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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockvitle MD 20850

Mr. Mark J. Faillace

Senior Director, Regulatory Affairs and Product Reporting

Medtronic MiniMed, Incorporated

18000 Devonshire Street APR 2 5 2008
Northridge, California 91325

Re: K073336

Trade/Device Name: Medtronic-MiniMed Paradigm
Model: MMT-512, MMT-712, MMT-515 and MMT-715
Insulin Infusion Pumps

Regulation Number: 21 CFR 880.5725

Regulation Name: Infusion Pump

Regulatory Class: 11

Product Code: LZG

Dated: April 1,2008

Received: April 2, 2008

Dear Mr. Faillace:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class IlI
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.



Page 2 — Mr. Faillace

Please be advised that FDA’s issuance of a subslantial equivalence determination docs not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0120. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address

http://www fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

@& ¢ ke Ty .

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



INDICATIONS FOR USE

510(k) Numbers: K030531 (MMT-512)
K031390 (MMT-712)
K040676 (MMT-515/MMT-715)

Device Names: Medtronic MiniMed Paradigm Model MMT-512, MMT-
712, MMT-515 and MMT-715 insulin infusion pumps

Indications for Use: The Medtronic MiniMed Paradigm Model MMT-512,
MMT-712, MMT-515 and MMT-715 insulin infusion
pumps are indicated for the continuous delivery of insulin, at
set and variable rates, for the management of diabetes
mellitus in persons requiring insulin.

Prescription Use X AND/OR Over-the-Counter Use
(Per 21 CFR 80 Subpart D}

Concurrence of CDRH, Office of Device Evaluation (ODE}

(Divsion Sign-
Division of Anasthesinlogy, General Hospital
mtection Control, bentat Devices

510(k) Number. e P ble |
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DEPARTMENT OFHEALTH & HUMAN SERVICES Puhlic Health Service

Focd and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

Mr. Mark J. Faillace

Senior Director, Regulatory Affairs and Product Reporting

Medtronic MiniMed, Incorporated

18000 Devonshire Street APR 25 2008
Northridge, California 91325

Re: KO073356

Trade/Device Name: Medtronic-MiniMed Paradigm
Model: MMT-512, MMT-712, MMT-515 and MMT-713
Insulin Infusion Pumps

Regulation Number: 21 CFR 880.5725

Regulation Name: Infusion Pump

Regulatory Class: 1I

Product Code: LZG

Dated: April 1,2008

Received: April 2, 2008

Dear Mr. Faillace:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing praclice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class Il (Special Controls) or class 111
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.



Page 2 — Mr. Faillace

Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies,
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0120. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
hitp://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

K MheheaaTys

Chit Lin, Ph.D,

Director

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



INDICATIONS FOR USE

510(k) Numbers: K030531 (MMT-512)
K031390 (MMT-712)
K040676 (MMT-515/MMT-715)

Device Names: Medtronic MiniMed Paradigm Model MMT-512, MMT-
712, MMT-515 and MMT-715 insulin infusion pumps

Indications for Use: The Medtronic MiniMed Paradigm Model MMT-512,
MMT-712, MMT-515 and MMT-715 insulin infusion
pumps are indicated for the continuous delivery of insulin, at
set and variable rates, for the management of diabetes
mellitus in persons requiring insulin.

Prescription Use X AND/OR Ovér-the-Counter Use
(Per 21 CFR 80 Subpart D) :

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-0ffF—"
Divigian of Anesthesinlogy, General Hospital

imntection Control, Uental Devices

510(k) Number. \c6 1 sl




DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Qffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 26, 2008 Rockville, Maryland 20850
MEDTRONIC MINIMED 510(k) Number: K073356

18000 DEVONSHIRE ST. Devicge: PARADIGM INSULIN
NORTHRIDGE, CA 91325 INFUSION PUMP,

ATTN: MARK J. FAILLACE MODELS MMT-512,
: MMT-712, MMT-515

Extended Until: 25-MAY-2008

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information (AI) is not received by the

"Extended Until” date shown above, your premarket notification will

be considered withdrawn (21 CFR 807.87(1)). If the submitter does
gubmit a written request for an extension, FDA will permit the 510 (k)
tc remain on hold for up to a maximum of 180 days from the date of the
AI request.

