is referenced in the submission, submission 
includes:  
Select “N/A” if the submission does not reference literature. 
Note that the applicability of the referenced article to support 
a substantial equivalence finding should be assessed during 
the substantive review; only the presence of a discussion is 
required to support acceptance. 

 
√ 
 

 

  a. Legible reprints or a summary of each article 
 

√ 
 

 

  b. Discussion of how each article is applicable to support 
the substantial equivalence of the subject device to the 
predicate. 

 
√ 
 

 

 39. For each completed nonclinical (i.e., animal) study conducted,  
Select “N/A” if no animal study was conducted. Note that this 
section does not address biocompatibility evaluations, which 
are assessed in Section G of the checklist, 

 
√ 
 

 

  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 

 
√ 
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  Mitek Arthroscopes: Traditional 510(K) 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Yes / 
Section # 

N/
A 

No 

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. 

K. Performance Characteristics – In Vitro Diagnostic Devices Only (see also 21 CFR 
809.10(b)(12)) 

  Submission indicates that device: (one of the below must be checked)  
is  
is not  

an in vitro diagnostic device (IVD).  
 
If “is not” is selected, the performance data-related criteria are omitted from the 
checklist. 

 

 
 

End of document 
 
 

Premarket Notification: Traditional 510(k) 

Mitek Arthroscopes 

15 CONFIDENTIAL



 

Premarket Notification: Traditional      Confidential 
Mitek   Arthroscopes 

1 

TABLE OF CONTENTS 
             

001_Form FDA 3601 – Medical Device User Fee Cover Sheet  

002_Cover Letter to the FDA 

003_FDA Acceptance Checklist 

004_Table of Contents 

005_Form FDA 3514 – CDRH Premarket Review Submission Cover Sheet     
 

006_Form FDA 3654 – Standards Data Report for 510(k)s        
 
007_510(k) Screening Checklist          
 
008_Indication for Use Statement          
 
009_Truthful and Accurate Statement         
 
010_510(k) Summary            

011_ 510(k) Premarket Notification Mitek Arthroscopes               

Section 1:  Introductory Information         
Section 2:  Executive Summary          
Section 3:  Indications for Use          
Section 4:  Device Description           
Section 5:  Substantial Equivalency          
Section 6:  Verification and Validation 
Section 7:  Electrical Rationale           
Section 8:  Biocompatibility          
Section 9:  Sterilization           
Section 10:  Packaging & Shelf Life         
Section 11:  Labeling            

 

012_Attachment A: Drawing (Proposed devices)        

013_Attachment B: Labeling  

014_Attachemet C: Instructions for Use         

015_Attachment D: Predicate 510(k)s         

016_Attachment E: Predicate IFU’s 



Error - Couldn't merge file with following reason - PdfReader not opened with owner password

09002621816f5958.pdf

System attempted to attach the file.  Please look at attachments to open this file manually.



 

Mitek Arthroscope

Page 1



 

Mitek Arthroscope

Page 2



 

Mitek Arthroscope

Page 3



 

Mitek Arthroscope

Page 4



 

Mitek Arthroscope

Page 5



 

Mitek Arthroscope

Page 6



 

Mitek Arthroscope

Page 7



 

Mitek Arthroscope

Page 8



 

Mitek Arthroscope

Page 9



 

Mitek Arthroscope

Page 10



 

Mitek Arthroscope

Page 11



 

Mitek Arthroscope

Page 12



 

Mitek Arthroscope

Page 13



 

Mitek Arthroscope

Page 14



PRE-MARKET NOTIFICATION 510(k) REVIEWER'S SCREENING CHECKLIST 

Premarket Notification: Traditional 510(k)                                                            CONFIDENTIAL                                                                 
Mitek Arthroscopes 

Device Name:  Mitek Arthroscopes 
Submitter (Company):  DePuy Mitek     

Section 1:  Required elements for All Types of 510(k) 
Submissions 

YES NO N/A LOCATION 

Cover Letter clearly identifies Submission as: Traditional 
510(k) 

   Cover Lettter 

Table of Contents    Table of Contents 

Truthful and Accurate Statement 
   

Truthful and 
Accurate Statement 

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

   Section 1 

Device classification Regulation Number and Regulatory Status    Section 1 

Proposed labeling 
   

Section 11 
Attachment B 

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

   
Statement of 

Indications for Use 

Substantial Equivalence Comparison, including comparisons of the 
new device with the predicate  

   Section 5 

510(k) Summary or 510(k) Statement    510(k) Summary  

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

   Section 4 

Identification of legally marketed predicate device 
   

510(k) Summary 
Section 5 

Compliance with performance standards 
   

Form 3514 &  
Section 1 

Class III Certification and Summary    Class II Device 

Financial Certification or Disclosure Statement for 510(k) notifications 
with clinical study 

   N/A 

510(k) Kit Certification    N/A 

Section 2: Required Elements for a SPECIAL 510(k) 
Submission 

YES NO N/A LOCATION 

Name and 510(k) number of the sponsor’s own, unmodified predicate device    N/A 

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

  
 N/A 

A statement that the intended use(s) and indication of the modified device, 

as described in its labeling, are the same as the intended uses and indications 
for the sponsor’s unmodified predicate device 

  
 N/A 

A statement that the modification has not altered the fundamental technology 

of the sponsor’s predicate device 

  
 N/A 

A Design Control Activities Summary that includes the following elements.    N/A 

a. Identification of Risk Analysis method(s) used to assess the impact of the 

modifications on the device and its components, and the results of the 
analysis 

  
 N/A 

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. 

  
 N/A 

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

following statements 

  
 N/A 

i. 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 

  
 N/A 

1



PRE-MARKET NOTIFICATION 510(k) REVIEWER'S SCREENING CHECKLIST 

Premarket Notification: Traditional 510(k)                                                            CONFIDENTIAL                                                                 
Mitek Arthroscopes 

acceptance criteria were met.  This statement is signed by the individual 

responsible for those particular activities. 

ii. 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. 

  

 N/A 
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Indications for Use 
 
 
 
510(k) Number (if known): 
 
Device Name:  Mitek Arthroscopes    
 
Indications for Use: 
 
Mitek Arthroscopes are indicated for use in arthroscopic procedures to provide 
visualization during surgery. 
 
 
 
 
Prescription Use ____X___      AND/OR          Over-The-Counter Use _______ 
(Part 21 CFR 801 Subpart D)     (21 CFR 807 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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Recognized 
Manufacturer: 
 
 
 
 
Submitter: 
 

 
Medos International SarL 
Puits Godet 20 
CH 2000 Neuchâtel 
Switzerland 
 
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive  
Raynham, MA 02767 
 

 
Contact 
Person 
 

 
Susan Kagan 
Project Manager,  
Regulatory Affairs  
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive 
Raynham, MA 02767, USA 
 

 
 
Telephone: 508-880-8097 
Facsimile:     508-977-6911 
e-mail: SKagan@its.jnj.com 

 
Name of 
Medical 
Device 

 
Proprietary 
Name: 
Classification 
Name: 
Common Name: 

 
Mitek Arthroscope 
 
Arthroscope  
 
Arthroscope 

 
Substantial 
Equivalence 
 

  
Mitek Arthroscopes are substantially equivalent to the predicate 
devices listed in Table1. 

Table 1: Predicate Devices 
Company Description 510(k) Indications 

Acclarent  Cyclopes Multiangle Endoscope K110097 ENT 

Acclarent  Cyclopes Multiangle Endoscope K100577 ENT 

Stryker Stryker Arthroscope K093677 Arthroscopy 

Arthrex Arthrex Arthroscopes K030096 Arthroscopy  
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Device 
Classification 

Classification:             Class II  
FDA Product Code:      HRX Arthroscope 
Regulation:                21 CFR 888.1100 

 

 
Device 
Description 

 

 
The Mitek Arthroscope is a multi-angle, rigid 4.3 mm arthroscope that 

has the capability of varying direction of view from 10o to 90o which 

enables surgeons to maximize and optimize their field of view inside the 

joint from any given port. This reduces the need for multiple fixed-angle 

arthroscopes.   

The direction of view is altered by the direction of view dial; the direction 

of view is indicated by markings on the scope body. The Mitek 

Arthroscope provides a 55° field of view and a depth of field from 5mm 

to 40mm. The device shaft can also rotate by rotating the device 

(typically by the light post).  A standard eyepiece located on the proximal 

end of the device is compatible with a standard camera coupler.  The 

light post on the subject device is compatible with an ACMI light source.   

There are two light post stainless steel adaptors that accompany the 

Mitek Arthroscope.  Two adapters are provided to facilitate connection 

with medical light source cables with a diameter of 5.0mm and smaller.   

The Mitek Arthroscope is a reusable device and must be cleaned and 

sterilized according to the user manual prior to every use.  

 

 
Indications 
for Use 

 

 
Mitek Sports Medicine Arthroscopes are indicated for use in arthroscopic 

procedures to provide visualization during surgery. 

 
 
Non-Clinical 
Testing 
 
 
 
 
 
 
 

 

No clinical studies are required to demonstrate safety and efficacy of the 

device in support of an application for premarket clearance. The Mitek 

Arthroscope does not differ from the predicate device in fundamental 

scientific technology or intended use.  

Verification tests of the Mitek Arthroscope included performance, 
cleaning validation and biocompatibility to show that the device meets its 
product specifications over a range of operating conditions.  
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Safety and 
Performance 

 

Verification testing conforms to the following Standards and Guidance 
documents listed in Table 2.  
 

