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Hogan Lovells US LLP 
1835 Market Street, 29th Floor 
Philadelphia, PA 19103 
T +1 267 675 4600 
F +1 267 675 4601 
www.hoganlovells.com 

 

Hogan Lovells US LLP is a limited liability partnership registered in the District of Columbia.  Hogan Lovells refers to the international legal practice comprising Hogan 
Lovells US LLP, Hogan Lovells International LLP, Hogan Lovells Worldwide Group (a Swiss Verein), and their affiliated businesses with offices in:  Abu Dhabi   Alicante   
Amsterdam   Baltimore   Beijing   Berlin   Boulder   Brussels   Caracas   Chicago   Colorado Springs   Denver   Dubai   Dusseldorf   Frankfurt   Hamburg   Hanoi   Ho Chi 
Minh City   Hong Kong   Houston   London   Los Angeles   Madrid   Miami   Milan   Moscow   Munich   New York   Northern Virginia   Paris   Philadelphia   Prague   Rome   
San Francisco   Shanghai   Silicon Valley   Singapore   Tokyo   Warsaw   Washington DC   Associated offices: Budapest   Jeddah   Riyadh   Zagreb 

 

 

February 24, 2013 

 
BY HAND DELIVERY 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center – W066-G609 
10903 New Hampshire Avenue  
Silver Spring, Maryland  20993-0002 
 
Attn: Leslie Landree, Ph.D., Branch Chief, Diabetes Branch, Division of Chemistry and 

Toxicology Devices 
 
Re:   Tandem Diabetes Care, Inc.’s t:slim™ Insulin Delivery System (K133593) 

and t:slim G4™ Insulin Pump with Dexcom G4® Platinum CGM System 
(Q131013) – Notification of Authorization – Additional Official 
Correspondent 

 
Dear Dr. Landree: 
 
On behalf of our client Tandem Diabetes Care, Inc., we are writing to advise the Food and Drug 
Administration (“FDA” or the “agency”) of an additional submission correspondent for the 
regulatory files related to the company’s t:slim™ Insulin Delivery System (K133593) and t:slim 
G4™ Insulin Pump with Dexcom G4® Platinum CGM System (Q131013).  For purposes of 
future interactions with the agency going forward, John Sheridan, chief operating officer for 
Tandem Diabetes Care, Inc., is authorized as an additional official correspondent to discuss 
these matters with FDA on the company's behalf.  Mr. Sheridan should be the primary FDA 
contact on all future correspondence; I will remain as an additional correspondent.  Mr. 
Sheridan’s contact information is as follows:   
 

John Sheridan  
Tandem Diabetes Care, Inc. 
11045 Roselle Street, #200   
San Diego, CA 92121 
Telephone:  (858) 255-6345 
Facsimile:  (858) 362-7070 
E-mail:  JSheridan@tandemdiabetes.com 

 
An electronic copy ("eCopy") is being provided with this submission, and the eCopy is an exact 
duplicate of the paper copy. 

If you have any questions, please do not hesitate to contact me directly.   
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March 24, 2014

By Messenger

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center – W066-G609
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002

Attn: Leslie Landree, Ph.D., Branch Chief, Diabetes Branch, Division of Chemistry and Toxicology
Devices

Re: Tandem Diabetes Care Inc.’s t:slim™ Insulin Delivery System (K133593) and t:slim

G4™ Insulin Pump with Dexcom G4® Platinum CGM System (Q131013) – Notification

of Authorization – Revised Primary and Secondary Correspondent

Dear Dr. Landree:

Tandem Diabetes Care, Inc. (“Tandem” or the “Company”), is writing to advise the Food and Drug
Administration (“FDA” or the “Agency”) of an additional submission correspondent for the regulatory
files related to the company’s t:slim™ Insulin Delivery System (K133593) and t:slim G4™ Insulin
Pump with Dexcom G4® Platinum CGM System (Q131013). For purposes of future interactions with
the agency going forward, Jenny Fam, who is Tandem’s Director of Regulatory Affairs, is authorized
as the official correspondent to discuss these matters with FDA on the company's behalf. She
should be the primary FDA contact on all future correspondence, and I should be listed as the
secondary correspondent. Ms. Fam’s contact information is as follows:

Jenny Fam
Tandem Diabetes Care, Inc.
11045 Roselle Street, #200
San Diego, CA 92121
Telephone: (858) 255-6537
Facsimile: (858) 224-1022
E-mail: JFam@tandemdiabetes.com

An electronic copy ("eCopy") is being provided with this submission, and the eCopy is an exact
duplicate of the paper copy.

If you have any questions, please do not hesitate to contact me directly.

1

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



        

    
   

   
   

  

 
  

   
   

   

 
     

    
   
   

  
   

   

  

              
            

             
               

              
              
              

             
         

           
             

                 
             

                 
         

             
               

            
              

             
           

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



   

               
            

                
            

           
   

          
             

     
    

      

             
           

          

 

   
   

 
    

   
 

   
   

 

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



   

    
       

    

     

      

       

      

   
   

    

    

  

     

 

      
       

     
           

          
      

              
         

      
               

        
       

            

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



   
 

 
   

   
                   

               

        

               

             

   
         

    

   
         

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



            
            

                 
               
               

          
     

   
    

    

                  
        

       

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

Hogan Lovells US LLP 
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Hogan Lovells US LLP is a limited liability partnership registered in the District of Columbia.  Hogan Lovells refers to the international legal practice comprising Hogan Lovells 
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November 22, 2013 
 
By Messenger 

 

510(k) Document Mail Center (WO66-G609) 
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 
Attention: Division of Anesthesiology, General Hospital, Infection Control and Dental Devices 
 
Re:   Special 510(k):  Device Modification for Tandem Diabetes Care™, Inc.’s  
 t:slim™ Insulin Delivery System 
 
 USER FEE No.  
 

Dear Sir or Madam: 
 
In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (“ FDC Act”), 

Tandem Diabetes Care, Inc. (“Tandem” or the “Company”), by its regulatory counsel, is submitting 

the attached Special 510(k) premarket notification (“Special 510(k)”) for its t:slim™ Insulin Delivery 
System (“t:slim System” or “t:slim”) for the subcutaneous delivery of insulin, at set and variable rates, 
for the management of diabetes mellitus in persons requiring insulin, for individuals 12 years of age 
and greater.   According to the instructions on the Food and Drug Administration (“FDA” or the 

“Agency”) website, an electronic copy (“eCopy”) is provided with this submission and the eCopy is 

an exact duplicate of the paper copy. 

The Tandem t:slim™ Insulin Delivery System is an Insulin Infusion Pump, product code LZG, 

General Hospital Device Classification Panel, per 21 CFR 880.5725.  The t:slim System consists of 
the following components and accessories: (1) a software-controlled, programmable insulin infusion 
pump (“t:slim Pump”) capable of both basal and bolus delivery of insulin; (2) a dedicated, disposable 
3mL (300 unit) insulin cartridge; (3) UnoMedical’s Comfort™ Infusion Set (K051264), or an 

equivalently cleared set; and (4) additional device accessories including a Becton Dickinson 3mL 
sterile syringe and 26 gauge sterile needle, or equivalently cleared syringe and needle, as well as an 
AC power supply with USB for charging the Pump’s internal battery, cartridge Instructions for Use, 

and User’s Guide. 

The scope of this Special 510(k) is limited to the disposable insulin cartridge component of 
Tandem’s t:slim System.  Since Tandem follows the principles and guidance described in FDA’s 

January 10, 1997, Deciding When to Submit a 510(k) for a Change to an Existing Device, any other 
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changes to the device that the company determines meet the threshold for a 510(k) submission will 
be reported in future submissions. 
 
The t:slim System with modified cartridge has the same intended use and indications for use, 
technological characteristics, and principles of operation as the cleared t:slim System. As explained 
in the attached Special 510(k), the differences between the modified t:slim cartridge and the 
previously cleared System’s cartridge do not raise any new questions of safety or effectiveness.  
Risk analysis and verification confirm that the modified cartridge is substantially equivalent to the 
corresponding component of the predicate.  

In accordance with the Medical Device User Fee and Modernization Act Amendments of 2012 
(MDUFMA III), Tandem has submitted the appropriate application fee.  A copy of the User Fee 
Cover Sheet for this Special 510(k) is provided in Attachment 7 of this submission. 

The information contained herein was provided by Tandem Diabetes Care, Inc. to Hogan Lovells US 
for submission to the Agency and Tandem is solely responsible for the accuracy and completeness 
of this submission.  We trust that the information provided in the Special 510(k) is sufficient for FDA 
to find the modified t:slim System substantially equivalent to its predicate device.  If you have any 
additional questions regarding the Special 510(k), please contact me at the phone number below or 
Ron Warren, Director, Regulatory Affairs, Tandem Diabetes Care at (858) 255-6331.  Upon a finding 
of substantial equivalence, please fax the substantial equivalence letter to me at (267) 675-4601. 