If you have procedural questions, please contact the Division of Small
Manufacturers Internaticnal and Consumer Assistance (DSMICA) at
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Qffice of Device Evaluation
Center for Devices and

Radicological Health

X
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March 24, 2008

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

WAR 2 5 2008

RE: KO073356: Request For Time Extension
Dear Sir or Madam:

Mecdtronic MiniMed respecifully requests an extension of an additional 90 days to provide
additional information requested for K073356. We had been previously notified by FDA
reviewer Charles Zimliki PhD that this submission had been placed on hold pending receipt of
additional information requested via email on January 28, 2008.

Please do not hesitate to contact me via telephone (818-576-5616) or email
(mark.faillace@medtronic.com) if you require any additional information or clarification.

Sincerely,

Mark !} Faillace

Senior Director, Regulatory Affairs and Product Reporting



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

January 31, 2008 Rockville, Maryland 20850
MEDTRONIC MINIMED 510 (k) Number: K073356

18000 DEVCNSHIRE ST. Product: PARADIGM INSULIN
NORTHRIDGE, CA 391325 INFUSION PUME,
ATTN: MARK J. FAILLACE MODELS MMT-512,

MMT-712, MMT-515

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510 (k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/cde/a02-01.html.

The deficiencies identified represent the issues that we believe need
to be resolved before our review of your 510 (k) submission can be
successfully completed. 1In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that Information is
being requested that is not relevant to the regulatory decision or
that there ig a less burdensome way to resolve the issues, you shculd
follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Issues'" document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.



If after 30 days the additional information (AI}, or a request for an
extension of time, is not received, we will discontinue review of your
submission and proceed to delete your file from our review system

(21 CFR 807.87(1)}). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment”. If the submitter does submit a
written request for an extenSlOH, FDA will permit the 510(k) to remain
on hold for up to a maximum of 180 days from the date of the AI request.
The purpose of this document is to assist agency staff and the device
industry in understanding how various FDA and industry actions that may
be taken on 510(k})s should affect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act. You may review
this document at http://www.fda. gov/cdrh/mdufma/guldance/1219 htm
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in
the Office of Device Evaluation. If you then wish to resubmit this

510 (k} notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

If yvou have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notificaticn Section

Office of Device Evaluation

Center for Devices and
Radiological Health

e



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administraticn
Center for Devices and
Radiological Health

Office of Device Evaluaticn
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

December 20, 2007 Rockville, Maryland 20850
MEDTRONIC MINIMED 510 (k) Number: K(073356

18000 DEVONSHIRE ST. Product: PARADIGM INSULIN
NORTHRIDGE, CA 91325 INFUSION PUMP,
ATTN: MARK J. FAILLACE MCODELS MMT-512,

MMT-712, MMT-515

We are holding your above-referenced Premarket Notification (510 (k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510 (k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need
to be resolved before our review of your 510(k) submission can be
successfully completed. In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
egquivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision or
that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Igsues" document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.

Qv



If after 30 days the additional information (AI}, or a request for an
extension of time, is not received, we will discontinue review of your
submission and proceed to delete your file from our review system

{21 CFR 807.87(?)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment". If the submitter does submit a
written request for an extension, FDA will permit the 510(k) to remain
on hold for up to a maximum of 180 days from the date of the AI request.
The purpose of this document is to assist agency staff and the device
industry in understanding how various FDA and industry actions that may
be taken on 510 (k)s should affect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act. You may review
this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.hth.
Pursuant to 21 CFR 20.29, a copy of your 510(k} submission will remain in
the Office of Device Evaluation. If you then wish to resubmit this

510 (k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

If you have procedural guestions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at
{(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040,

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-40
9200 Corporate Blvd.

December 07, 2007 Rockville, Marvyland 20850
MEDTRONIC MINIMED 510 (k} Number: K07335¢6

18000 DEVONSHIRE ST. Received: 03-DEC-2007
NORTHRIDGE, CA 91325 Product: PARADIGM INSULIN
ATTN: MARK J. FAILLACE INEUSTON PUMP,

MODELS MMT-512,
MMT-712, MMT-515 AND

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,

(510(k)), you submitted in accordance with Section 510(k) of the Federa
Food, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510(k) submitter. Please note, if the 510 (k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unigue 510(k) number that is cited abov
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you whe
the processing of your 510(k) has been completed or if any additional
information is reguired. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510 (k)
submission.