Table 2. Standards and Guidance Documents 

Standard/  

Guidance 
Description 

EN 60601-18    

Medical electrical equipment -- Part 18: Particular Requirements 

for Basic Safety and Essential performance of endoscopic 

equipment   

ANSI/AAMI/ISO 

17665-1 

Sterilization of Healthcare Products-Moist Heat-Part 1: 

Requirements For The Development, Validation And Routine 

Control Of A Sterilization Process For Medical Devices 

ISO 11135-01  

Sterilization of health care products - Ethylene oxide - Part 1: 

Requirements for development, validation and routine control of 

a sterilization process for medical devices 

ISO 10993-1 

Biological evaluation of medical devices - Part 1: Evaluation and 

testing  

ISO 17664 

Sterilization of medical devices. Information to be provided by the 

manufacturer for the processing of re sterilizable medical device 

IEC 60601-1-2 

Medical electrical equipment - Part 1-2: General requirements for 

basic safety and essential performance - Collateral standard: 

Electromagnetic compatibility - Requirements and tests 

DIN ISO 8600-

3:2004 

Optics and optical instruments -- Medical endoscopes and 

endoscopic accessories -- Part 3: Determination of field of view 

and direction of view of endoscopes with optics 

 
Table 3 provides a summary of testing parameters and results.  

 
Table 3. Summary of Testing 

Test Results 

Field of View Passed 

Fixed Focus Passed 

Direction of View Range Passed 

Direction of View Torque Passed 

Rotation of View Passed 

Illumination Passed 

Scope Resolution Passed 

Visual Inspection   

Hermetic sealing Passed 

Free from aberrations Passed 
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Results of performance testing have demonstrated that the proposed 
device is suitable for its intended use. 
 
Based on the indications for use, technological characteristics, and 
comparison to the predicate devices, the proposed The Mitek 
Arthroscope has shown to be substantially equivalent to the predicate 
devices under the Federal Food, Drug and Cosmetic Act. 
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SECTION 1: INTRODUCTORY INFORMATION  

 
Name of the 
Device 

 
Common Name: Arthroscope  
Trade Name /Proprietary Name: Mitek Arthroscope 
 

Submitter Susan Kagan 
Project Manager, Regulatory Affairs 
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive 
Raynham, MA 02767 
Telephone: 508-880-8097 
Facsimile: 508-977-6911 
e-mail: skagan@iys.jnj.com 
 

 
Recognized 
Manufacturer: 

 
Medos International SARL 
Chemin-Blanc 38, Case Postale 
CH 2400 
Le Locle, Switzerland 
 
Owner/Operator: 10031083   
FDA Registration #: 3008114965 
 

 
Manufacturing 
Facility 

 

 

 
Sterilization 
Facility 

 

 
Device is provided non-sterile 
 

 
Device 
Classification 

 

 
Classification Name: 
FDA Regulation No: 
FDA Product Code: 
  

Arthroscope  
21 CFR 888.1100 Class II 
HRX 

 
 

 
Review Panel 
 

 
Orthopedic Review Panel 
 
 
 
 

(b)(4) Trade Secret Process 
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Consensus 
Standards and 
Guidance 
Documents 

 
 ISO 10993-1:2009, Biological evaluation of medical devices -- 

Part 1: Evaluation and testing within a risk management 
process.  

 ISO 17664:2004 Sterilization of medical devices. Information 
to be provided by the manufacturer for the processing of re 
sterilizable medical device 

 ISO 11135-1: 2007, Sterilization of health care products - 
Ethylene oxide - Part 1: Requirements for development, 
validation and routine control of a sterilization process for 
medical devices 

 ANSI/AAMI/ISO 17665-1:2006, Sterilization of Health Care 
Products - Moist Heat - Part 1: Requirements For The 
Development, Validation And Routine Control Of A Sterilization 
Process For Medical Devices 

 IEC 60601-2-18:2009, Medical electrical equipment - Part 2-
18: Particular requirements for the basic safety and essential 
performance of endoscopic equipment 

 IEC 60601-1-2:2007 Medical electrical equipment - Part 1-2: 
General requirements for basic safety and essential 
performance - Collateral standard: Electromagnetic 
compatibility - Requirements and tests 

 DIN ISO 8600-3:2004, Optics and optical instruments -- 
Medical endoscopes and endoscopic accessories -- Part 3: 
Determination of field of view and direction of view of 
endoscopes with optics 
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SECTION 2: EXECUTIVE SUMMARY 

 
The Mitek Arthroscope is intended to provide a physician with an endoscopic means to 
view joints during arthroscopic procedures.  Different angle endoscopes, which include 
arthroscopes, such as 0°, 30°, and 70°, are available to surgeons for visualization 
during arthroscopic surgery in order to change the direction of view. In current practice, 
surgeons need to remove the arthroscope and re-insert a different angled arthroscope. 
This can result in a loss of orientation and longer duration of procedure.  With the Mitek 
Arthroscope the direction of view is changed through a mechanical means of rotating 
the prism angle, the image is continuous because changes in the shaft rotation and 
direction of view are completed without removing the scope from the joint.   
 
The Mitek Arthroscope is a multi-angle, rigid 4.3 mm arthroscope that has the capability 
of varying direction of view from 10o to 90o. If the surgeon enters the joint at 10º, they 
can turn the shaft toward the area of interest and then change the direction of view 
until the desired area is visualized.  This enables surgeons to maximize and optimize 
their field of view inside the joint from any given portal thereby reducing the need for 
using multiple fixed-angle arthroscopes during a single operative procedure. The Mitek 
Arthroscope provides a 55° field of view and a depth of field from 5 mm to 40mm.   
 

 
A standard eyepiece located on the proximal end of the device is compatible with a 
standard camera coupler.  The light post is compatible with an ACMI light source.   
Two stainless steel light post adaptors that accompany the Mitek Arthroscope adapters 
are provided to facilitate connection with medical light source cables with a diameter of 
5.0mm and smaller. 
 
The Mitek Arthroscope is a reusable device that will be packaged and sold to physicians 
as a non-sterile device. The device must be sterilized prior to use via steam sterilization, 
STERRAD® or Ethylene Oxide (EO, or EtO) EO sterilization. Instructions for sterilization 
are provided in the package insert.   
 
 
 
 

(b)(4) Trade Secret Process 
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SECTION 3: INDICATION FOR USE STATEMENT 

 
 

Below is a summary of the proposed Mitek Arthroscope as compared to its’ predicts. 
 

Mitek 
Arthroscope 

Subject Device 

Acclarent 
Cyclops 

Multiangle 
Endoscope 

(Gen2) 
(K100577)  

Acclarent 
Cyclops 

Multiangle 
Endoscope 
(K110097) 

Stryker  

Arthroscope 

(K093677) 

Arthrex 
Arthroscopes 
 (K030096) 

Arthroscopy ENT ENT Arthroscopy Arthroscopy 

Mitek Arthroscopes 

are indicated for use 
in arthroscopic 

procedures to 

provide visualization 
during surgery. 

The Acclarent 
Cyclops Multi-

Angle 

Endoscope is 
intended to 

provide an 
endoscopic 

means to view 

the nasal cavity 
and 

nasopharynx  

The Acclarent 
Cyclops Multi-

Angle 

Endoscope is 
intended to 

provide an 
endoscopic 

means to view 

the nasal cavity 
and 

nasopharynx 

Stryker Arthroscopes are 
endoscopic devices 

introduced into a patient 
to provide an internal 
view or image of the 
interior of a joint for 

examination, diagnosis, 
and/or therapy. 
Arthroscopes are 

indicated for use in 
arthroscopic procedures 
performed in the hip, 
knee, shoulder, wrist 

(carpel tunnel 

syndrome), temporal 
mandibular joint, ankle, 
elbow, and feet (plantar 

fascia release). 

The Arthrex 
Arthroscopes are 

indicated for use in 
diagnostic and 

operative arthroscopic 
procedures to provide 

illumination and 
visualization of the 

shoulder, knee, elbow, 
ankle, 

wrist, and jaw, and 
also to provide 
illumination and 

visualization during 
arthroscopic 

diagnostic procedures 
and removal of loose 
bodies and soft tissue 
within the hip joint as 

size/length 
appropriate. 
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SECTION 4:  DEVICE DESCRIPTION 

 

A. Intended Use 
 
Mitek Arthroscopes are indicated for use in arthroscopic procedures to provide 
visualization during surgery. 

B. Mitek Arthroscope (also referred to as SwingScope) 

Table 1 Description of Model numbers 

P/N Description 

288000 SwingScope   

 
The Mitek Arthroscope is similar in fundamental technology and material as the predicate 
device: Cyclops Endoscopes (Acclarent, a Johnson and Johnson company, (K100577 and 
K110097). Refer to the device specification, Table 2 and material list Table 3 below. 
Both the Cyclops Endoscope and the Mitek Arthroscope are intended to provide a 
physician with an endoscopic means to view the interior of the body.  The major 
difference is the indication for use.  The Acclarent Cyclops is indicated for ENT applications 
whereas the Mitek Arthroscope is indicated for arthroscopic procedures.  
 
The Mitek Arthroscope is intended to provide a physician with an endoscopic means to 
view joints during arthroscopic procedures.  Different angle arthroscope such as 0°, 
30°, and 70°, are available to surgeons for visualization during arthroscopic surgery in 
order to change the direction of view. In current practice, surgeons need to remove the 
arthroscope and re-insert a different angled arthroscope. This can result in a loss of 

The Mitek Arthroscope is a multi-angle, rigid 4.3mm arthroscope that has the capability 
of varying direction of view from 10o to 90o. If the surgeon enters the joint at 10º, the 

(b)(4) Trade Secret Process 
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D. Device Specifications 
 
Device specifications for the Mitek Arthroscope were developed based on clinical 
feedback and internal design control requirements.  The intended use and fundamental 
scientific technology of the subject device are similar to predicate devices and are 
discussed in Section 5: Substantial Equivalency. The Mitek Arthroscope device 
specifications are listed in Table 2. 