Sincerely, 
 

 
 

Janice Hogan 
Partner 
Janice.hogan@hoganlovells.com 
D +1 267 675-4600 
 

 

Attachments 

 
cc: Ron Warren, Director, Regulatory Affairs, Tandem Diabetes Care 
 Susan Tiedy-Stevenson, Senior Director, Regulatory Sciences, Hogan Lovells US LLP 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

Form Approval 
OMB No. 9010-0120 
Expiration Date: December 31, 2013 
See OMB Statement on page 5. 

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known) 
November 22, 2013  To be assigned 

SECTION A TYPE OF SUBMISSION 

PMA 

 Original Submission 
 Premarket Report 
 Modular Submission 
 Amendment 
 Report 
 Report Amendment 
 Licensing 

Agreement 

PMA & HDE Supplement 

 Regular (180 day) 
 Special 
 Panel Track (PMA 
Only) 

 30-day Supplement 
 30-day Notice 
 135-day Supplement  
 Real-time Review 
 Amendment to PMA & 
HDE Supplement 

 Other 

PDP 

 Original PDP 
 Notice of Completion 
 Amendment to PDP 

510(k) 

 Original Submission: 
  Traditional 

   Special 
   Abbreviated  

Complete  
section I, Page 5) 

 Additional Information 
 Third Party 

Meeting 

 Pre-510(K) Meeting 
 Pre-IDE Meeting 
 Pre-PMA Meeting 
 Pre-PDP Meeting 
 Day 100 Meeting 
 Agreement Meeting 
 Determination Meeting 
 Other (specify): 

 

IDE 

 

 Original Submission 
 Amendment 
 Supplement 

Humanitarian Device 

Exemption (HDE) 

 Original Submission 
 Amendment 
 Supplement 
 Report  
 Report Amendment 

Class II Exemption 

Petition 

 

 Original Submission 
 Additional 

Information 

Evaluation of Automatic 
Class III Designation 

(De Novo) 
 Original Submission 
 Additional Information 

Other Submission 

 513(g) 
 Other 
(describe submission): 

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

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

Tandem Diabetes Care, Inc. 3007981285 

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

 (858) 255-6331 

Street Address FAX Number (including area code) 

11045 Roselle Street Suite 200 (858) 362-7070 
City State / Province ZIP/Postal Code Country 
San Diego CA 92121 USA 

Contact Name 
Ron Warren 
Contact Title Contact E-mail Address 

Director, Regulatory Affairs RWarren@tandemdiabetes.com 

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 
Company / Institution Name 
Hogan Lovells US LLP 
Division Name (if applicable) Phone Number (including area code) 

 (267) 675-4600 
Street Address FAX Number (including area code) 

1835 Market Street, 29th Floor (267) 675-4601 
City State / Province ZIP/Postal Code Country 
Philadelphia PA 19103 USA 
Contact Name 
Janice Hogan 
Contact Title Contact E-mail Address 

  Partner   Janice.hogan@hoganlovells.com 
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE 

 New Device 
 Withdrawal 
 Additional or Expanded Indications 
 Request for Extension 
 Post-approval Study Protocol 
 Request for Applicant Hold 
 Request for Removal of Applicant Hold 
 Request to Remove or Add 
Manufacturing Site 

 Change in design, component, or 
specification: 

 Software / Hardware 
 Color Additive 
 Material 
 Specifications 
 Other (specify below)  

   

 Location change: 
 Manufacturer 
 Sterilizer 
 Packager 

 Process change: 
  Manufacturing 
 Packaging 

  Sterilization 
  Other (specify below) 

 Labeling change: 
 Indications 
 Instructions 
 Performance Characteristics 
 Shelf Life 
 Trade Name 
 Other (specify below) 

 Report Submission: 
 Annual or Periodic 
 Post-approval Study 
 Adverse Reaction 
 Device Defect 
 Amendment 

 Response to FDA correspondence: 
 

  Change in Ownership 
  Change in Correspondent 
  Change of Applicant Address 

 Other Reason (specify): 

 

SECTION D2 REASON FOR APPLICATION – IDE 

 New Device 
 New Indication 
 Addition of Institution 
 Expansion / Extension of Study 
 IRB Certification 
 Termination of Study 
 Withdrawal of Application 
 Unanticipated Adverse Effect 
 Notification of Emergency Use 
 Compassionate Use Request 
 Treatment IDE 
 Continued Access 

      

 Change in: 
  Correspondent / Applicant 
  Design / Device 
  Informed Consent 
  Manufacturer 
  Manufacturing Process 
  Protocol - Feasibility 
  Protocol - Other 
  Sponsor 

  Response to FDA Letter 
Concerning: 

  Conditional Approval 
  Deemed Approved 
  Deficient Final Report 
  Deficient Progress Report 
  Deficient Investigator Report 
  Disapproval 
  Request Extension of 
Time to Respond to FDA 

  Request Meeting 
  Request Hearing 

 

 Report submission: 
  Current Investigator 
  Annual Progress Report 
  Site Waiver Report 
  Final 

 Other Reason (specify): 

 

SECTION D3 REASON FOR SUBMISSION - 510(k) 

 New Device  Additional or Expanded Indications   Change in Technology 

 Other Reason (specify): Special 510(k) for packaging and materials update, and use of automated processing steps.  
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 
Product codes of devices to which substantial equivalence is claimed Summary of, or statement 

concerning, 
safety and effectiveness information 
 510 (k) summary attached 

 510 (k) statement 

1 LZG 2  3  4  

5 
 

6 
 

7 
 

8 
 

Information on devices to which substantial equivalence is claimed (if known) 

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

1  K111210 1  t:slimTM Insulin Delivery System 1  Tandem Diabetes Care, Inc. 

2  2  2  
3  3  3  
4  4  4  
5  5  5  
6  6  6  
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS 

Insulin Infusion Pump 
 
 Trade or Proprietary or Model Name for This Device  Model Number 

1  t:slimTM Insulin Delivery System 1 N/A 
2  2  
3  3  
4  4  
5  5  
FDA document numbers of all prior related submissions (regardless of outcome) 
1 

K111210 
2 

K101727 
3 

K092394 
4 

 

5 

 

6 

 

7 

 

8 

 

9 

 

10 

 

11 

 

12 

 

Data Included in Submission 
 Laboratory Testing   Animal Trials   Human Trials 

SECTION G  PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 

Product Code C.F.R. Section (if applicable) Device Class 
LZG 880.5725  Class I  Class II 

 Class III  Unclassified Classification Panel 
General Hospital 
Indications (from labeling) 

The t:slim™ Insulin Delivery System is indicated for the subcutaneous delivery of insulin, at set and variable rates, for the 
management of diabetes mellitus in persons requiring insulin, for individuals 12 years of age and greater. 
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Note: Submission of this information does not affect the need to 
submit a 2891 or 2891a Device Establishment Registration form. 

FDA Document Number (if known) 

To be assigned 

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A 

SUBMISSION 

 
 Original 

 Add   

Facility Establishment Identifier (FEI) 
Number 

 Manufacturer     Contract Sterilizer   

 Contract Manufacturer   Repackager / Relabeler 
 10039506   
Company / Institution Name Establishment Registration Number 
Tandem Diabetes Care, Inc. 3007981285 
Division Name (if applicable) Phone Number (including area code) 

 (858) 255-6331 
Street Address FAX Number (including area code) 

11045 Roselle Street Suite 200 (858) 362-7070 
City State / Province ZIP Code Country 
San Diego CA 92121 USA 
Contact Name Contact Title Contact E-mail Address 

 Ron Warren  Director, Regulatory Affairs  RWarren@tandemdiabetes.com 

 
 Original 
 Add   

Facility Establishment Identifier (FEI) 
Number 

 Manufacturer     Contract Sterilizer   
 Contract Manufacturer   Repackager / Relabeler 

   
Company / Institution Name Establishment Registration Number 
  
Division Name (if applicable) Phone Number (including area code) 

  
Street Address FAX Number (including area code) 

  
City State / Province ZIP Code Country 
    
Contact Name Contact Title Contact E-mail Address 
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SECTION I UTILIZATION OF STANDARDS 

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

Recognized Standard" statement.  

1 

Standards No. 
 