On September 27, 2007, the President signed an act reauthorizing medica
device user fees for fiscal years 2008 - 2012. The legislation - the
Medical Device User Fee Amendments of 2007 is part of a larger bill, th
Food and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/cdrh/mdufma/index.html for more information regardin
fees and FDA review goals. In addition, effective January 2, 2008, any
firm that chooses to use a standard in the review of ANY new 510 (k) nee
to fill out the new standards form (Form 3654) and submit it with their
510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

Please note the following documents as they relate to 510({(k) review:
1)Guidance for Industry and FDA Staff entitled, "Format for Traditional
and Abbreviated 510{(k)s". This guidance can be found at

www . fda .gov/cdrh/ode/guidance/1567.html. Please refer to this guidance
for assistance on how to format an original submission for a Traditiona
or Abbreviated 510(k). 2)Blue Book Memorandum regarding Fax and E-maill
Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review". Please refer to this guidance for
information on current fax and e-mail practices at

www. fda.gov/cdrh/ode/a02-01 . html.

(oL



In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k}, IDE, PMA, HDE) with an electron
copy. For more information about the program, including the formatting
requirements, please visit our web site at

www, fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.gov/cdrh/devadvice/"
If you have questions on the status of your submission, please contact
DSMIC2A at (240) 276-3150 or the toll-free number (800) 638-2041, or at
their Internet address http://www,fda.gov/cdrh/dsma/dsmastaf.html. If
you have procedural questions, please contact the 510 (k) Staff at

(240)276-4040.
Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devicesg and Radiological Heal

(D3



DEPARTMENT QF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radioclogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

November 30, 2007 Rockville, Maryland 20850
MEDTRONIC MINIMED 510 (k) Number: K073356

18000 DEVONSHIRE ST. Recelved: 29-NOV-2007
NORTHRIDGE, CA 21325 User Fee ID Number: 6033747
ATTN: MARK J. FAILLACE Product: PARADIGM INSULIN

INFUSION PUMP,
The Food and Drug Administration (FDA) Center for Devices and-512,
Radioclogical Health (CDRH), has received the Premarket Notificaticn you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act (Act) for the above referenced product. We have
assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING ¥YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the
Medical Device User Fee and Modernization Act of 2002 (MDUFMA} and the
FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85), authorizes FDA
to collect user fees for certain types of 510(k) submissions. The
submission cannot be accepted for review until the fee is paid in full ;
therefore, the file has been placed on hold. When your user fee payment

has been received , review of the 510(k) will resume as of that date.
Alternatively, you may request withdrawal of your submission. Please
send a check to one of the addresses listed below:

By Regular Mail By Private Courier(e.g.,Fed Ex, UPS, etc.)
Food and Drug Administration U.S. Bank

P.O. Box 956733 956733

St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louls, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration
referencing the payment identification number, and a copy of the User Fee
Cover sheet should be included with the check. A copy of the Medical
Device User Fee Cover Sheet should be faxed to CDRH at (240)276-4025
referencing the 510(k) number if you have not already sent it in with
your 510{k) submission. After the FDA has been notified of the receipt
of your user fee payment, your 510(k) will be filed and the review will
begin. If payment has not been received within 30 days, your 510(k) will
be deleted from the system. Additional information on user fees and how
to submit your user fee payment may be found at www.fda.gov/oc/mdufma.

(09{



In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, Xou will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k), IDE, PMA, or HDE) with an
electronic copy. For more information about the program, including the
formatting requirements, Elease visit our web gsite at
www.fda.gov/cdrh/elecsub.html.

Please note that since your 510(k) has not been reviewed, additional
information may be requlred during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you
need to file a 510k Submission with FDA or what type of submissicn to
submit, vou should first telephone the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA), for guidance at

{240) 276-3150 or its toll-fee number (800)638-2041, or contact them at
their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you may
submit a 513 (g) request for information regarding classification to the
Document Mail Center at the address above. If you have any guestions
concerning receipt of your payment, please contact Christina Zeender at
Christina.Zeender@fda.hhs.gov. If you have questions regarding the
status of your 510(k} Submission, please contact DSMICA at the numbers or
address above.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiclogical Health

(0D
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“YForm Appr&v‘éf -~ )‘C-/
OMB No. 9010-0120
Expiration Date: May 31, 2007.
See OMB Statement on page 5.