 
Table 2 Device Specifications  

 
Attributes Device Specification 

Distal Shaft Diameter 4.3 mm 

Working Length 205mm 

Field of View  55°  

Depth of Field 5-40 mm 

Illumination   
 

Brightness  Optical  
 

Direction of View  

E. Materials Identification 

The Mitek Arthroscope utilizes materials that are common in the medical device 
industry.  Table 3 identifies the materials used in the subject device. A discussion on 
the biocompatibility of the contact materials may be found in Section 8 of this 
submission. 
 

Table 3 Materials   

 

Component  Material  
Cover glass        
Outer tube (Shaft)         
Illumination fibers  
Adhesives   
Solder   
Locking system    
Eyepiece   
Swing prism dial  
Main body  
Light connector  
Lightpost adapter   
Prism  

 
 

(b)(4) Trade Secret Process 
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(b)(4) 
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(b)
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G. Conclusion 
 
The Mitek Arthroscope is substantially equivalent to the Accelerant Cyclops 
variable angle endoscope (K100577 and K110097), Stryker fixed angle 
arthroscope (K093677, and the Arthrex fixed angle arthroscopes (K030096).  A 
comparison and discussion of the Mitek Arthroscope to its predicates can be 
found in Section 5 of this submission: Substantial Equivalency.  
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SECTION 5:  SUBSTANTIAL EQUIVALENCY 

A. Introduction 

 
The Mitek Arthroscope is a multi-angle, rigid 4 mm arthroscope that has the capability 
of varying direction of view from 10o to 90o which enables surgeons to maximize and 
optimize their field of view inside the joint from any given port.  
 

An arthroscope is a type of endoscope used to visualize joints during arthroscopic 
procedures, whereas an endoscope is fundamentally the same instrument but used 
to visualized body cavities and organs. Although they have different intended uses 
they have similar technological characteristics.     

 A rigid or flexible tube, various OD and lengths and angle of view,  

 An eyepiece 

 A light delivery system to illuminate the anatomical area being inspected. The 
light source is normally outside the body and the light is typically directed via 
an optical fiber system 

 A lens system transmitting the image from the  lens to a viewer  

 
The predicate device: Cyclops Endoscope (Acclarent, a Johnson and Johnson company, 
K100577 and K110097) and the Mitek Arthroscope are similar in fundamental technology 
and material. (Refer to Tables 3 above and 4 below). The major difference is the 
indication for use.  The Acclarent Cyclops is indicated for ENT applications whereas the 
Mitek Multi-Angle Arthroscope is indicated for arthroscopic procedures.  
 
Both the Cyclops Endoscope and the Mitek Arthroscope are intended to provide a 
physician with an endoscopic means to view the interior of the body.  Currently 
different angle endoscopes such as 10°, 30°, and 70°, are available to surgeons for 
visualization during arthroscopic procedures in order to change the direction of view.  In 
both the Cyclops Endoscope and Mitek Arthroscope, the image is continuous because 
changes in the shaft rotation and direction of view are completed without removing the 

 
The performance characteristics and the fundamental scientific technology of the Mitek 
Arthroscope do not raise any significant issues of safety or effectiveness when compared 
to the predicate devices, as demonstrated by the substantial equivalency table (Table 4). 

B. Predicate Devices 

The Mitek Multi-Angle Arthroscope is substantially equivalent to the Accelerant Cyclops 
Variable Angle Endoscope (K100577 and K110097), the Stryker fixed angle arthroscope 
(K093677), and the Arthrex fixed angle arthroscope (K030096). 

 

(b)(4) Trade Secret Process 
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A comparison of the Mitek Arthroscope with the predicate devices is provided in Table 
4.  This table demonstrates that the subject device is substantially equivalent to the 
predicate devices for its indication for use, performance, and technological 
characteristics. 

 
Table 4 Comparison to Predicate Devices 

 

  

Mitek 
Arthroscope 

Subject 
Device 

Cyclops 
Multiangle 
Endoscope 

(Gen2) 
(K100577)  

Cyclops 
Multiangle 
Endoscope 
(K110097) 

Arthroscope 
(K093677) 

Arthroscopes 
 (K030096) 

 

Medos 
International  

Acclarent Acclarent 
Stryker Arthrex 

Indication Arthroscopy ENT ENT Arthroscopy Arthroscopy 

Indication for 
Use 

Mitek 
Arthroscopes are 

indicated for use 

in arthroscopic 
procedures to 

provide 
visualization 

during surgery. 

The Acclarent 
Cyclops 

Multi-Angle 
Endoscope is 

intended to 

provide an 
endoscopic 

means to 
view the 

nasal cavity 

and 
nasopharynx  

The Acclarent 
Cyclops 

Multi-Angle 
Endoscope is 

intended to 

provide an 
endoscopic 

means to 
view the 

nasal cavity 

and 
nasopharynx 

Stryker Arthroscopes 
are endoscopic 

devices introduced 
into a patient to 

provide an internal 
view or image of the 
interior of a joint for 

examination, 
diagnosis, and/or 

therapy. 
Arthroscopes are 

indicated for use in 
arthroscopic 
procedures 

performed in the 
hip, knee, 

shoulder, wrist 
(carpel tunnel 

syndrome), temporal 
mandibular joint, 
ankle, elbow, and 
feet (plantar fascia 

release). 

The Arthrex 
Arthroscopes are 

indicated for use in 
diagnostic and 

operative 
arthroscopic 

procedures to 
provide 

illumination and 
visualization of the 

shoulder, knee, 
elbow, ankle, 

wrist, and jaw, and 
also to provide 
illumination and 

visualization during 
arthroscopic 
diagnostic 

procedures and 
removal of loose 
bodies and soft 
tissue within the 

hip joint as 
size/length 
appropriate. 

Rigidity Rigid SAME SAME SAME SAME 

Viewing Optics Lens SAME SAME SAME  SAME 

Depth of Field 5-40 mm SAME SAME N/A N/A 

Field of View 55º   SAME 60º 65º, 80º  105º 30º or 70º 

Direction of 
View 

Camera 

Coupler 
(Eyepiece) 

Attached SAME SAME SAME  SAME 

Shaft Diameter 4.3mm 4.0mm 4.0mm 
1.9mm, 2.3mm, 
2.7mm, 4mm  

1.9mm, 2.4mm, 
2.7mm, 3mm, 

3.5mm, 4mm * 

(b)(4) Trade Secret Process 
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Working 

Length 
205mm 175mm 175mm 

58mm, 72mm, 
75mm, 120mm, 

140mm, 165mm 

72mm, 75mm,  

152mm, 156mm, 

202mm, 206mm 
* 

Illumination 
Fibers 

Glass Fibers SAME SAME  SAME SAME 

Illumination   

 
 

 

 

SAME SAME N/A N/A 

Optical 

Brightness 
 SAME SAME N/A N/A 

Presence of 
magnets 

Yes SAME SAME  N/A N/A 

Maximum 

Magnetic Field 
Strength 

< 10 gauss at 2 

cm SAME SAME N/A  N/A 

Light Source Medical light 
source SAME SAME  SAME  SAME 

Sterilization 

Method 

Steam 

Sterilization/ 
STERRAD®/EtO 

SAME SAME 
 Steam 

Sterilization 

Steam 

Sterilization/STE
RRAD®/EtO *** 

Single Use or 

Reusable Reusable SAME SAME SAME SAME 

Primary 
Materials 

Glass, stainless 

steel, sapphire, 
PEEK 

SAME 

Glass, 

stainless 

steel, 
titanium, 

sapphire, 
PPSU 

Stainless Steel, 

PEEK, Titanium, 
Saphire, Glass 

Stainless Steel 
Shaft 

* Reference Arthrex product website: https://www.arthrex.com/imaging-

resection/arthroscopes/products  
**  Reference Section 9: Verification Testing 

***Reference IFU, Arthrex Autclavable Rigid Medical Endoscopes 

 

C.  Performance  

Performance testing on Mitek Arthroscope was conducted using sterilized samples.  The 
results met device specifications as demonstrated in Section 6.   

D.  Materials Identification 

All patient contact materials used in the subject device are found in the predicate 
device: Acclarent Cyclops (K100577 and K110097), as demonstrated in Table 3 above. 

(b)(4) Trade 
Secret 
Process 
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E.  Summary 

The Mitek Arthroscope is substantially equivalent to the predicate devices in indication 
for use, performance, and fundamental scientific technology.   

F. Supporting Question from SE Flowchart 
 
To further evaluate the substantial equivalence of the proposed Mitek Multi-Angle 
Arthroscope to the predicate Acclarent Cyclops Endoscope, the FDA 510(k) "Substantial 
Equivalence Decision-Making Process" decision tree process (Table 5) was employed.  
The answers to seven questions from this decision tree lead to a determination of 
substantial equivalence for this device.  The flowchart follows these responses to the 
questions. 
 
NOTE: The numbering scheme follows the corresponding numbers found on the 
decision tree 
 

 
Table 5: FDA Decision Tree Questions 

 

3. Does the new device have the same indication statements? 
Does the new devices have the same Intended Use and may be Substantially 
Equivalent? 
 
No.  
The Mitek Arthroscope is intended to be used during for Arthroscopic procedures 
where the Acclarent Cyclops Endoscopes (K100577 and K110097) are intended to view 
the nasal cavity and nasopharynx. 
 
The Mitek Arthroscope does have the same intended use as the Stryker (K093677) and 
Arthrex (K030096) Arthroscopes: visualization during arthroscopic procedure.  
 

4. Do the differences alter the intended therapeutic/diagnostic/etc. Effect 
(in deciding, may consider impact on safety and effectiveness? 
 
No. The differences do not alter the intended therapeutic effect when compared 
against the Stryker (K093677) and Arthrex (K030096) Arthroscopes  
 
5. Does the new device have the same technological characteristics, e.g., 
design, materials, etc.? 
 
Yes. The Mitek Arthroscope has the same design, fundamental technology and 
materials as the Acclarent Cyclops Multi-Angle Endoscope and the Stryker and Arthrex 
Arthroscopes. 