2-156 

Standards 
Organization 
ISO 10993-
1:2009 

Standards Title 
 
Biological evaluation of medical devices – 
Part 1:  Evaluation and testing 

Version Date 
 
2009 

2 

 
 2-153 

 
ISO 10993-   
5:2009 

 
Biological evaluation of medical devices – 
Part 5:  Tests for in-vitro cytotoxicity 

  
2009 

3 

 
14-297 

 
ISO 11137-
1:2006 
(R)2010 

 
Sterilization of health care products-
Radiation-Part 1:  Requirements for 
development, validation, and routine control 
of a sterilization process for medical devices  

  
2006(R)2010 

4 

 
5-40 

 
ISO 
14971:2007 

 
Medical Devices – Application of risk 
management to medical devices 

  
2007 

5 

Standards No. Standards 
Organization 

Standards Title Version Date 

6 

Standards No. Standards 
Organization 

Standards Title Version Date 

7 

Standards No. Standards 
Organization 

Standards Title Version Date 

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

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

instructions, searching existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of 
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for 

reducing this burden to: 

 
Department of Health and Human Services 

Food and Drug Administration 

Office of Chief Information Officer 

1350 Piccard Drive, Room 400 

Rockville, MD 20850 

 
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently 

valid OMB control number. 
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Refuse to Accept Checklist 
for Special 510(k)s 

(should be completed within 15 days of DCC receipt) 

The following information is not intended to serve as a comprehensive review. 

510(k) Number:  _____________ Date Received:  __________ 

Lead Reviewer Name: _____________ Branch: _________ Division: ______ Office: _________  

Special 510(k) Criteria 

The submission should not be reviewed as a Special 510(k) if “No” is selected for any of the 4 

criteria below. Complete the Refuse to Accept Checklist for a Traditional 510(k) if submission 

is converted. 

 Yes No 

1. 510(k) is submitted to modify a legally marketed device (predicate) AND 
the Special 510(k) submission is submitted by the holder of the 510(k) for 
the predicate device. 

  

Comments: 

2. Indications for Use of the proposed device are unchanged from the legally 
marketed device (predicate). 

  

Comments: 

3. Fundamental scientific technology of the proposed device is unchanged 
from the legally marketed device (predicate). 

  

Comments: 

4. The submission includes only summary-level information (i.e., NO test 
reports with performance data). 

  

Comments: 

 

Does the submission meet all 4 criteria above? 

 Yes, submission meets criteria for a Special 510(k). Continue with the remainder of this 
checklist below. 

☐ No, submission does not meet criteria for a Special 510(k). Discontinue this RTA checklist; 
convert to a Traditional and apply the Traditional checklist. 
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Organizational Elements 

Failure to include these items alone generally should not result in an RTA designation 

 

 Yes No Comments/ 

Page 

a. Submission contains Table of Contents   Page 019 

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…). 

   

Comments:    

 

Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

A.  Administrative     

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

  ☐  

  Comments:  

 2.  510(k) Cover letter that identifies: at a minimum: ☐  ☐  

  a.  Device trade name or proprietary name   ☐ Cover Letter 

  b.  Device common name   ☐ Cover Letter 
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

  c.  Device class and panel   ☐ Cover Letter 

  Comments:  

 3.  Submission contains Indications for Use Statement with Rx 
and/or OTC designated (see also and 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. 

  ☐ Attachment 6 

  Comments:  

 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. 

  ☐ Attachment 5 

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

 ☐ ☐ Attachment 5 

  b.  Statement contains all elements per 21 CFR 807.93 □  ☐  

  Comments:  

 5.  Submission contains Truthful and Accuracy Statement per 21 
CFR 807.87(k) 
See recommended format 

  ☐ Attachment 8 

  Comments:  

 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 

☐  ☐  
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

signature. 
“N/A” only if submission is not a Class III 510(k). 

  Comments:  

 7.  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. 
“N/A” only if submission does not reference any standards. 

 ☐ ☐ Attachment 1 

  Comments:  

 8.  If this is a bundled submission, the submission has been 
appropriately bundled [i.e., the correct user fee(s) have been 
paid for the devices/indications (Section 738 FD&C Act)] See 
Guidance for Industry and FDA Staff: Bundling Multiple 
Devices or Multiple Indications in a Single Submission. 
“N/A” if not a bundled submission 

☐  ☐  

  Comments:  

 9.  The submission identifies related submissions for which FDA 
provided feedback related to the data or information needed 
to support substantial equivalence (e.g., submission numbers 
for Pre-Submission, IDE, prior not substantially equivalent 
(NSE) determination, prior 510(k) that was deleted or 
withdrawn) or states that there were no prior submissions. 

  ☐  

  a.  If there are related submissions, within current 
submission, the sponsor has identified where in the 
current submission any issues related to substantial 

  ☐  
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

equivalence outlined in prior communications are 
addressed. 

  Comments:  

B.  Device Description     

 10.  If there is a device-specific guidance document or special 
controls applicable to this submission, documentation has 
been provided to establish that the submitter has followed the 
recommendations in the applicable device-specific guidance 
document or special controls regarding the device description 
or otherwise met the applicable statutory or regulatory criteria 
through an alternative approach. 
Select “No” if the submission does not include a rationale for 

any omitted information or any alternative approaches. Select 

“N/A” if there is no device-specific guidance document 

 ☐ ☐  

  Comments:  Guidance for Industry and FDA Staff – Total Product Life Cycle: 

Infusion Pump – Premarket Notification [510(k)] Submissions, Draft Guidance 

(April 23, 2010) 

 

 11.  All 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 VI 

  b.  A description of all 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 VI 
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

  c.  A list and description of each model for which clearance 
is requested. 
Select “N/A” if there is only one model. 

 ☐ ☐ Section VI 

  Comments:  

 12.  A description of all device modification(s) including rationale 
for each modification. 

  ☐ Sections VI 
and VII 

  Comments:  

 13.  Identification of history of changes made to device since the 
previous 510(k) clearance 

  ☐ Sections VI 
and VII 

  Comments:  The scope of this submission is limited to the t:slim cartridge  

 14.  Where applicable, submission contains engineering 
drawing(s), schematics, illustrations and/or figures of the 
device that are clear and legible, and include dimensions 

 ☐ ☐ Section VI 

  a.  If engineering drawings, schematics, illustrations and/or 
figures are provided, one is provided for each model to 
be marketed 

 ☐ ☐ Section VI 

  Comments:  

 15.  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.  A description (as detailed in item #12.a. and b. and 14 
above) is provided for each component or accessory. 

  ☐ Sections VI 
and VII 
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

  b.  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) do not have a prior 510(k) 

clearance. 

 ☐ ☐ Section VII 

  Comments:  

C.  Substantial Equivalence Discussion     

 16.  Submitter has identified a predicate(s) device   ☐ Section VII 

  a.  Predicate’s 510(k) number, trade name, and model 

number (if applicable) provided 
  ☐ Section VII 

and 
Attachment 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 VII 
and 

Attachment 5 

  Comments:  

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

    

  a.  Indications for use   ☐ Section VII 
and 

Attachment 5 
  b.  Technology, including features, materials, and principles 

of operation 
  ☐ Section VII 

and 
Attachment 5 

  Comments:  
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

 18.  Submission includes an analysis of why any differences 
between the subject device and predicate(s) do not render the 
device NSE (e.g., do not constitute a new intended use, affect 
safety or effectiveness, or raise different questions of safety 
and effectiveness) (see section 513(i)(l)(A) of the FD&C Act) 
If there is no difference between the subject and predicate(s 

with respect to the indications 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. 

  ☐ Section VII 
and 

Attachment 5 

  Comments:  

D.  Design Control Activities     

 19.  Design Control Activities Summary includes all of the 
following: 

    

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

  ☐ Section IX 
and  

Attachment 9 

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

  ☐ Attachment 9 

  c.  Declaration of conformity with design controls, including: 
All 3 must be present to answer “Yes” 

  ☐ Attachment 4 

   i.  Statement that all verification and validation activities were 
performed by designated individuals and results demonstrate that 
predetermined acceptance criteria were met. 

Attachment 4 
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

 

Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 

included but needed. 

 

  Any “No” answer will result in a “Refuse to Accept” decision. 

 Each element on the checklist should be addressed within 
the submission. The submitter may provide a rationale for 
omission for any criteria that are deemed not applicable. If a 
rationale is provided, the criterion is considered present 
(Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes N/A No Comments/ 

Page 

   ii.  Statement that manufacturing facility is in conformance with design 
control procedure requirements as specified in 21 CFR 820.30 

Attachment 4 

   iii.  Statement is signed by the individual responsible for these activities Attachment 4 

  Comments:  

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

 20.  Submission includes proposed labels, labeling (e.g., 
instructions for use, package insert, operator’s manual) and 

advertisements that describe the device, its intended use, and 
the directions for use 

  ☐ Section V 
and 

Attachments 
2 and 3 

  a.  All changes in proposed labeling resulting from device 
modification(s) are highlighted or prominently identified. 

  ☐ Section V 
and 

Attachments 
2 and 3 

 Comments:  

 21.  Statement that the intended use of the modified device, as 
described in the labeling, has not changed as a result of the 
modification(s). 