Date of Submission
November 28, 2007

PMA
|:| Original Submission
|:| Premarket Report
D Modular Submission
[:I Amendment
I:I Report
D Report Amendment

PMA & HDE Supplement
D Regular (180 day)
"] Special
D Panel Track {(PMA Only)
D 30-day Supplement
[:] 30-day Notice
[:] 135-day Supplement

User Fee Payment ID Number
MD6033747-956733

TYPE OF SUBMISSIO
PDP

] original PDP
[ ] Notice of Completion
I:l Amendment to PDP

FDA Submission Document Number {if known)

510{k) Meeting
@ Qriginal Submission: D Pre-510(K} Meeting
|:| Traditional [:l Pre-1DE Meeting
X special [] Pre-PMA Meeting

|:| Pre-PDP Meeting
E] Day 100 Meeting
D Agreement Meeting

D Abbreviated (Complete
section |, Page 5)
[] Additional Information

[:] Licensing Agreement [:I Real-time Review L_-| Third Party D Determination Meeting
D Amendment to PMA |:] Other (specify}:
&HDE Supplement
D Other
IDE Humanitarian Devige Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Ciass Ill Designation

D Original Submission
I:l Amendment
|:| Supplemeant

D Qriginal Submission
|:| Amendment
D Supplement
D Report
D Report Amendment

[ original Submission
L—_l Additional Information

{De Novo)
D Original Submission
D Additional information

[] 513(g)
D Other

(describa submission):

Have you used or cited Standards in your submission?

SECTION B

Company / Institution Name
Medtronic MiniMed

SUBMITTER, APPLICANT OR SPONSOR
Establishment Registration Number (if knowrn)

E Yes D Mo

2032227

{If Yes, please complete Section i, Page 5)

Division Name {if applicable)

Phone Number {including area code)

{ 818 )576-5616

Street Address
18000 Devonshire Street

FAX Number (including area code)
( 818 )576-6644

City State / Province ZIP/Postal Code Country
Northridge CA 91325 USA
Contact Name
Mark Faillace
Contact Tille Comlacl E-mail Address
3r. Director, Regulatory Affairs and Product Reporting mark.faillace(@medtronic.com
SECTIONC APPLICATION CORRESPONDENT (e.g., consuitant, if different from above)
Caompany / Institution Name
Division Name (if appficable} Phone Number (including area code)
( )
Street Address FAX Number (inciuding area cade)
( )
City State / Province ZIP/Paostal Code Country

Conlact Name

wontact Title

Contact E-mail Address

FORM FDA 3514 {6/05)

ol
PAGE 1 of 5 PAGES

BSC Malin Ans 31y 4422454 EF
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

D Withdrawal D Change in design, component, or D Location change:
l—_l Additional or Expanded Indications specification: D Manufacturer
] Request for Extension [ ] sofiware / Hardware D Sterilizer
L] Past-approval Study Protocol L] color Additive [ ] Packager
[] Reguest for Applicant Hotd [] Material
[TIRequest for Removal of Applicant Hold [_] specifications
[ ] Request 1o Remove or Add Manufacturing Site [] other (specify elow)
EI Process change: D Labeting change: D Report Submission:
[:] Manufacturing D Indications D Annual ar Periodic
D Sterilizalion I:l Instructions D Post-approval Study
L—_] Packaging |:| Performance D Adverse Reaction
D Other (specify below) |:| Shelf Life D DCevice Defect
D Trade Name D Amendment
D Olher (specify below}
D Response 10 FDA correspondence: D Change in Ownership
D Change in Correspondent
D Change of Applicant Address

D Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

D MNew Device E] Change in: |:] Repose to FDA Letter Concemning:
'—J New Indication D Carrespondent / Applicant |:| Conditional Approval
_1 Addition of Institution [ pesign / Device ] beemed Approved
L__l Expansion / Extension of Study D Informed Consent D Deficient Final Report
|:| IRB Cerlification [:l Manufacturer D Deficient Progress Report
D Temmination of Study |:| Manufacturing Process |:| Deficient Investigator Report
[] withdrawat of Application [] Protocol - Feasibifity [ pisapproval
D Unanticipated Adverse Effect D Protocol - Other D Request Extension of
[] Notification of Emergency Use [ ] sponsor Time to Respond to FDA
] compassionate Use Request o [] Request Meeting
[ Freatment IDE [ Report submission: [ Request Hearing
D Continued Access El Current Investigator

[:] Annual Progress Report

D Site Waiver Report

{1 Final

El Other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

D New Device D Additional or Expanded Indications D Change in Technology

@ Other Reason (specify}:
Minor labeling change (o inform users the pumps can receive glucose values transimitted by a LifeScan OneTouch Ulral.ink glucose
meter,