7. Are the Descriptive Characteristics precise enough to ensure equivalence?  
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Yes. The descriptive characteristics are precise enough based on design and materials 
of the currently marketed predicate Cyclops Endoscope.  
 
The major difference between the predicate Cyclops and the Mitek Arthroscope is the 
intended use. Base on this additional performance testing was done to verify the 
additional stress on the shaft due to insertion into the joint. (See Section 6)   
 

10 & 11. Performance data demonstrate equivalence? 
 
Yes.  The performance data verify that the proposed device is substantially equivalent 
to the currently marketed devices discussed in this application. (See Section 6)   
 

In summary, based on the Substantial Equivalence Comparison Table and answers to 
the questions from the “Substantial Equivalence Decision Tree”, as shown below, Mitek 
believes that the proposed The Mitek Arthroscope is substantially equivalent to the 
predicate devices. 
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Figure 4 FDA Substantial Equivalency Flowchart 
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B4. Illumination  

 Results: All samples passed. 
 
Table 7: Determination of Illumination Specification  

 

 
 
B5. Brightness 

 Results: All samples passed. 
 

Table 8: Determination of Brightness 
 

Brightness 

    0 Autoclave Cycles 20 Autoclave Cycles 

Sample 

1 
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Table 10: Summary of Maximum Field Strength 

 

 Device Maximum Field Strength (gauss) 

 

 Results: All samples passed. 
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Table 11: Summary of Temperature Testing   
 

Measurement Location 3.5mm Fiber 
Optic Cable (°C) 

5.0mm Fiber 
Optic Cable (°C) 
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C. Mitek Arthroscope Testing 
 
C 1. Clinical Load Determination  
The Mitek Arthroscope and predicate Cyclops Endoscopes (Acclarent, a Johnson and 
Johnson company, K100577 and K110097) are similar in fundamental technology and 
material. The major difference is the indication for use.  The Acclarent Cyclops is indicated 
for ENT applications whereas the Mitek Arthroscope is indicated for arthroscopic 
procedures.  
 
The Mitek Arthroscope may be used for any arthroscopic surgery, and is not specific to 
any joint. Relevant clinical data, therefore, consider all scenarios of use and determine 
worst case. Mitek has historical experience with clinical models developed for devices such 
as dilators, capsulotomy blades, and radiofrequency ablation electrodes.  In these models, 
the hip joint proved to be the worst case for evaluating product specifications and 

To verify that the Mitek Arthroscope can withstand the clinical loads experienced by 
surgeon use in orthopedic surgery an evaluation of the loads exerted on an arthroscope in 
a clinical setting a cadaver study was conducted with 6 different surgeons.  This 
evaluation included surgeons with different levels of experience and location of practice. 
Materials, methods, and results are discussed below. 
 
 C 1.1 Test Method 

 

 
The results in Table 12 below were used to determine the loads to be used during 
verification testing which are summarized below.  
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Table 12: Clinical Load Determination 

 

 Mean Max  Mitek Specification  

Figure 5: Body diagram of arthroscope bending loading scenario 

 
 
 

 
Testing  
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Table 13: Durability Test Results 

 
Test Acceptance Criteria 

 
Result 

 

(b)(4) Trade Secret Process - Testing 
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E. Conclusion 
These results support the conclusion that the Mitek Arthroscope passes both axial and 
bending requirements for the device after subjected to loading representative of the 
worst case orthopedic conditions.  

 
.  
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 Test Methods 
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Picture 2: Positioning of the tip on the wooden support 

Picture 3: Setup bending test 
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 Validation Testing 
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Table 14: Validation Results 

 
 

# 
Usability Question Asked 

Response 
(Hip) 

Response 
(Knee/Shoulder) 

Results 
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SECTION 7:  ELECTRICAL SAFETY and ELECTROMAGNETIC COMPATIBILITY   

 
A. Justification For Not Doing IEC  
 
The Mitek Arthroscope is not designed to be a conduit for electrical energy and, 
as such, is not intended to be connected to electrical supplies/mains. It is a rigid 
endoscope that is composed of optical and mechanical components and 
contains no electrical energy source.   
 
The eyepiece that connects to the camera head is composed of a non-electrical 
conducting material (PEEK) and insulates the subject device from the camera.  
Also, light cables are not designed to transmit electricity and are made of 
materials that do not conduct electricity.   
 
As electrical safety only applies to those devices which produce or generate electrical 
energy and there is no electrical energy produced or generated by the Mitek 
Arthroscope, electrical safety and electromagnetic compatibility testing is not applicable 
to the subject device 
 
 
B. Electromagnetic Compatibility    
As there are magnets in the subject device EMC testing was performed by an outside 
testing lab on the predicate device: Acclarent Cyclops (K100577 and K110097).  
Conformance to IEC 60601-1-2 was evaluated by InterTek Testing Services and 
resulted in testing the subject device for the following:  

 
 radiated emission (CISPR 11, CISPR 16-1);  
 electrostatic discharge immunity (IEC/EN 61000-4-2);  

 radiated, radio-frequency, electromagnetic field immunity (IEC/EN 6100-4-
3); and 

 conducted, radio-frequency, electromagnetic field immunity (IEC/EN 
61000-4-6) 

 

Testing occurred in a 3 meter anechoic chamber that meets the requirements of CISPR-
1.  The Acclarent Cyclops Endoscope was connected to a video box via an endoscopic 
camera, and to a 300 Watt Xenon light box to simulate actual use conditions.  The tests 
demonstrated that the Acclarent Cyclops Endoscope meets the pre-determined 
acceptance criteria for each test. A summary of results can be found in Tables 15, 16, 
17 and 18. 
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Summary of Electromagnetic Compatibility Testing 

Table 15: Radiated Emission 

 

 
Table 16: Electrostatic Discharge 

T 

 
Table 17: Radiated, Radio-Frequency, Electromagnetic Field Immunity 

 

 
Table 18: Conducted, Radio-Frequency, Electromagnetic Field Immunity 
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SECTION 8:  BIOCOMPATIBILITY 

 
A. Biological Evaluation 
The proposed Mitek Arthroscope is designed to enable visualization during arthroscopic 
surgery. Arthroscopes are used with accessories such as an inflow outflow sheath which 
deliver irrigation fluid to the patient. Thus, from a biocompatibility perspective, 
arthroscopes are considered externally communicating devices which have limited 
contact (< 24 hours) with the patient’s bone and tissue.  The biocompatibility testing 
recommended by ISO 10993-1 and FDA’s G95-1 Memorandum on Biocompatibility 
Testing includes in vitro cytotoxicity, guinea pig sensitization, intracutaneous irritation, 
and acute systemic toxicity tests.  
 
The materials used in the Mitek Arthroscope are well known and commonly used in the 
medical device industry.  The proposed Mitek Arthroscope has the same body contact 
classification as the predicate Accelerant Cyclops device (K100577 and K110097): 
externally communicating devices with limited contact with tissue/bone/dentin. 
Additionally, direct patient contact materials, components, and processes (cleaning and 
sterilization) used for the subject device are identical in nature to those of the predicate 
device, Accelerant Cyclops.   

  
As the proposed Mitek Arthroscope and Cyclops are constructed using identical 

materials and from the same suppliers (Refer to Table 19 below) Mitek leveraged 
biocompatibility testing performed on the Cyclops to support this submission. A 
summary of test results can be found in Table 20. 

 
Table 19: Material Comparison Mitek Arthroscope to Cyclops 
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Table 20: Arthroscope Patient Contact Materials and Test Results 
 

Component 

Description  

Material 

specification 

Biological Effects 

Considered  

Results 

 

 
   

B. Discussion  
 
The biocompatibility testing performed demonstrates that the proposed Mitek 
Arthroscope is considered biocompatible and meets the requirements of ISO 10993-1 
and FDA G95-1 for an externally communicating device with limited contact (less than 
24 hours) with tissue/bone/dentin.  
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SECTION 9:  CLEANING & STERILIZATION INFORMATION 

Overview 

Mitek considers the Mitek Arthroscope to be a semi critical device according to the 
definitions presented in AAMI TIR12:2004 and “Labeling Reusable Medical Devices for 
Reprocessing in Health Care Facilities: FDA Reviewer Guidance”, which was issued by 
FDA in April 1996 (UCM080268).  The Draft Guidance for Industry and FDA Staff - 
Processing/Reprocessing Medical Devices in Health Care Settings: Validation Methods 
and Labeling issued in May 2011 was also considered. Under these standards, semi 
critical devices should be cleaned and sterilized, to provide reasonable assurance during 
reprocessing. 

As the Mitek Arthroscope and Cyclops are identical in fundamental technology and 
material (Refer to Tables 21 below), Mitek leveraged the cleaning and sterilization 
validations performed on the Cyclops (Gen 1K100577 and Gen 2 K110097). 

 
Table 21: Material Comparison Mitek Arthroscope to Cyclopes  
 

 
The Mitek Arthroscope was tested to the cleaning and sterilization standards listed 
in Table 22 below.  

Table 22: Standards 

 
Standard Title  

AAMI TIR12: 2010 
Designing, testing and labeling reusable medical devices for reprocessing in 

health care facilities: A guide for medical device manufacturers 

AAMI TIR 30:2011 
A compendium of processes, materials, test methods, and acceptance 
criteria for cleaning reusable medical devices 

ISO 17664:2004 

Sterilization of medical devices: Information to be provided by the 

manufacturer for the processing of re sterilizable medical device 
 

ANSI/AAMI/ISO 

17665-1:2006 

Sterilization of Health Care Products - Moist Heat - Part 1: Requirements for 

The Development, Validation And Routine Control of a Sterilization Process 
For Medical Devices  

ISO 11135-1:2007 Sterilization of health care products-Ethylene oxide-Part 1 
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Test 1:  Visual inspection as specified by AAMI TIR 12 and   Residual 
carbohydrate to confirm removal of the soil. 