  ☐ Cover Letter; 
Sections V 

and VII; and 
Attachment 5 

  Comments:  

 Comments:  

 

Decision:   Accept ______ Refuse to Accept ______ 

If Accept, notify applicant; if Refuse to Accept, notify applicant in writing and include a copy 

of this checklist. 
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The following information is provided as required by 21 C.F.R. § 807.87 (2003) for Tandem Diabetes 
Care, Inc. t:slim™ Insulin Delivery System Special 510(k) premarket notification: 

I. NAME OF DEVICE 

Trade Name:  t:slim™ Insulin Delivery System 

Common Names: Insulin Infusion Pump 

Classification Name: Infusion Pump 

II. ESTABLISHMENT REGISTRATION NUMBER 

Manufacturer: Tandem Diabetes Care, Inc. 
  11045 Roselle Street, Suite 200     

   San Diego, CA 92121 

Manufacturer Registration Number:  3007981285 

III. DEVICE CLASSIFICATION/FDA REVIEWING BRANCH 

The FDA General Hospital Devices Panel has classified the Infusion Pump as a Class II device 

pursuant to 21 C.F.R. § 880.5725.  The Insulin Infusion Pump has been assigned product code LZG. 

IV. PERFORMANCE STANDARDS 

We have reviewed the requirements of Sections 513 and 514 of the Act and are not aware of any 
requirements of either section applicable to this device. No performance standards or special 
controls have been developed under Section 514 of the FDC Act for infusion pumps. No special 
controls apply.   

Consistent with FDA’s guidance document entitled “Use of Standards in Substantial Equivalence 

Determinations” (March 12, 2000) and “Guidance for Industry and FDA Staff - Recognition and Use 
of Consensus Standards” (September 17, 2007), Tandem Diabetes Care is including this statement 
that the modifications of the t:slim™ Insulin Delivery System were implemented based on the 
following recognized consensus standards instead of providing the test reports demonstrating 
compliance with these standards:  

 ISO 10993-1:2009 – Biological evaluation of medical devices – Part 1:  Evaluation 
and testing 

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

 ISO 11137-1:2006(R)2010 – Sterilization of health care products – Radiation - Part 1:  
Requirements for development, validation, and routine control of a sterilization 
process for medical devices 

 ISO 14971:2007 – Medical devices – Application of risk management to medical 
devices 
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A Data Standards Form (FDA Form 3654) is provided in Attachment 1 for each listed recognized 
consensus standard. 

In addition, Tandem has reviewed the following relevant FDA Guidance Documents, which are 
applicable to the subject device outlined in this 510(k) notice.    

 Guidance for Industry and FDA Staff - Total Product Life Cycle: Infusion Pump - 
Premarket Notification [510(k)] Submissions (Draft Guidance) (April 23, 2010) 

 Deciding When to Submit a 510(k) for a Change to an Existing Device, 510(k) 
Memorandum #K97-1 (January 10, 1997) 
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V. PROPOSED LABELING 

None of the changes described in this Special 510(k) impact the labels or User Guide for the t:slim 
System. However, since clearance of K111210 for the predicate t:slim System in November 2011, 
the following modifications have been made to the t:slim Cartridge Instructions for Use to remove 
potential confusion:  

 Information related to minimum fill volume was moved from the “Notes” section of the 

instructions to be displayed on the pump graphical user interface (GUI).  The referenced 
minimum volume was changed from 0.45 mL to .50 mL to ensure adequate fill volume is 
confirmed by the pump after tubing has been filled.  This is a pump function not controlled by 
the user so the information related to this instruction is more appropriately shown on the pump 
display.  These modifications do not affect the device’s intended use or indications for use.  In 
accordance with Tandem’s procedures, these minor modifications were verified to confirm 

conformance with original design specifications. As was verified per the current software 
requirements specification, the information is displayed on the pump GUI as shown in Figure 1 
below:  

If the cartridge is not filled to the minimum fill volume after tubing has been filled, the following 
screen appears in the load sequence flow.   
 

 
Figure 1 

 The Cartridge Instructions for Use were also modified to remove a note regarding the 
approximate number of units in the pump after cartridge loading and tubing fill.  This 
comment was not precise since actual starting volume is dependent on the amount of insulin 
used to fill the tubing and patient infusion line tubing length can vary.  For instance, a 43” 

tubing will take more insulin to fill than a 23” tubing and the amount of insulin used to fill the 

tubing is not included in the starting volume.  Cartridge volume is already monitored by the 
pump software and the estimated cartridge volume is provided on the pump display for the 
end user. 

These modifications do not affect the device’s intended use or indications for use. A copy of the 

modified t:slim Cartridge Instructions for Use are provided in Attachment 2. A copy of the Cartridge 
Instruction for Use for the predicate device is provided in Attachment 3. 
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VI. DEVICE DESCRIPTION 

The  t:slim™ Insulin Delivery System is intended for the subcutaneous delivery of insulin, at set and 
variable rates, for the management of diabetes mellitus in persons requiring insulin.  The scope of 
this Special 510(k) is limited to changes to the cartridge component of the t:slim System. 

The modified t:slim System, like the predicate device, consists of the following components and 
accessories:  

1. a software-controlled, programmable insulin infusion pump (“t:slim Pump” or “Pump”), 
2. a dedicated, disposable 3mL (300 unit) insulin cartridge (“cartridge”);  
3. an UnoMedical Comfort™ Infusion Set (K051264), or an equivalently FDA cleared 

infusion set (“infusion set”); and 
4. accessories, including a Becton Dickinson 3mL sterile syringe and 26 gauge sterile 

needle, or equivalently cleared syringe and needle, as well as an AC power supply with 
USB for charging the Pump’s internal battery, cartridge Instructions for Use, and User’s 

Guide. 
 
The t:slim Pump with modified cartridge has the same features as the predicate device as shown in 
Figure 2.  
 

 
FIGURE 2: THE T:SLIM PUMP SHOWN WITH CARTRIDGE 
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The t:slim cartridge, as shown in Figure 3, is labeled as a single-use device and is intended to be 
replaced at least once every three (3) days, depending on an individual’s specific insulin usage or 
the indications for use of the insulin. It is comprised of the cartridge housing, which protects an inner 
insulin reservoir, and forms a seal with the housing of the t:slim Pump, a micro-syringe within the 
cartridge’s head, and a patient line with a standard luer connector on the end. Cartridges are 
individually packaged and sealed, and then gamma sterilized prior to shipping.    The housing of the 
cartridge provides structural integrity and protection for the insulin reservoir, which is a polyethylene 
bag that is thermally welded to the cartridge head.  On the bottom of the cartridge housing is an 
airtight seal, which is an access point for temperature and pressure sensors.   
 

 

 

 

In the modified cartridge, minor material changes have been made to components that are in contact 
with the insulin fluid path. As detailed in Table 1 below, these include a new source for the 
polyethylene insulin reservoir bag contained within the cartridge housing, a change to the patient line 
to include an industry-standard UnoMedical polyethylene tubing, and a luer connector change from 
acrylic to polypropylene commonly used in insulin syringes.  In addition, the patient line to luer 
adhesive was modified to improve bond strength and to facilitate an option to use an automated 
line/luer bonding process. Lastly, there was a modification to the outer Tyvek layer of the cartridge 
storage pouch to facilitate automated printing of product information rather than manually applying 
an adhesive label. Verification testing was performed to qualify all changes and is described in the 
substantial equivalence summary (Section VII) below. 

FIGURE 3: CARTRIDGE ON THE T:SLIM PUMP 

024

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

  
\\DC - 031162/000001 - 5257904 v1   

 

025

(b) (4)

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

  
\\DC - 031162/000001 - 5257904 v1   

 
VII. SUBSTANTIAL EQUIVALENCE 

The purpose of this Special 510(k) is to describe modifications to the t:slim System (K111210) 
cartridge with respect to alternate materials/suppliers used in the construction of the disposable 
cartridge and storage pouch.  These changes do not affect the device intended use or indications for 
use.  The cartridge material modifications are generally related to second sources of component 
materials that are of the same material type found in the predicate device. The only change in 
material type was made to the luer connector to utilize a polypropylene resin commonly used in 
insulin syringes. The changes to material suppliers (second sources) were primarily driven by 
increased production demands.  All material changes were qualified against original device 
specifications and were shown to meet original design requirements.   

Also to facilitate process scale up, there was a modification to the outer Tyvek layer of the cartridge 
storage pouch.  The outer Tyvek layer was changed to include a coated surface to enable the 
printing of product labeling information directly on the pouch to eliminate use of an adhesive product 
label.  There is no change in the package labeling information nor to the product sterilization process 
which has been confirmed by a quarterly dose audit.  

1. Intended Use and Indications  

The t:slim System is intended for the subcutaneous delivery of insulin.  The indication for use 
statement is: 

The t:slim Insulin Delivery System is indicated for the subcutaneous delivery of insulin at set and 
variable rates, for the management of diabetes mellitus in persons requiring insulin, for individuals 
12 years of age and greater.   