(o1
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SECTIONE ADDITIONAL INFORMATION ON 510{K) SUBMISSIONS
Product codes of devices to which substantial equivalence is claimed

Summary of, or statement concerning,

1| 801L.72G 2 5 4 safety and effectiveness information
1 510 () summary attached
5 6 7 8 B4 510 (x) statement
. formation on devices to which substantial equivalence is claimed (if known}
510{k) Number Trade or Froprietary or Model! Name Manufaciurer
1| K030531 1| Paradigm Model MMT-512 1| Medtronic MiniMed
21 KO31390 2| Paradignm Model MMT-712 2| Medtronic MiniMed
3| K040676 3| Paradigm Model MMT-515/MMT-715 3| Medtronic MiniMed
4 4 4
5 5 5
6 6 6

SECTIONF

Common or usuat name or classification

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Insulin infusion pump
Continuous glucose monitor

Trade or Proprielary or Model Name for This Device Model Number
1| Paradigm Insulin Infusion Pumps 1 MMT-512, MMT-712, MMT-515, MMT-715
2
3 3
4 4
5 5

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

1

3

7

9

10

11

i2

Data Included in Submission
D Laboratory Testing D Animal Trials D Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F.R. Section (if applicable)

SECTION G

Product Code
BOLZG 8805725

Device Class

E] Class |
[] Class 1

E Class Il

|:] Unclassified

Classification Panel

Generat Hospilal and Personal Use

Indications (from labeling)
The Medtronic MiniMed Paradigm insulin infusion pumps are indicated for continuous delivery of insulin, at fixed and variable rates, for
se management of diabetes mellitus in persons requiring insulin.

(TH

FORM FDA 3514 (6/05) PAGE 3 of 5 PAGES



Nofe: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTION H

Z] Original FDA Establishment Registration Number
naina 2032227

[Jadd [ Delete

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FBA Document Number (if known)

[ contract sterilizer
D Repackager { Relabeler

Manufacturer
[:] Contract Manufacturer

Company / Institution Name
Medtronic MimMed

Establishment Regisiration Mumber

2032227

Division Mame (if appficable)

Phone Number {inciuding area code}
B18-

Street Address
18000 Devonshire Street

FAX Number (inciuding area code)

City
Northridge

ZIP/Postal Code
91325

State / Province
California

Couniry
USA

Contact Title

Contact Name
Mark Faillace
Reporting

FDA Establishment Registration Numther

(<] original 3004209178

[Jags [petete

Sr. Director, Regulatory Atffairs and Product

Contact E-mall Address
mark faillace@minimed.com

D Conlraci Sterilizer
D Repackager / Relabeler

Manufacturer
D Contract Manufacturer

Company / Institution Name
Medtronic Puerto Rico Operations Co.

Establishment Registration Number

3004209178

Division Name {if applicable)

Phone Number (including area code)

( 787 )561-2768

Street Address
road 31, km. 24, hm 4
Ceiba Norte Industrial Park

FAX Number (inciuding area code}
( 787 }561-2802

City
Juncos

ZIP/Postal Cade
00777

State / Province
Puerto Rico

Country
USA

Contact Name Contact Title

Miguel Beltran Delgado

FDA Establishment Registration Number

D Original
[Jagd []Delete

Sr. GQuality Systems Manager

Contact E-mail Address
migucl beltran@medtronic.com

D Contracl Sterilizer
[___] Repackager / Relabeler

I::] Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (inciuding area code)

( )

Street Address

FAX Number {including area code}

( )

City

State / Province ZIP/Postal Code Country

Contact Title

~onlact Name

FORM FDA 3514 ({6/05)

Contact E-mail Addrass
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SECTIONI UTILIZATION OF STANDARDS

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

[
1
2
3
4
5
6
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is cstimated to average (1.5 hour per response, including the time for reviewing instructions, scarching
existing data sources, gathering and maintaining the data nceded, and completing reviewing the collection of information, Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Food and Dug Administration
CDRH (HFZ-342)
9200 Corpotate Blvd.
Rockville, MDD 20850
An agency may not conduct or sponser, and a person is not required ta respond to, u collection of information unless it displays a curvemly valid OMB control

b
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Store: nuli Page 1 of 2

Form Approved: OMD Mo, (830-51) Expiralion Bate: January 31, 2010, See Insructivns for OMB Statement

P5OD AND DRUG AOMINISTRATION T oETVICES PAYMENF IDENTIFICATION NUMBER:  MD§033747-956733
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment |dentification number on your check.