 
Acceptance criteria: 

 All visual soil was removed as determined using visual inspection 
without magnification under ambient lighting and inspected at a 
distance of 20 cm.  A lint free cloth was used to wipe the endoscope to 

assist in checking for the presence of retained soil. 

 The carbohydrate level of the immersion extraction test device 
following cleaning of ≤ 1.8 µg/cm2 within the limit of resolution of the 

technique. 

Results:  
Visual soil was removed as determined using visual inspection 
The positive control had an extraction efficiency 85.0% 

 
Table 24: Carbohydrate Test Results 

 
 

Test 2:  Visual inspection as specified by AAMI TIR 12 and Residual TOC to 
confirm removal of the soil 

 
Acceptance criteria: 

 All visual soil was removed as determined using visual inspection 
without magnification under ambient lighting and inspected at a 
distance of 20 cm.  A lint free cloth was used to wipe the endoscope to 

assist in checking for the presence of retained soil. 

 The TOC level of the immersion extraction test device following 
cleaning of ≤ 10.8 µg/cm2 within the limit of resolution of the 

technique. 

Results: 
The positive control had an extraction efficiency of 94%. 

                   Visual soil was removed as determined using visual inspection. 
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Table 25: TOC Test Results 

 
 

Test 3:     Visual inspection as specified by AAMI TIR 12 and the Residual 
protein and Residual hemoglobin to confirm removal of the soil. 

 
Acceptance Criteria: 

 Visual soil was removed as determined using visual inspection. 
 The protein level of the immersion extraction test device following 

cleaning was ≤ 6.4 µg/cm2. 

 The hemoglobin level of the immersion extraction test device following 
cleaning was ≤ 2.2 µg/cm2. 

 
Results:  

The positive control had an extraction efficiency of ≥ 90.0%. 
 

Table 26: Hemoglobin Test Results 

 
Table 27: Protein Test Results 

 
The positive control had an extraction efficiency of 87.8% 

 Visual soil was removed as determined using visual inspection. 
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Automated Cleaning  
 

A summary of the validation for the automated cleaning is provided below in 
Table 28 and Figure 7 and 8.  The automated cleaning instructions for the 
Mitek Arthroscope are identical to the predicate device, Acclarent Cyclops Multi-
Angle Endoscope.   

 
Table 28: Summary of Automated Cleaning Validation 
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March 4, 2014 
 
Ian Broverman, Reviewer 
Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center (WO66-G450)  
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 
Re:  Traditional: 510(k) Notification – K133941 Mitek Arthroscopes 

Response to FDA questions 
 
Dear Mr. Broverman 
 
I hereby submit this amendment response to FDA’s comments received on February 20, 2014 regarding 
the above mention 510(k) premarket notification on behalf of Medos International.   
The response includes the following Attachments:  

Attachment A: Revised Indication for Use Form 
Attachment B & B1: Revised 510(k) Summary: redline and clean copy  
Attachment C: Revised SwingScope IFU 
Attachment D: Arthroscope Accessory IFU 
Attachment E: Literature  
Attachment F: Drawings 
Attachment G: DHF 102351 Memo 
Attachment H: Nelson Lab reports and data 
Attachment I: ASP Memo 
Attachment J: Revised Label  

 
This e-mail response will be followed up with one (1) eCopy and (1) paper copy.  
 
Mitek regards this information as confidential and request that FDA not disclose its existence.  
If there are any questions during the review of this application, please feel free to contact me at (508) 
880-8097 or skagan@its.jnj.com. 
 
Sincerely, 
 
 
Susan Kagan 
Project Manager, Regulatory Affairs   
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Indications for Use 
 
 
 
510(k) Number (if known): 
 
Device Name:  Mitek Arthroscopes    
 
Indications for Use: 
 
Mitek Sports Medicine Arthroscopes are indicated for use in arthroscopic procedures 
(such as the knee, shoulder, hip, ankle, elbow) to provide visualization during surgery. 
 
 
 
 
Prescription Use ____X___      AND/OR          Over-The-Counter Use _______ 
(Part 21 CFR 801 Subpart D)     (21 CFR 807 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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Recognized 
Manufacturer: 
 
 
 
 
Submitter: 
 

 
Medos International SarL 
Puits Godet 20 
CH 2000 Neuchâtel 
Switzerland 
 
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive  
Raynham, MA 02767 
 

 
Contact 
Person 
 

 
Susan Kagan 
Project Manager,  
Regulatory Affairs  
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive 
Raynham, MA 02767, USA 
 

 
 
Telephone: 508-880-8097 
Facsimile:     508-977-6911 
e-mail: SKagan@its.jnj.com 

 
Name of 
Medical 
Device 

 
Proprietary 
Name: 
Classification 
Name: 
Common Name: 

 
Mitek ArthroscopeSwingScope 
 
Arthroscope  
 
Arthroscope 

 
Substantial 
Equivalence 
 

  
Mitek Arthroscopes are substantially equivalent to the predicate 
devices listed in Table1. 

Table 1: Predicate Devices 
Company Description 510(k) Indications 

Acclarent  Cyclopes Multiangle Endoscope K110097 ENT 

Acclarent  Cyclopes Multiangle Endoscope K100577 ENT 

Stryker Stryker Arthroscope K093677 Arthroscopy 

Arthrex Arthrex Arthroscopes K030096 Arthroscopy  
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Device 
Classification 

Classification:             Class II  
FDA Product Code:      HRX Arthroscope 
Regulation:                21 CFR 888.1100 

 
 
Device 
Description 
 

 
The Mitek Arthroscope is a multi-angle, rigid 4.3 mm arthroscope that 
has the capability of varying direction of view from 10o to 90o which 
enables surgeons to maximize and optimize their field of view inside the 
joint from any given port. This reduces the need for multiple fixed-angle 
arthroscopes.   

The direction of view is altered by the direction of view dial; the direction 
of view is indicated by markings on the scope body. The Mitek 
Arthroscope provides a 55° field of view and a depth of field from 5mm 
to 40mm. The device shaft can also rotate by rotating the device 
(typically by the light post).  A standard eyepiece located on the proximal 
end of the device is compatible with a standard camera coupler.  The 
light post on the subject device is compatible with an ACMI light source.   

There are two light post stainless steel adaptors that accompany the 
Mitek Arthroscope.  Two adapters are provided to facilitate connection 
with medical light source cables with a diameter of 5.0mm and smaller.   

The Mitek Arthroscope is a reusable device and must be cleaned and 
sterilized according to the user manual prior to every use.  

 
 
Indications 
for Use 
 

 
Mitek Sports Medicine Arthroscopes are indicated for use in arthroscopic 
procedures (such as the knee, shoulder, hip, ankle, elbow) to provide 
visualization during surgery. 

 
 
Non-Clinical 
Testing 
 
 
 
 
 
 

 

No clinical studies are required to demonstrate safety and efficacy of the 
device in support of an application for premarket clearance. The Mitek 
Arthroscope does not differ from the predicate device in fundamental 
scientific technology or intended use.  

Verification tests of the Mitek Arthroscope included performance, 
cleaning validation and biocompatibility to show that the device meets its 
product specifications over a range of operating conditions.  
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Safety and 
Performance 
 

 
Verification testing conforms to the following Standards and Guidance 
documents listed in Table 2.  
 

Table 2. Standards and Guidance Documents 
Standard/  
Guidance 

Description 

EN 60601-18    
Medical electrical equipment -- Part 18: Particular Requirements 
for Basic Safety and Essential performance of endoscopic 
equipment   

ANSI/AAMI/ISO 
17665-1 

Sterilization of Healthcare Products-Moist Heat-Part 1: 
Requirements For The Development, Validation And Routine 
Control Of A Sterilization Process For Medical Devices 

ISO 11135-01  
Sterilization of health care products - Ethylene oxide - Part 1: 
Requirements for development, validation and routine control of 
a sterilization process for medical devices 

ISO 10993-1 
Biological evaluation of medical devices - Part 1: Evaluation and 
testing  

ISO 17664 
Sterilization of medical devices. Information to be provided by the 
manufacturer for the processing of re sterilizable medical device 

IEC 60601-1-2 
Medical electrical equipment - Part 1-2: General requirements for 
basic safety and essential performance - Collateral standard: 
Electromagnetic compatibility - Requirements and tests 

DIN ISO 8600-
3:2004 

Optics and optical instruments -- Medical endoscopes and 
endoscopic accessories -- Part 3: Determination of field of view 
and direction of view of endoscopes with optics 

 
Table 3 provides a summary of testing parameters and results.  

 
Table 3. Summary of Testing 

Test Results 
Field of View Passed 
Fixed Focus Passed 
Direction of View Range Passed 
Direction of View Torque Passed 
Rotation of View Passed 
Illumination Passed 
Scope Resolution Passed 
Visual Inspection   

Hermetic sealing Passed 



Premarket Notification: Traditional 510(k)                                                                                                                      
Mitek Arthroscopes  Page 4 
      

 
 
 

 

Free from aberrations Passed 
Results of performance testing have demonstrated that the proposed 
device is suitable for its intended use. 
 
Based on the indications for use, technological characteristics, and 
comparison to the predicate devices, the proposed The Mitek 
Arthroscope has shown to be substantially equivalent to the predicate 
devices under the Federal Food, Drug and Cosmetic Act. 
 
 



510(k) SUMMARY 

Mitek Arthroscope 
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Recognized 
Manufacturer: 
 
 
 
 
Submitter: 
 

 
Medos International SarL 
Puits Godet 20 
CH 2000 Neuchâtel 
Switzerland 
 
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive  
Raynham, MA 02767 
 

 
Contact 
Person 
 

 
Susan Kagan 
Project Manager,  
Regulatory Affairs  
DePuy Mitek, Inc. 
a Johnson & Johnson company 
325 Paramount Drive 
Raynham, MA 02767, USA 
 

 
 
Telephone: 508-880-8097 
Facsimile:     508-977-6911 
e-mail: SKagan@its.jnj.com 

 
Name of 
Medical 
Device 

 
Proprietary 
Name: 
Classification 
Name: 
Common Name: 

 
SwingScope 
 
Arthroscope  
 
Arthroscope 

 
Substantial 
Equivalence 
 

  
Mitek Arthroscopes are substantially equivalent to the predicate 
devices listed in Table1. 