Both the intended use and the indication for use remain the same as in the cleared t:slim System 
(K111210).   

2. Technological Characteristics 

The modified t:slim cartridge has the same technological characteristics as the predicate device. The 
t:slim System consists of:  (1) a software-controlled, programmable insulin infusion pump capable of 
both basal and bolus delivery of insulin (“t:slim Pump”); (2) a dedicated disposable 3mL (300 unit) 

insulin cartridge; (3) UnoMedical’s Comfort™ Infusion Set (K051264), or an equivalent cleared 

infusion set; and (4) additional device accessories including a sterile syringe and needle (for 
cartridge filling) and AC power supply with USB.  The t:slim System and the cartridge component 
materials are commonly used in electro-mechanical medical equipment.   
 
The changes in this 510(k) notice relate to the disposable insulin cartridge. The cartridge 
material/supplier changes are primarily related to second sources of material or in the case of the 
luer connector, an alternate material commonly used in insulin syringes. The modification to the 
cartridge outer storage pouch was made to facilitate increased production. All material changes were 
qualified against original device specifications and were shown to meet design requirements.  
The material changes do not alter the original cartridge requirements specification.  Therefore, 
based on the original design intent of the cartridge, the modifications do not raise new questions of 
safety or effectiveness.  Thus, the modified t:slim System is substantially equivalent to the predicate 
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device.  See Table 2 for a substantial equivalence chart comparing the similarities and differences 
between the modified t:slim cartridge and the  predicate device.   

 
3. Performance Testing 

 
Verification and qualification testing was performed based on the type of change involved. Material 
changes were supported by selection of medical grade materials, confirmation of biocompatibility 
testing, repeated toxicity testing, and leachables/extractables evaluation.  Cartridge material 
changes were also evaluated by specific performance tests to confirm suitability of the material in 
the production process. Changes to the pouch material and the use of new adhesive in the cartridge 
manufacturing line were evaluated by various installation, operational and performance qualification 
tests (IQ/OQ/PQ), and confirmed through product inspection and release testing. The test results 
supporting the cartridge changes are summarized in Attachment 9.  

 3.  Conclusion 

 
In summary, the t:slim System with modified cartridge has the same intended use and indications for 
use as the previously cleared t:slim System (K111210).  In addition, the modified t:slim System has 
the same principles of operation and essentially the same technological characteristics as the 
predicate device.  Although there are minor differences between the modified t:slim System and its 
predicate device, namely minor component material changes, those differences do not raise new 
questions of safety or efficacy.  Thus, the modified t:slim System is substantially equivalent to the 
cleared t:slim System. 
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VIII. SOFTWARE INFORMATION 

This section is not applicable to the scope of this Special 510(k).  While the t:slim System utilizes 
validated software for the control and operation of the pump, this Special 510(k) relates to changes 
specific to the t:slim cartridge components and manufacturing process.    

IX. DESIGN CONTROL INFORMATION 

The design and development of the t:slim™  cartridge modifications involved the use of a risk 
management process.  The changes described in this Special 510(k) notification related to the 
cartridge component of the t:slim System did not introduce any risks not previously identified in the 
original risk management report. The risk analysis method used to assess the impact of the 
modifications was based on ISO 14971:2007 Medical devices -- Application of risk management to 
medical devices.  The design verification tests that were performed as a result of this risk analysis 
assessment are provided in Attachment 9.  

In addition, Tandem Diabetes Care, Inc. is providing a Declaration of Conformity with design control 
requirements, (see Attachment 4) which includes: 

1. A statement that, as required by the risk analysis, all verification and validation activities 
completed for the cartridge modifications were performed by the designated individual(s) and 
the results demonstrated that the predetermined acceptance criteria were met; and 

 
2. A statement that the manufacturing facility is in conformance with the design control 

requirements as specified in 21 CFR 820.30 and the records are available for review. 
 
These statements are signed by the designated individual responsible for those particular activities.
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X.  BIOCOMPATIBILITY INFORMATION 

As noted in Table 1 above, the materials of the modified t:slim cartridge have been evaluated as 
compared to the materials of the predicate device.  The modifications are primarily second sources 
of the same type of material or, in the case of the luer connector material change, the material used 
is USP VI medical grade commonly used in insulin syringes. The materials have evidence of 
biocompatibility per ISO 10993-1 requirements and have a safe history of use in other medical 
device applications. Because second source components were generally of the same material type, 
their comparability to the original components was confirmed through repeat testing.  This testing 
included cytotoxicity, extractables and leachables evaluation, and chemical composition analysis 
(FTIR).  The results of this testing demonstrated safety of the material and a nearly identical 
chemical composition profile.  Based on these results, the materials were found to meet the product 
design requirements for biocompatibility. 

XI. STERILIZATION / CLEANING / DISINFECTION / SHELF LIFE 

As noted in Table 1 above, the modification to the cartridge outer storage pouch was made so that 
the package label can be pre-printed on the pouch in lieu of manually applying an adhesive label to 
the pouch to facilitate increased production volume. There is no change to the way cartridges are 
individually packaged and sealed, and the gamma sterilization process remains as validated for the 
predicate device (ISO 11137-2 VDmax25 method, sterility assurance level (SAL) = 10-6. A recent 
quarterly dose audit (inclusive of the outer pouch change) was completed to confirm the continued 
acceptability of the sterilization cycle.  Seal integrity testing was performed to demonstrate that the 
packaging material meets its original specifications to maintain a sterile barrier. 
 
XII. FINANCIAL DISCLOSURES 

Tandem Diabetes Care is not submitting clinical data in support of this Special 510(k) notice.  For 
this reason, FDA’s regulation regarding clinical investigators’ financial interests and arrangements, 

i.e., 21 C.F.R. § 54.4, do not apply.  Thus, the Company is not providing a disclosure or certification 
to the absence of any disclosable financial interests or arrangements. 
 
XIII. 510(K) SUMMARY 

Attachment 5 of this submission contains the Company’s 510(k) Summary. 

XIV. CONFIDENTIALITY 

Tandem Diabetes Care, Inc. considers its intent to market the modified t:slim™ Insulin Delivery 
System as confidential commercial information.  The Company has not disclosed its intent to submit 
a premarket notification for this device modification to anyone except its employees, others with a 
financial interest in the Company, its advertising or law firms, and its consultants.  The Company, 
therefore, requests FDA not to disclose the existence of this application until such time as final 
action on the submission is taken. 

In addition, some of the material in this application may be trade secret or confidential commercial or 
financial information within the meaning of 21 C.F.R. § 20.61 and therefore not disclosable under the 
Freedom of Information Act, even after the existence of the application becomes public.  We ask that 
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you consult with the Company as provided in 21 C.F.R. § 20.45 before making any part of this 
submission publicly available. 
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XV. SUBMITTER’S NAME AND ADDRESS 

  Tandem Diabetes Care, Inc. 
  11045 Roselle Street, Suite 200       

 San Diego, CA 92121 

Phone:  858-255-6363 

Facsimile:  858-362-7070 

 

XVI. CONTACT PERSON AND TELEPHONE/FACSIMILE NUMBERS 

 Janice Hogan            OR  Ron Warren  
 Hogan Lovells US LLP   Director, Regulatory  
 1835 Market Street, 29th Floor  Tandem Diabetes Care, Inc. 
      11045 Roselle Street, Suite 200 
 Philadelphia, PA 19103   Phone: 858-255-6331  
      Facsimile: 858-362-7070 

 Phone:  (267) 675-4600 

 Facsimile: (267) 675-4601 
 
 As Regulatory Counsel to: Tandem Diabetes Care, Inc.    
    
 

XVII. MEDICAL DEVICE USER FEE 

The Company has remitted the Medical Device User Fee of $2,480.00 (for a small business) 
concurrent with this submission to the Food and Drug Administration, A copy of the Medical Device 
User Fee Cover Page is provided in Attachment 7.   

XVIII.  INDICATIONS FOR USE STATEMENT 

The company’s Indications for Use Statement for t:slim™ Insulin Delivery System is provided in 
Attachment 6. 