Table 1: Predicate Devices 
Company Description 510(k) 

Acclarent  Cyclops Multiangle Endoscope K110097 

Acclarent  Cyclops Multiangle Endoscope K100577 

Stryker Stryker Arthroscope K093677 

Arthrex Arthrex Arthroscopes K030096 
 

 
 
 
 

 
 
 
 



Premarket Notification: Traditional 510(k)                                                                                                                      
Mitek Arthroscopes  Page 2 
      

Device 
Classification 

Classification:             Class II  
FDA Product Code:      HRX Arthroscope 
Regulation:                21 CFR 888.1100 

 
 
Device 
Description 
 

 
The Mitek Arthroscope is a multi-angle, rigid 4.3 mm arthroscope that 
has the capability of varying direction of view from 10o to 90o which 
enables surgeons to maximize and optimize their field of view inside the 
joint from any given port. This reduces the need for multiple fixed-angle 
arthroscopes.   

The direction of view is altered by the direction of view dial; the direction 
of view is indicated by markings on the scope body. The Mitek 
Arthroscope provides a 55° field of view and a depth of field from 5mm 
to 40mm. The device shaft can also rotate by rotating the device 
(typically by the light post).  A standard eyepiece located on the proximal 
end of the device is compatible with a standard camera coupler.  The 
light post on the subject device is compatible with an ACMI light source.   

There are two light post stainless steel adaptors that accompany the 
Mitek Arthroscope.  Two adapters are provided to facilitate connection 
with medical light source cables with a diameter of 5.0mm and smaller.   

The Mitek Arthroscope is a reusable device and must be cleaned and 
sterilized according to the user manual prior to every use.  

 
 
Indications 
for Use 
 

 
Mitek Sports Medicine Arthroscopes are indicated for use in arthroscopic 
procedures (such as the knee, shoulder, hip, ankle, elbow) to provide 
visualization during surgery. 

 
 
Non-Clinical 
Testing 
 
 
 
 
 
 

 

No clinical studies are required to demonstrate safety and efficacy of the 
device in support of an application for premarket clearance. The Mitek 
Arthroscope does not differ from the predicate device in fundamental 
scientific technology or intended use.  

Verification tests of the Mitek Arthroscope included performance, 
cleaning validation and biocompatibility to show that the device meets its 
product specifications over a range of operating conditions.  
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Safety and 
Performance 
 

 
Verification testing conforms to the following Standards and Guidance 
documents listed in Table 2.  
 

Table 2. Standards and Guidance Documents 
Standard/  
Guidance 

Description 

EN 60601-18    
Medical electrical equipment -- Part 18: Particular Requirements 
for Basic Safety and Essential performance of endoscopic 
equipment   

ANSI/AAMI/ISO 
17665-1 

Sterilization of Healthcare Products-Moist Heat-Part 1: 
Requirements For The Development, Validation And Routine 
Control Of A Sterilization Process For Medical Devices 

ISO 11135-01  
Sterilization of health care products - Ethylene oxide - Part 1: 
Requirements for development, validation and routine control of 
a sterilization process for medical devices 

ISO 10993-1 
Biological evaluation of medical devices - Part 1: Evaluation and 
testing  

ISO 17664 
Sterilization of medical devices. Information to be provided by the 
manufacturer for the processing of re sterilizable medical device 

IEC 60601-1-2 
Medical electrical equipment - Part 1-2: General requirements for 
basic safety and essential performance - Collateral standard: 
Electromagnetic compatibility - Requirements and tests 

DIN ISO 8600-
3:2004 

Optics and optical instruments -- Medical endoscopes and 
endoscopic accessories -- Part 3: Determination of field of view 
and direction of view of endoscopes with optics 

 
Table 3 provides a summary of testing parameters and results.  

 
Table 3. Summary of Testing 

Test Results 
Field of View Passed 
Fixed Focus Passed 
Direction of View Range Passed 
Direction of View Torque Passed 
Rotation of View Passed 
Illumination Passed 
Scope Resolution Passed 
Visual Inspection   

Hermetic sealing Passed 
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Free from aberrations Passed 
Results of performance testing have demonstrated that the proposed 
device is suitable for its intended use. 
 
Based on the indications for use, technological characteristics, and 
comparison to the predicate devices, the proposed The Mitek 
Arthroscope has shown to be substantially equivalent to the predicate 
devices under the Federal Food, Drug and Cosmetic Act. 
 
 



 
 
 

SwingScope™ 
Multi-Angle Arthroscope 

and 
SwingScope™ Light Guide Cable Adapters 

 
 

 

288000 SWINGSCOPE™ Arthroscope 

288008 Lightpost Adapter 22mm x 12mm 

288009 Lightpost Adapter 12mm x 9mm 

 

 
 

READ ALL INSTRUCTIONS CAREFULLY 

 

 

 
P/N:  111716 

Rev: A Issued 10/2013 
©DePuy Synthes Mitek Sports Medicine 

a division of DOI 2013. All rights reserved. 
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INDICATIONS FOR USE 
Mitek Sports Medicine arthroscopes are indicated for use in arthroscopic procedures  (such as shoulder, 
hip, knee, elbow, ankle) to provide visualization during surgery. 

 COMPATIBILITY  
The arthroscope B-cup eyepiece is compatible with cameras or universal C-mount camera couplers. Use 
only light cables with a diameter of 5.0mm and smaller to prevent overheating of the distal tip. Use the 
arthroscope with Xenon or LED (up to 300W or equivalent) light sources. 

INTENDED USE 
 Arthroscopes are intended for use by personnel trained in arthroscopy in a surgical setting.  

CONTRAINDICATIONS 
• Do not use the arthroscope on patients who have active implanted devices that would be 

affected by a magnetic field (e.g. pacemaker, implantable cardioverter-defibrillator, cochlear 
implant and deep brain stimulator) because the arthroscope contains small rare-earth 
permanent magnets. 

• Do not use the arthroscope on patients with inferior vena cava filters that were implanted 
within the previous two weeks. 

 WARNINGS 
• Arthroscope may become hot. Use care when handling and do not rest the scope directly on a 

patient or flammable material. The connection between the arthroscope and the light source 
can become very hot.   

• To avoid burn injury during surgery, do not place the tip of the arthroscope on the patient or 
surgical drape. 

• To avoid burns to the patient or user, do not use light cables with a diameter greater than 
5.0mm. When operated at maximum brightness, surface temperature may exceed 41°C. A 
3.5mm fiber optic light cable is recommended. Always adjust the light source to the minimum 
light output necessary to illuminate the endoscopic image. 

• NON-STERILE: The arthroscope is provided NON-STERILE, and must be cleaned and sterilized 
prior to its first use, before each subsequent use, and after returning from repairs. Use 
instructions below for cleaning and sterilization.  

• Do not use the arthroscope if you are unable to clean and sterilize according to the validated 
procedures contained in these instructions. 

• Do not use a damaged or defective arthroscope. Inspect the arthroscope prior to each 
examination or procedure and before sterilization based on the instructions below. 

• Turn off the light source and allow the arthroscope to cool for at least two (2) minutes prior to 
disconnecting the fiber optic cable or allowing the staff to handle the arthroscope. 
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• Do not use the arthroscope with Xenon light sources greater than 300W. 

• Discard the arthroscope after surgery in patients with Creutzfeld Jakob Disease (CJD), or 
suspected possible variants of CJD. Dispose according to hospital procedures. 

• These Instructions for Use facilitate arthroscope use, and are not instructions for performing 
arthroscopic procedures. 

• Do not attempt to modify the arthroscope. Modifying the device in a manner other than 
specified by in this document may result in injury. In the US, contact Customer Service at 1-800-
382-4682 for service requests. In the European Union, contact your local affiliate. 

PRECAUTIONS 
• Do not bend the arthroscope. 

• Do not hold the arthroscope by its shaft; this may cause damage. 

• The arthroscope provides multiple angles of view; use caution when advancing the scope. 

• Do not accelerate cooling; this may damage the arthroscope. 

• To maintain optical quality, do not clean the arthroscope or light cable adapters in an ultrasonic 
bath. 

• Cleaning and sterilization is guaranteed only if the arthroscope is cleaned and sterilized 
according to properly validated methods. This IFU provides minimum cleaning and sterilization 
procedures. It is the user’s responsibility to qualify any deviations from the recommended 
procedures. 

• Perform the cleaning and sterilization steps each time the arthroscope and light cable adapters 
are used. 

INSPECTION, TESTING, AND MAINTENANCE 
1. Remove and discard the protection caps from the distal tip, eyepiece and light guide post 

immediately upon receipt. Inspect the arthroscope immediately upon receipt, and before and 
after every procedure. 

2. Inspect the distal window and eyepiece for scratches, chips, fingerprints or residual debris by 
observing reflected light on the surfaces of the distal window and eyepiece. 

3. Examine the lumen through the eyepiece for condensation to make sure that the endoscope is 
free of internal moisture. 

4. Examine the light guide post for damage. 

5. Test the image quality. Look through the eyepiece. The image should be clear and distinct. If the 
distal window, eyepiece lens and light guide post surface are cloudy, dirty or scratched, or if the 
shaft is bent, scratched, dented, corroded, pitted or exhibits other surface irregularities, the 
image may not be clear. If the image is unclear, do not use the arthroscope. Send for repair or 
remove from service.  
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6. Check light transmission. Apply a light source to the distal tip with window of the arthroscope 
(shown in Figure 1). Inspect the light transmitting surface of the light guide post (or through the 
adaptor as shown in Figure 1). Uneven illumination indicates that glass light fibers are broken. 
Individual broken fibers do not necessarily result in a noticeable reduction in image quality; 
however, do not use the arthroscope if approximately 25% of the transmitting surface of the 
light guide post is illuminating unevenly. Send for repair or remove from service.  

7. Test the controls. Rotate the angle control and shaft controls while looking through the 
eyepiece. Ensure that the image changes appropriately. The arthroscope requires no lubrication 
to maintain proper function. If the image does not change appropriately, do not use the 
arthroscope.  

Report damage immediately to a Sales Consultants or call Customer Service in the USA at +1-800-
382-4682. Save all packing materials to use in the event you must return product(s) to Mitek Sports 
Medicine. Outside the United States, contact your local affiliate. 
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INSTRUCTIONS FOR USE 
Assembly at Point of Use  

Refer to Figure 1. 

1. Connect the camera coupler to the eyepiece. The standard B-cup eyepiece is compatible with 
cameras or C-mount camera couplers. 

2. Connect the light cable adapter. Slide the adapter over the light guide post (align the screw threads) 
and tighten in place. 

 CAUTION: Use only light cables with a diameter of 5.0mm and smaller to prevent overheating 
of the distal tip. 

• NOTE: Observe the manufacturer’s instructions for use when using the arthroscope with other 
implements, instruments or optical cables. 

• NOTE: Do not allow the distal window, eyepiece lens or light guide post surface to contact 
abrasive surfaces.  

 CAUTION: Handle the arthroscope with care. Hard impacts, particularly to the distal end, may 
cause damage or cracks. 

SwingScope Functions 

Changing the Angle of View. To change the arthroscope angle of view, rotate the Angle Control (shown 
in Figure 1). The angle indicator on the Angle Control aligns with the set of reference markings on the 
body of the arthroscope and displays the approximate angle of view selected by the user. 

Note: When the angle control is set to greater than 70°, the illumination provided by the SwingScope 
arthroscope becomes less intense.  

Disconnecting the Arthroscope  

To disconnect the arthroscope, hold the device by the body and unscrew light cable. Clean and sterilize 
according to the following procedure.  

CLEANING AND STERILIZATION 
General Considerations for Arthroscope Processing 

• Observe point of use and transport procedures as described below. 

• Complete each procedure: Preparation for Cleaning, Manual Cleaning or Automated Cleaning 
and Sterilization when reprocessing the arthroscope and light cable adapters. 

• Personnel trained in the appropriate reprocessing techniques and safety should complete all 
reprocessing. Wear appropriate protective equipment (gloves, eye protection, etc.) when 
reprocessing any medical device. 
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 CAUTION:  The arthroscope contains small rare earth permanent magnets. 

Do not place the arthroscope directly on, or next to an active implantable device that may be affected 
by magnetic fields.  

Point of Use Cleaning 

After concluding surgery, wipe any visible debris with wet gauze or a lap sponge and sterile water.  

Transport to Processing Area 

Keep the arthroscope and light cable adapters continuously moist until Manual or Automated Cleaning 
can commence at the point of central reprocessing. To keep the device moist, add a moist towel to the 
transport container. 

Complete the cleaning procedures for the arthroscope and the light cable adapters within 30 minutes 
following their use. 

Preparation for Cleaning 

Disassemble the device. 

1. Disconnect the light cable from the light guide post. 

2. Disconnect the camera-coupling device from the eyepiece. 

3. Remove any light cable adapters from the endoscope. 

4. Disassemble the arthroscope from any devices or accessories used during the procedure. 

5. Perform either the Manual Cleaning Procedure or the Automated Cleaning procedure below. 

MANUAL CLEANING 
Perform the following steps at the point of central reprocessing: 

1. Rinse the arthroscope and the light cable adaptors under cold running tap water for a minimum of 
three (3) minutes. Brush all surfaces of the SwingScope arthroscope and light cable adaptors during 
the rinse. Rotate the image adjustment controls a minimum of five (5) times while brushing with a 
soft bristle brush during the rinse. 

2. Prepare an enzymatic detergent according to the manufacturer's instructions. Use a fresh mixture of 
cleaning solution for each set of arthroscope and light cable when cleaning. 

3. Immerse the arthroscope and light cable adapters completely in the detergent solution for at least 
45 minutes. 

4. After the first 15 minutes immersion time, use a soft bristle brush to remove any debris / soil from 
the arthroscope, and a soft bristled pipe cleaner for the light cable adapters while they are 
submerged. Brush for a minimum of 3 minutes. Ensure that the brush and the pipe cleaner can 
access the hard to reach areas such as cracks, crevices and threads on the light guide post and light 
guide adapters. Remove all visible debris. 

5. Fill a syringe with the enzymatic detergent and use to flush crevices and threads while submerged. 

6. Repeat the Brushing step (Step 42). Repeat the Flushing step. (Step 56) for an additional 2 times. 
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7. Rinse the arthroscope and light cable adapters under cold running tap water for at least three (3) 
minutes. Rotate the image adjustment controls a minimum of five (5) times while brushing with a 
soft bristle brush during the rinse. Brush all surfaces for the remaining rinsing time. 

8. Soak the devices for a minimum of three (3) minutes in reverse osmosis, sterile deionized, and/or 
distilled water for final rinsing.sterile water and dry with a lint-free soft cloth. 

Automated Cleaning Instructions 

Equipment Required. Washer-disinfector with fundamentally approved efficiency (e.g. CE mark or FDA 
approval according to ISO 15883), properly installed, qualified and regularly subjected to maintenance 
and testing. 

Perform the following steps at the point of central reprocessing after completing Manual Pre-cleaning. 

1. Prepare an enzymatic detergent per the manufacturer's instructions. Prepare a fresh mixture of 
cleaning solution for each use. 

2. Disconnect the light cable adapters from the arthroscope and immerse the arthroscope and 
light cable adapters entirely in the detergent solution for at least 15 minutes. 

3. Use a soft bristle brush to remove any debris / soil from the arthroscope.  Use a soft bristled 
pipe cleaner to remove debris from the light cable adapters while they are submerged. The 
brush and pipe cleaner must be able to access areas that are difficult to reach, such as cracks, 
crevices and threads on the light guide post, and light guide adapters.  Remove all visible debris. 

4. Rinse the arthroscope and light cable adapters under cold running tap water for at least one (1) 
minute. 

5. Place the arthroscope and its light cable adapters into a separate mesh basket. Ensure that the 
arthroscope and light cable adapters do not touch each other when placed into the basket. 

6. Place a mesh screen over the basket to contain the arthroscope and light cable adapters in the 
basket during processing. 

7. Place the mesh basket with arthroscope and light cable adapters into a general instrument 
washer-disinfector to clean the arthroscope and light cable adapters. 

8. Select an enzymatic detergent and a neutral pH instrument cleaner. Prepare according to the 
instructions of the detergent manufacturer. Prepare a fresh mixture of cleaning solution for 
each use. 

9. Run the washing machine cycle per the instructions provided by the manufacturer. The 
minimum cleaning cycle is described below in Table 1: 

Table 1: Automatic Cleaning Parameters: 

Phase Recirculation 
Time 

Water 
Temperature 

Detergent Type 

Pre Wash 3 minutes Cold tap water N/A 

Enzyme Wash 5 minutes Hot tap water enzymatic detergent 

Wash 1 5 minutes 65°C (Set Point) Neutral pH instrument 
cleaner 

Rinse 1 2 minutes Hot tap water N/A 



DRAFT IFU-111716 Rev A Page 9 of 13 

 

Dry Phase 7 minutes 115°C N/A 

10. Remove the arthroscope and light cable adapters from the washing machine following the 
cleaning cycle. Allow sufficient time for the devices to cool for safe handling. 

Inspection 

After either Manual Cleaning or Automated Cleaning, visually inspect the arthroscope and light cable 
adapters to verify the absence of visible soil, stains and debris. If soil is present after cleaning, repeat 
cleaning procedure. 

Steam Sterilization 

 CAUTION: Do not  use immediate use steam sterilization ( IUSS)  “flash” to sterilize the 
arthroscope or light cable adapters. 

1. Disassemble the arthroscope and light cable adapters before sterilization as described above. 

2. Either double-wrap the arthroscope and light cable adapters double wrap the SwingScope and light 
cable adapters in 1-ply polypropylene wrap (FDA-cleared sterilization wraps).with 1 ply 
polypropylene wrap, or place the arthroscope and light cable adapters into the appropriate 
sterilization tray and double-wrap the sterilization tray with 1-ply polypropylene wrap (FDA-cleared 
sterilization wrap). 

3. Complete sterilization per AAMI ST79. Table 2 lists the validated parameters. 
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Table 2: Parameters for Steam Sterilization 

• Use a validated, properly maintained and calibrated steam sterilizer.  

• Effective steam sterilization can be achieved using the following cycle 

 

Cycle 
Type 

Minimum 
Temperature 

Minimum Exposure Time / Dry Time 

Pre-
Vacuum 

270°F 
(132°C) 

4 minutes / 20 minutes dry time  

 

For further guidance for Sterilization, refer to: ANSI/AAMI ST79 “Comprehensive guide to steam 
sterilization and sterility assurance in health care facilities.” 

 

Sterilization Method Pre Vacuum 

Pulses (minimum) 3 

Temperature 132°C / 270° F 

Exposure time 4 minutes 

Drying Time 20 minutes 

4. After sterilization, allow the arthroscope and light cable adapters to cool to room temperature. Do 
not accelerate cooling; this may damage the arthroscope. 

STERRAD® Sterilization 

1.  Ensure the arthroscope and light cable adapters are disassembled before sterilization. 

2. The arthroscope and light cable adapters are compatible with the STERRAD® 100S, STERRAD® 
100NX and STERRAD® NX sterilization systems.  