XIX. TRUTHFUL AND ACCURACY STATEMENT 

The company’s signed Truthful and Accuracy statement is included in Attachment 8. 
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Attachment 1 

 

Standards Data Report Forms for Premarket Notifications 
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042

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



       

    
  

    
   

       

   

        
        

       
       

      

 

       
       

  

 

       
     

          
 

          
  

         
       

 

       
       

  

        
 

 

        
  

      

       
    

         
     

       
      

       
      

  

 

          
      

   

     

    

     

      

       

    

         
     

        
043

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



       

   

             

               

     
   

      
	

      
     	      
  	   

     	     

      
      

  

        
   

       
    

  

       
   

         
     

       
        

     

         
      

       
       

       
       

   

        
        

   

      

       
        

      
      

      

       
      

      
   

    

    

     

     

   	 	 

  

  

  
     

     
  

   
     

  
  

  
      

      

         
          

         

        
044

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

  
\\DC - 031162/000001 - 5257904 v1   

 

 

 

 

 

Attachment 3 

 

 

Predicate t:slim Cartridge Instructions for Use 

 

 

 

045

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



       

 
  

     
   

       

   

        
         

      
        

           
          

          

 

        
      

 

       
     

          
 

          
  

         
       

 

       
       

  

        
 

 

        
  

      

       
    

         
     

       
      

       
      

  

 

          
      

   

      
  

   

     

       

        

    

        
     

         
       

       
      

   

        

046

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



       

   

             

               

      
     
  

      
      

  

     

        
   

       
    

  

       
   

         
     

       
        

     

         
      

       
       

       
       

   

        
        

   

      

       
        

      
      

      

      
     

  

       
      

      
   

    

    

      

     

   	 	 

  

  

  
     

     
  

   
     

  
  

  
      

      

         
          
         

        
047

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

\\DC - 031162/000001 - 5257904 v1   

 

 

 

 

 

 

 

 

 

 

 

Attachment 4 

 

Declaration of Conformity with Design Controls 

048

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



  

   
 	  

   
    

  

   
  

  

      

               
               

            
       

            
                 
 

  
   

 

049

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

\\DC - 031162/000001 - 5257904 v1   

 

 

 

 

 

 

 

Attachment 5 

 

 

510(k) Summary

050

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

\\DC - 031162/000001 - 5257904 v1   

 

510(k) SUMMARY 

 

Tandem Diabetes Care, Inc. t:slim™ Insulin Delivery System 

 

Submitter’s Name, Address, Telephone Number, Contact Person 

and Date Prepared 

 

Tandem Diabetes Care, Inc. 
11045 Roselle Street, Suite 200 
San Diego, CA 92121 
Phone:      858-255-6331   
Facsimile:  858-362-7070 

 
Contact Person: Ron Warren, Director, Regulatory Affairs  
Contact Email:  rwarren@tandemdiabetes.com 
 
Date Prepared: November 22, 2013 

 
Common or Usual Name 

 

Insulin infusion pump 
 

Classification Name 

 

Infusion Pump per 21 CFR 880.5725 
 

Predicate Devices 

  

Tandem Diabetes Care, Inc. t:slim™ Insulin Delivery System (K111210) 
 

Purpose of the Special 510(k) notice. 

 
The t:slim™ Insulin Delivery System is a modification to the previously cleared t:slim™ Insulin 

Delivery System.   
 

Intended Use 

 

The t:slim™ Insulin Delivery System is indicated for the subcutaneous delivery of insulin at set and 

variable rates, for the management of diabetes mellitus in persons requiring insulin, for individuals 
12 years of age and greater.    

Device Description 

 

The  t:slim™ Insulin Delivery System is intended for the subcutaneous delivery of insulin, at set and 
variable rates, for the management of diabetes mellitus in persons requiring insulin.  The scope of 
this Special 510(k) is limited to changes to the cartridge configuration of the t:slim System. 
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The t:slim System  with the modified cartridge, like the predicate device, consists of the following 
components and accessories:  

1. a software-controlled, programmable insulin infusion pump (“t:slim Pump” or “Pump”), 
2. a dedicated, disposable 3mL (300 unit) insulin cartridge (“cartridge”);  
3. an UnoMedical Comfort™ Infusion Set (K051264), or an equivalently FDA cleared 

infusion set (“infusion set”); and 
4. accessories, including a Becton Dickenson 3mL sterile syringe and 26 gauge sterile 

needle, or equivalently cleared syringe and needle, as well as an AC power supply with 
USB for charging the Pump’s internal battery, cartridge Instructions for Use, and User’s 

Guide. 
 
The t:slim Pump is a battery operated infusion pump capable of both basal and bolus delivery of 
insulin. It utilizes a motor-driven mechanism to deliver insulin from within a disposable cartridge, 
through an infusion set, into a patient’s subcutaneous tissue.  As with current insulin infusion pumps 
on the U.S. market, the desired timing and quantity of the insulin delivery is programmed by the user 
(i.e., the patient).  The graphical user interface (GUI) of the t:slim Pump is a capacitive touch screen 
that displays information used to control the t:slim System.  The delivery of insulin is accomplished 
through a micro-syringe within the head of the cartridge.  
 
The t:slim cartridge is a single-use device, individually packaged and sealed, and provided sterile.  
The cartridge attaches to the t:slim Pump and is designed to hold up to 3 mL, or 300 units, of insulin.  
The delivery of insulin is accomplished through a micro-syringe within the head of the cartridge.  The 
Pump has a pressure measurement sensor to estimate the volume of insulin in the insulin reservoir 
by measuring air pressure in the cartridge.  This information is used to provide feedback to the 
software to determine the insulin volume, detect occlusions and cartridge removal. 
 

 

Technological Characteristics  

 

The t:slim Insulin Delivery System with modified cartridge has the same technological characteristics 
as the predicate device. The t:slim System consists of:  (1) a software-controlled, programmable 
insulin infusion pump capable of both basal and bolus delivery of insulin (“t:slim Pump”); (2) a 

dedicated disposable 3mL (300 unit) insulin cartridge; (3) UnoMedical’s Comfort™ Infusion Set 

(K051264), or an equivalently cleared set; and (4) additional device accessories including a sterile 
syringe and needle (for cartridge filling) and AC power supply with USB.  The material changes were 
qualified per original device specifications and were shown to meet design requirements.    

 

 

Performance Data 

052

(b)(4) Testing

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



 

\\DC - 031162/000001 - 5257904 v1   

Substantial Equivalence 

The t:slim System with modified cartridge has the same intended use and indications for use, the 
same principles of operation, and same technological characteristics as the previously cleared 
predicate t:slim System.  The purpose of this Special 510(k) is to update the materials used in the 
construction of the disposable cartridge and storage pouch.  The verification and process 
qualification testing confirms that these changes meet the original product specifications. Thus, the 
proposed t:slim System is substantially equivalent to its predicate. 
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Indications for Use Statement 

 
510(k) Number (if known):____________________________ 
 

Device Name: t:slim™ Insulin Delivery System 
 
Indications for Use:  
 
The t:slim™ Insulin Delivery System is indicated for the subcutaneous delivery of insulin at set and 

variable rates, for the management of diabetes mellitus in persons requiring insulin, for individuals 
12 years of age and greater.    

 
 
 
 
 
 
 
 
 
 
 
 
 
Prescription Use __X__  AND/OR  Over-The-Counter Use____ 
(Per 21 C.F.R. 801 Subpart D)     (Per 21 C.F.R. 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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Medical Device User Fee Cover Sheet 
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December 23, 2013

By Messenger

510(k) Document Mail Center (WO66-G609)
Office of Device Evaluation
Center for Devices and Radiological Health
Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Attention: Alan Stevens, General Hospital Devices Branch (WO66-2561)

Re: Response to FDA’s December 6, 2013, Refuse to Accept Notification for
Tandem Diabetes Care™, Inc.’s t:slim™ Insulin Delivery System
(K133593)

Dear Mr. Stevens:

Tandem Diabetes Care, Inc. (“Tandem” or the “Company”), is responding to the Food and Drug
Administration’s (“FDA” or the “Agency”) Refuse to Accept (“RTA”) notification issued on December
6, 2013, regarding the company’s t:slim™ Insulin Delivery System (“t:slim”) Special 510(k) premarket
notification (K133593). Per FDA’s request, two copies of the response are included herein, including
1 paper copy and 1 electronic copy (“eCopy”). According to the instructions on the FDA website, the
eCopy provided with this submission is an exact duplicate of the paper copy. For FDA’s
convenience of review, each of the issues raised in the RTA email correspondence is listed in the
attachment, followed by the company’s response.

Tandem believes that the information provided with this response adequately address each of the
Agency’s comments in the RTA checklist. Therefore, the t:slim Special 510(k) notification meets the
criteria established for administrative completeness, allowing FDA to accept the Special 510(k)
notification for filing and continue with the substantive review of the submission. If you have any
additional questions regarding the 510(k) notice, please contact me at the number below. Upon
clearance of the device, please fax the substantial equivalence letter to me at (858) 362-7070.