3. Clean and thoroughly dry the arthroscope and light cable adapters per the Cleaning Section. 

4. Place the arthroscope and light cable adapters into the instrument tray compatible with the 
STERRAD 100S, NX and 100NX sterilization systems.  

4.5. Double wrap the trays in  1-ply polypropylene wraps (FDA-cleared sterilization wraps) 1-ply 
polypropylene wraps  

5.6.  Include a STERRAD® indicator strip in the wrapped package.  

6.7. Load the devices into the STERRAD® sterilizer.  

7.8. Run the STERRAD® machine per the manufacturer’s instructions. DePuy  recommends the 
following cycles:  

o STERRAD® 100NX: Standard cycle  

o STERRAD® 100S: Standard cycle  
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o STERRAD® 100NX: Standard cycle  

Ethylene Oxide (EtO) Sterilization 

Perform EtO sterilization according to AAMI TIR 12. 

1. Ensure the arthroscope and light cable adapters are disassembled before sterilization. 

2. Clean and thoroughly dry the arthroscope and light cable adapters per the Cleaning Section. 

3. Double-wrap the trays in 1-ply polypropylene wrap (FDA-cleared sterilization wraps).in 1 ply 
polypropylene wrap. 

4. Complete pre-conditioning  (Temperature: 130° ± 5°F   b. Time: 30 min) 

5. Complete processing. Cycle parameters: 

• Temperature : 55°C /130° ± 5°F 

• Relative Humidity:  50-80% 

• EtO  Dwell Exposure time: 60 minutes 

• EtO  Concentration: 725-735mg/l (100% EtO) 

• Aeration: temperature of 120 – 140°F (49°C – 60°C) for 12 hours 

STORAGE 
Store the arthroscope in a dry, clean and safe place at room temperature, in its wrapped sterilization 
container. Mitek Sports Medicine does not recommend storing the arthroscope and light cable adapters 
in the shipping box. 

DISPOSAL 
Dispose of surgical devices according to standard hospital procedures. 

REPAIRS  
• Contact the Repair Service Center at 1-800-382-4682 for service requests. Outside the United States, 

contact your local affiliate. 

• Before returning any product to Mitek Sports Medicine, please contact Customer Service to 
obtain a return goods authorization and product return packaging. 

• Please clean, disinfect, and sterilize the Arthroscope as described in this document and mark it 
as “Sterilized” prior to return. 

Accessories and Spare Parts 

Product Code Description Contact the Service Center at 1-800-
382-4682. Outside the US, contact your 
local affiliate. 288008 Lightpost Adapter 22mm x 12mm 

288009 Lightpost Adapter 12mm x 9mm 
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SPECIFICATIONS AND PERFORMANCE CHARACTERISTICS 

Light Cable Diameter 5.0 mm or smaller (3.5 mm 
recommended) 

ACMI Light Source 
(recommended) 

300 W Xenon 

Working Length 190.0 mm 

Shaft Diameter 4.0 mm 

Angle of View Between 10° and 90° 

 

Camera Coupler Universal C-Mount 

Recommended Light Source Xenon or LED (up to 300W) 
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Figure 2. Arthroscope Accessories (Obturator and Sheath) 

NOTE: Figure shows SwingScope™ Accessories. Other arthroscope accessories may have slight differences. 

INDICATIONS 
General arthroscope accessories are indicated for use with arthroscopes, which provide visualization during 
surgery. 

INTENDED USE 
Arthroscopes and arthroscope accessories are intended for use by personnel trained in arthroscopy in a surgical 
setting.  

CONTRAINDICATIONS 
None known. 

WARNINGS 
 Before assembly and use, make sure that all O-rings are in place and are not damaged. The system can leak 

or malfunction if an O-ring is missing or damaged. 

PRECAUTIONS 
 Carefully inspect before each use for damage. Assemble and disassemble the sheath system before surgery 

to ensure all parts fit together properly and are not damaged. 

Obturator 
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 If any damage or excessive wear is noted, please replace part. 

 Wet all components before assembly and sterilization to reduce O-ring wear. 

 Carefully assemble all components during reassembly. Forced assembly could result in damage and 
improper function.  

INSTRUCTIONS FOR USE 
Arthroscope accessories are designed for use with DePuy Mitek arthroscopes. Consult the appropriate 
manual/Instructions for use for using the accessories with arthroscopes. 

ASSEMBLY 
NOTE: Clean & Sterilize before each use. Refer to Cleaning and Sterilization Instructions in this document. 

To assemble arthroscope accessories: 

1. Attach the Sheath to the corresponding Obturator and use for joint entry. 

2. Detach the Obturator from the Sheath. 

3. Insert the arthroscope into the Sheath and attach the arthroscope Bridge to the Sheath. 

4. Repeat Steps 1-4 above for each portal. 

NOTE: Pull lightly to ensure that the connection is secure.  

NOTE: Make sure stopcocks are closed before use. 

DISASSEMBLY FOR CLEANING 
NOTE: Refer to Figure 1. 

To disassemble for cleaning: 

1. Release the Sheath from the Bridge by depressing the latch button and gently pull the Sheath away from 
the Bridge. 

2. Remove the Bridge from the arthroscope. 

3. Ensure the stopcocks on the Bridge are in the open position (closed position is perpendicular to the axis of 
the in/out flow valve) 

4. Ensure all Sheaths are disconnected from the Obturators. 

5. Clean the device according to the Cleaning and Sterilization Instructions in this document. 

CLEANING AND STERILIZATION 
Automated Cleaning 

NOTE: Clean before and after each use. 

Pre-Cleaning 

1. The Outer Sheath must be removed as shown in Figure 1 and in Step 1, Disassembly for Cleaning. 

2.  Open the two Stopcocks on the Bridge as shown in Figure 1. 
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3. First Soaking Bath: Carry out a first soaking bath in a pH neutral detergent (example: CIDEXPLUS®) solution 
for 15 minutes or an equivalent solution (refer to cleaning agent solution manufacturer’s instructions for 
immersion time and temperature). 

4. Carry out five (5) swiping motions with a swab-type brush on all surfaces, paying particular attention to 
lumens, holes and spring loaded retractable features. 

5. Check for remaining debris and remove as needed. 

6. Second Soaking Bath: Carry out a second soaking bath in a pH neutral detergent (example: CIDEXPLUS®) 
solution for 15 minutes using an ultrasound bath frequency: 50-60Hz. (refer to cleaning agent solution 
manufacturer’s instructions for immersion time and temperature). 

7. Rinse with de-ionized water for 30 seconds. 

8. Clean in a validated washer disinfector using the “INSTRUMENTS” cycle and a pH neutral cleaning agent 
intended for use in automated cleaning. The cleaning cycle should incorporate enzymatic pre- wash, wash, 
rinse, thermal rinse, and drying steps. 

IMPORTANT: Before assembly and use ensure that all O-rings are in place and are not damaged. Remove and 
replace any O-rings that show any sign of damage or wear. Use a cleaner/lubricant or instrument milk to 
lubricate parts as necessary. Use a medical grade silicone grease to grease the Stopcocks. Remove any excess 
lubricant. 

Manual Cleaning Instructions 

1.  The Outer Sheath must be removed as shown in Figure 1, and in Step 1, Disassembly for Cleaning above. 

2. Open the two Stopcocks in the body as shown in Figure 1. 

3. First Soaking Bath: Carry out a first soaking bath in a pH neutral detergent (example: CIDEXPLUS®) solution 
for 15 minutes or an equivalent solution (refer to cleaning agent solution manufacturer’s instructions for 
immersion time and temperature). 

4. Carry out five (5) swiping motions with a swab-type brush on all surfaces, paying particular attention to 
lumens, holes and spring loaded retractable features. 

5. Check for remaining debris and remove as needed. 

6. Open and close the locking system to ensure that it is free of foreign bodies. 

7. Second Soaking Bath: Carry out a second soaking bath in a Neutral pH detergent (example: CIDEXPLUS®) 
solution for 15 minutes using an ultrasound bath frequency: 50-60Hz. (refer to cleaning agent solution 
manufacturer’s instructions for immersion time and temperature). 

8. Rinse with de-ionized water for 30 seconds at ambient temperature. 

9. Dry with medical air at less than 100°C or 212°F for 30 seconds. 

IMPORTANT: Before assembly and use ensure that all O-rings are in place and are not damaged. Remove and 
replace any O-rings that show any sign of damage or wear. Use a cleaner/lubricant or instrument milk to 
lubricate parts as necessary. 

Use a medical grade silicone grease to grease the Stopcocks. Remove any excess lubricant. 

Inspection after Cleaning 
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1. Inspect before sterilization or storage to ensure the complete removal of soil from all surfaces and holes. 

2.  If areas are difficult to inspect visually, check for blood by immersing or flushing in a 3% hydrogen peroxide 
solution. If bubbling is observed, blood is present. Rinse thoroughly after using hydrogen peroxide solution. 

3. If soil is still present, repeat cleaning procedure. 

STERILIZATION 
Steam sterilization 

Use a validated, properly maintained and calibrated steam sterilizer. 

The following cycles provide effective steam sterilization: 

132°C/ 270°F and minimum of a 4 minute Pre-Vac cycle with a 30 minute dry time with both Stopcocks in the 
“open” position (See Detail B). 

 

 

Quantity 

Non Sterile 

 

* 

DePuy Mitek, Inc. 
325 Paramount Drive 
Raynham, MA 02767, USA 
1-800-356-4835 
 

* 

Medos International SARL 
Chemin-Blanc 38, 2400  
Le Locle, Switzerland 
 
* For recognized manufacturer, refer to product label. 
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DePuy International Ltd. 
St Anthony’s Road 
Leeds LS11 8DT England 
Tel: +44 113 270 0461 
Fax: +44 113 272 4101 
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