Sincerely,

Ron Warren
Director, Regulatory Affairs
Tandem Diabetes Care

+1 8582556331

Attachments

cc: Janice Hogan, Partner, Hogan Lovells US LLP
Susan Tiedy-Stevenson, Senior Director, Regulatory Sciences, Hogan Lovells US LLP
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Attachment 1: Current User Guide (Document No. 004898, Rev. C)
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²½±³° »¬» Ú Ý¿²²« ¿ ß » ¬ ïïç

²½±³° »¬» Ú Ì«¾ ²¹ ß » ¬ ïïç

²½±³° »¬» Ô±¿¼ Í»¯«»²½» ß » ¬ ïïç

²½±³° »¬» Í»¬¬ ²¹ ß » ¬ ïîð

²½±³° »¬» Ì»³° Î¿¬» ß » ¬ ïïè

Ô±© ²­« ² ß » ¬ ïïïô ïìð

Ô±© Ð±©» ß » ¬ ïïé

Ó¿¨ Þ¿­¿ ß » ¬ ïîî

Ó¿¨ Þ± «­ ß » ¬ ïîï

Ó¿¨ Ø±« § Þ± «­ ß » ¬ ïîî

Ð±©» Í±« ½» ß » ¬ ïîí

ß´¬·¬«¼» ß´¿®³ ïíï

ß®®±©­

Ó»²« ß ±©­ îè

Ë°ñÜ±©² ß ±© îê

ß«¬±óÑºº ß´¿®³ ïïîô ïìð

Þ

Þ¿­¿´ îîô îêô îçô ëêô ëéô ïððô ïìð

Þ¿­¿ Ü» ª» § îîô îêô ëêô ïíçô ïìï

Þ¿­¿ Î¿¬» îîô îêô ëêô ïìð

Þ¿­¿ Î¿¬» Î»¯« »¼ ß » ¬ ïîð

Ý« »²¬ Þ¿­¿ Î¿¬» îê

Ì»³°± ¿ § Þ¿­¿ Î¿¬» îíô îèô èì

Þ¿¬¬»®§ îìô îëô íìô ïìï

Þ¿¬¬» § Ô»ª» îìô îëô ïïéô ïîé

Ý¸¿ ¹ ²¹ ïçô îìô îëô íìô íë

Ô ¬¸ «³ Ð± §³» Þ¿¬¬» § íìô ïìï

ÞÙ îîô îéô ïðð

Ø ¹¸ ÞÙ ïîô ïðìô ïìð

Ô±© ÞÙ ïðîô ïìð

Ì¿ ¹»¬ ÞÙ îîô îêô ëêô ëéô éìô éëô ïìð

Þ´«»¬±±¬¸ ïìëô ïìê

Þ±´«­ ïèô îîô îëô éðô ïððô ïìðô ïìï

ß½¬ ª» Þ± «­ èï

ß½¬ ª» Þ± «­ ½±² îì

Þ± «­ Ü» ª» § ïèô îçô éïô ïíçô ïìðô ïìï

Þ± «­ Ñª» ª »© éï

Þ± «­ Í½ »»² îé

Þ± «­ Í»¬¬ ²¹­ ëêô ëé

Ý± »½¬ ±² Þ± «­ îíô éìô éëô éé

Û¨¬»²¼»¼ Þ± «­ îíô éïô éêô ïìð

Ú±±¼ Þ± «­ éïô éíô éë

Ó¿¨ Þ± «­ ëêô ëéô éïô ïîï

Ï« ½µ Þ± «­ îíô îëô îçô èéô çìô ïìð

Î¿¬» ±º Ü» ª» § ïìï

Ý

Ý¿²½»´ éè

Ý¿²²«´¿ îî

Ú Ý¿²²« ¿ îèô ëïô ïíç

Ý¿®¾±¸§¼®¿¬»­ îîô îíô îêô ëêô ëéô éï

Ý¿®¾ Î¿¬·± îîô îêô ëêô ëé

Ý¿®¾­ îéô ëêô êëô éïô èè

Ý¿®¬®·¼¹» ïïô îðô îíô îìô îëô îèô ìïô ìíô ìè

Ý¿ ¬ ¼¹» Û ± ß ¿ ³ ìèô ïîè

Ý¿ ¬ ¼¹» Ú ìì

Ý¿ ¬ ¼¹» Î»³±ª¿ ß ¿ ³ ïîç

Ý¿ ¬ ¼¹» Ì«¾ ²¹ îë

Ý¸¿²¹» Ý¿ ¬ ¼¹» îèô ììô ïïç

Ô±¿¼ Ý¿ ¬ ¼¹» îíô îëô îèô ììô ïðð

Ý¸¿®¹·²¹ ïçô îìô îëô íìô íë

Ý´»¿²·²¹ ïíê

Ý±²²»½¬·±² Û®®±® ß´»®¬ íëô ïîí

Ý±®®»½¬·±² Þ±´«­ îíô éìô éëô éé

Ý±®®»½¬·±² Ú¿½¬±® îíô îêô ëêô ëé

Ý«­¬±³»® Ì»½¸²·½¿´ Í«°°±®¬ ïðô îç

Ü

Ü¿¬¿ Û®®±® ß´»®¬ ïîì

Ü¿¬» îìô îëô îç

Û¼ ¬ Ü¿¬» íç

Ü»º¿«´¬ ëíô ëéô éêô èëô èèô çëô ïðîô ïðìô ïðçô ïïïô ïïîô

ïìð

Ü»´·ª»®§ Í«³³¿®§ ïðð

Ü·­½±²²»½¬ ïîô ïíô ïìô ïëô ìíô ìç

Ü«®¿¬·±² ±º ×²­«´·² ß½¬·±² ïìð
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Ý«­ ±³»® Ì»½¸²·½¿´ Í«°°±® ïóèééóèðïóêçðï

×ÒÜÛÈ

ïìè

Û

Û¼·¬

Û¼ ¬ Ü¿¬» íç

Û¼ ¬ ²¹ ¿² Û¨ ­¬ ²¹ Ð ±º » êí

Û¼ ¬ Î»³ ²¼» ëî

Û¼ ¬ Ì ³» íé

Û´»½¬®±³¿¹²»¬·½ ïìîô ïìí

Û³»®¹»²½§ Õ·¬ ïï

Û³°¬§ Ý¿®¬®·¼¹» ß´¿®³ ïîè

Û¨¬»²¼»¼ Þ±´«­ îíô éïô éêô ïìð

Ú

Ú»¿¬«®» Ô±½µ çëô çéô ïìð

Ú·´´

Ý¿ ¬ ¼¹» Ú ìì

Ú Ý¿²²« ¿ îèô ëïô ïïçô ïíç

Ú Ð± ¬ ììô ìêô ìéô ìè

Ú Ì«¾ ²¹ îèô ìçô ïïç

Ú±±¼ Þ±´«­ éïô éíô éë

Û¨¬»²¼»¼ Þ± «­ îíô éïô éêô ïìð

Ú±±¼ Þ± «­ Ë­ ²¹ Ù ¿³­ îéô éí

Ú±±¼ Þ± «­ Ë­ ²¹ Ë² ¬­ îéô éï

Ù

Ù®¿³­ îíô îéô íðô éïô èè

Ø

Ø»¿´¬¸½¿®» Ð®±ª·¼»® ïðô ïïô ïîô ïíô ïëô ìîô ììô ëé

Ø·¹¸ ÞÙ Î»³·²¼»® ïðìô ïìð

Ø·­¬±®§ îëô îèô ïððô ïìð

Ø±³» Í½®»»² îìô îëô îéô îè

Ø«³¿´±¹ ìîô ìíô ìì

×

×²½±³°´»¬»

²½±³° »¬» Þ± «­ ß » ¬ ïïè

²½±³° »¬» Ý¿ ¬ ¼¹» Ý¸¿²¹» ß » ¬ ïïç

²½±³° »¬» Ú Ý¿²²« ¿ ß » ¬ ïïç

²½±³° »¬» Ú Ì«¾ ²¹ ß » ¬ ïïç

²½±³° »¬» Ô±¿¼ Í»¯«»²½» ß » ¬ ïïç

²½±³° »¬» Í»¬¬ ²¹ ß » ¬ ïîð

²½±³° »¬» Ì»³° Î¿¬» ß » ¬ ïïè

×²½®»³»²¬ ëéô èëô èèô çïô çëô ïìð

×²º«­·±² Í»¬ ïïô ïìô îðô îëô ìî

Ú Ý¿²²« ¿ îèô ëïô ïíç

Ú Ì«¾ ²¹ îèô ìç

×²º«­·±² Í·¬» ïëô íìô ìî

²º«­ ±² Í ¬» Ý¿ » ìî

Ð »°¿ ¿¬ ±² Ð ±¼«½¬­ ïïô ìí

×²­«´·²

²­« ² Ü» ª» § ïîô îìô îëô îèô èïô ïïî

²­« ² Ü« ¿¬ ±² îíô îêô ëêô ëé

²­« ² Ô»ª» îìô îëô ìèô ïïîô ïïèô ïîè

²­« ² ±² Þ±¿ ¼ îíô îìô îëô îêô ëé

²­« ²ó¬±óÝ¿ ¾±¸§¼ ¿¬» Î¿¬ ± îî

Î¿° ¼óß½¬ ²¹ ²­« ² ïïô ïîô ìí

Î»­«³» ²­« ² îëô îèô èî

Í¬±°° ²¹ ²­« ² Ü» ª» § ïïî

Ëóïðð ²­« ² ïïô ïîô ìî

Õ

Õ»§°¿¼ íðô íï

Õ»§ Ð«³° Ú»¿¬«®»­ íî

Ô

ÔÛÜ ïçô îëô íë

Ô·¬¸·«³ Ð±´§³»® Þ¿¬¬»®§ íìô ïìï

Ô±¿¼ Ý¿®¬®·¼¹» îíô îëô îèô ììô ïðð

Ô±© ÞÙ Î»³·²¼»® ïðîô ïìð

Ô±© ×²­«´·² ß´»®¬ ïïïô ïïèô ïìð

Ô±© Ð±©»® ß´¿®³ ïîé

Ô±© Ð±©»® ß´»®¬ ïïé

Ô«»®óÔ±½µ ïëô îëô ìîô ììô ìç

Ó

Ó¿´º«²½¬·±² ïçô ïíí

Ó¿¨ Þ¿­¿´ ß´»®¬ ïîî

Ó¿¨ Þ±´«­ ëêô ëéô éïô ïîï

Ó¿¨ Þ±´«­ ß´»®¬ ïîï

Ó¿¨ Ø±«®´§ Þ±´«­ ß´»®¬ ïîî

Ó·­­»¼ Ó»¿´ Þ±´«­ Î»³·²¼»® ïðèô ïìð

Ó§ Ð«³° îè

Ó§ Ð«³° Í½ »»² îç

Ò

Ò»»¼´» ììô ìéô ìè

Ò»© Ð»®­±²¿´ Ð®±º·´» ëêô ëè

Ò±ª±Ô±¹ ìîô ìíô ìì

Ñ

Ñ½½´«­·±² ß´¿®³ ïíðô ïíçô ïìï

Ñ°¬·±²­ îëô ïìð

Ñ°¬ ±²­ Í½ »»² îè

Í½ »»² Ñ°¬ ±²­ îçô çë

Ñª»®ª·»© îîô ïíêô ïíç

Þ± «­ Ñª» ª »© éï

Ð» ­±²¿ Ð ±º » Ñª» ª »© ëê

¬æ­ ³ Ð«³° Ñª» ª »© îî

ööÌßÒÜÛÓ ÝÑÒÚ×ÜÛÒÌ×ßÔöö Ì¸ ­ ­ ¿ ÎÛÔÛßÍÛÜ ®»ª ­ ±²

ÐÎ×ÒÌÛÜ ÝÑÐ×ÛÍ ÑÚ ÌØ×Í ÜÑÝËÓÛÒÌ ßÎÛ ÒÑÌ ÝÑÒÌÎÑÔÔÛÜ ËÒÔÛÍÍ ÍÌßÓÐÛÜ É×ÌØ ß þÝÑÒÌÎÑÔÔÛÜ ÝÑÐÇþ ÎÛÜ ÍÌßÓÐ 171

FOIA Request #2014-3126; Released by CDRH on 1-12-2017

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



Ý«­ ±³»® Ì»½¸²·½¿´ Í«°°±® ïóèééóèðïóêçðï

×ÒÜÛÈ

ïìç

Ð

Ð»®­±²¿´ Ð®±º·´» îíô îêô îèô îçô ëìô ëë

ß½¬ ª¿¬ ²¹ ¿² Û¨ ­¬ ²¹ Ð ±º » êé

ß¼¼ ²¹ Ó± » Ð» ­±²¿ Ð ±º »­ êî

Ý »¿¬ ²¹ ¿ Ò»© Ð ±º » ëê

Ü» »¬ ²¹ ¿² Û¨ ­¬ ²¹ Ð ±º » êç

Ü«° ½¿¬ ²¹ ¿² Û¨ ­¬ ²¹ Ð ±º » êë

Û¼ ¬ ²¹ ¿² Û¨ ­¬ ²¹ Ð ±º » êí

Ð» ­±²¿ Ð ±º » Ñª» ª »© ëê

Ð ±¹ ¿³³ ²¹ ¿ Ò»© Ð» ­±²¿ Ð ±º » ëè

Î»²¿³ ²¹ ¿² Û¨ ­¬ ²¹ Ð ±º » êè

Ð±©»® Í±«®½» ß´»®¬ ïîí

Ð«³° ×²º± îèô îçô çç

Ð«³° Í»¬¬·²¹­ ïðô îìô îëô îèô îçô çíô ïìð

Ð«³° Ê±´«³» îçô çì

Ï

Ï«·½µ Þ±´«­ îíô îëô îçô èéô çìô ïìð

Ï«·½µ Þ±´«­ Þ«¬¬±² îíô îëô çï

Î

Î¿°·¼óß½¬·²¹ ×²­«´·² ïïô ïîô ìí

Î»³·²¼»®­ îçô çìô ïðï

ßº¬» Þ± «­ Î»³ ²¼» ïðêô ïìð

Ø ¹¸ ÞÙ Î»³ ²¼» ïðìô ïìð

Ô±© ÞÙ Î»³ ²¼» ïðîô ïìð

Ó ­­»¼ Ó»¿ Þ± «­ Î»³ ²¼» ïðèô ïìð

Í ¬» Î»³ ²¼» îèô ëîô ïðçô ïìð

Î»­»¬ ß´¿®³ ïíï

Î»­«³» ×²­«´·² îëô îèô èî

Î»­«³» Ð«³° ß´¿®³ ïîê

Í

Í¿º»¬§ íô ïðô ïïë

Í½®»»² Ô±½µ îìô íëô íêô ïìð

Í½®»»² Ñ²ñÏ«·½µ Þ±´«­ Þ«¬¬±² îëô íë

Í½®»»² Ñ²ñÏ«·½µ Þ±´«­ Þ«¬¬±² ß´¿®³ ïíï

Í½®»»² Ñ°¬·±²­ îçô çë

Í½®»»² Ð®±¬»½¬±® ïé

Í½®»»²­

Þ± «­ Í½ »»² îé

Ø±³» Í½ »»² îìô îëô îéô îè

Õ»§°¿¼ Í½ »»² íðô íï

Ó§ Ð«³° Í½ »»² îç

Ñ°¬ ±²­ Í½ »»² îè

Í¬¿¬«­ Í½ »»² îê

Í½®»»² Ì·³»±«¬ çëô çê

Í»®·¿´ Ò«³¾»® ïèô îçô çç

Í·¬» Î»³·²¼»® îèô ëîô ïðçô ïìð

Í¬¿¬«­ îìô îë

Í¬¿¬«­ Í½ »»² îê

Í¬±°

Í¬±°° ²¹ ¿ Þ± «­ éè

Í¬±°° ²¹ ¿ Ì»³° Î¿¬» èê

Í¬±°° ²¹ ²­« ² Ü» ª» § èï

Í§®·²¹» ïïô ììô ìéô ìè

Ì

Ì¿²¼»³ Ô±¹± îìô îëô íë

Ì¿° ïîô ïëô îî

Ì¿®¹»¬ ÞÙ îîô îêô ëêô ëéô éìô éëô ïìð

Ì»³°»®¿¬«®» ß´¿®³ ïíð

Ì»³° Î¿¬» îíô îëô îêô îèô ïîí

²½±³° »¬» Ì»³° Î¿¬» ß » ¬ ïïè

Í»¬¬ ²¹ ¿ Ì»³° Î¿¬» èë

Í¬±°° ²¹ ¿ Ì»³° Î¿¬» èê

Ì·³»

Û¼ ¬ Ì ³» íé

Ì ³» ¿²¼ Ü¿¬» Ü ­° ¿§ îìô îë

Ì ³» Í»¹³»²¬ ëêô ëèô êïô êìô ïìð

Ì·³»¼ Í»¬¬·²¹­ ëêô ëé

Ì«¾·²¹

Ý¿ ¬ ¼¹» Ì«¾ ²¹ îë

Ú Ì«¾ ²¹ îèô ìç

Ë

Ëóïðð ×²­«´·² ïïô ïîô ìî

Ë²·¬­ îíô îéô íð

Ë²´±½µ íêô ìê

ËÍÞ

ß¼¿°¬» ïîô ïé

ËÍÞ Ý¿¾ » ïéô îíô íìô ïîí

ËÍÞ Ð± ¬ ïîô îëô íì

Ê

Ê·¾®¿¬» ïïô çì

Ê·»© Ý¿´½«´¿¬·±² îéô éîô éíô éìô éê

Ê±´«³» îçô çì

É

É¿´´»¬ Ý¿®¼ ïïô ïé

É¿®®¿²¬§ ïìô ïçô îð
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