A completed Cover Sheet must accompany each original application or supplement subject to fees, The following actions must be taken
to properly submit your application and fee payment:

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration {FDA) before payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that
the Payment Identification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note: in noc case
should paymenf be submitted with the application.)

4. Ifyou prefer to send a check by a courier, the courier may deliver the check and Cover Shest to: US Bank, Altn: Govemment Lockbox
956733, 1005 Convention Plaza, S\ Louis, MO 63101, {Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerming courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hitp:/iwww.fda.govicdrhimdufmalfags.himi#3a. You are responsible for paying all fees associated with wire transfer.

6. Include a copy of the complete Gover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

1. COMPANY NAME AND ADDRESS {inciude name, street 2. CONTACT NAME

address, city state, country, and post office code) Jodie Rogers

2.1 E-MAIL ADDRESS

MEDTRONIC MINIMED jodie.rogers@medtronic.com

18000 Devonshire Street

Northridge CA 91325 2.2 TELEPHONE NUMBER (include Area code)
us 818-576-5708

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FAGSIMILE (FAX)} NUMBER (Include Area code)
954408171 818-576-6273

3. TYPE OF PREMARKET APPLICATION (Select ane of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/Awww.fda.govide/mdufma

Select an application type: 3.1 Select one of the types below
[X] Premarket notification(510¢k}); except for third party [X] Original Application

[1513{g) Request for Information Supplement Types:

[ ] Biologics License Application (BLA) [ ] Efficacy (BLA)

[ ] Premarket Approval Application (PMA) []1Panel Track (PMA, PMR, PDF)
[ 1 Modular PMA [ ] Real-Time (PMA, PMR, FDP)

[ 1 Product Development Protocol {(PDP) []180-day (PMA, PMR, PDP)

[ ] Premarket Report (PMR}
[ ] Annual Fee for Periodic Reporting (APR)
| ] 30-Day Notice

4. ARE YOU A SMALL BUSINESS? (See the instructions for mare infarmation on determining this status)

[1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FOA

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

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 80O, CHECK THE
APPLICABLE EXCEFPTION.

[ 1 This application is the first PMA submitted by a gualified small business, [] The sole purpose of the application is to support
including any affiliates, parents, and partner firms conditions of use for a pediatric population

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

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

6. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application {PMA))

[1YES [X] NO

i\

https://fdasfinapp8.fda.gov/OA HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum=060337... 11/27/2007



Store: null Page 2 of 2

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
$3.404.00 27-Nov-2007

Form FDA 3601 t01-2007)

"Close Window” Frint Cover sheet

W\ 2
https://fdastinapp8.fda.gov/OA HTML/mdufmaCScdCfgltemsPopup jsp?ordnum=60337... 11/27/2007



Medironic Diabetes
18000 Devoshire Strect
Northirwloe CA 91325-1219

n " l I lu-c 800-minimed

www.ninimed.enm

U.S. Food and Drug Administration
Center for Devices and Radiological Health

Document Mail Center (HFZ-401) DMC
9200 Corporate Blvd. FDA CDRA D
Rockville, Maryland 20850 NOV 2 9 2007

November 28, 2007 L
Received

Re:  Special 510(k): Device Modification — Minor Labeling Change To MMT-512,
MMT-712, MMT-515 and MMT-715 Insulin Infusion Pumps To Indicate Ability
To Receive Glucose Values Transmitted By The LifeScan OneTouch® UliraLink™
Glucose Meter

Dear Sir or Madam:

Medtronic MiniMed hereby submits this Special 510(k): Device Modification for a minor
labeling change to the following previously cleared Mcdtronic MiniMed Paradigm insulin
infusion pumps:

Model number(s) 510(k) Control Number Date Cleared By FDA
MMT-512 K030531 June 17, 2003
MMT-712 ‘ K(31390 B July 23, 2003
MMT-515/MMT-715 K040676 May 21, 2004

The modifications to these devices are limited to a minor labeling change to indicate that
these insulin infusion pumps are capable of receiving glucose values transmitted by the new
LifeScan OneTouch UltraLink glucose meter (in addition to the current BD ParadigmLink
glucose meter).

Please note that since the LifeScan OneTouch Ultralimk meter (b)(4)

: , (b)(4) I there
are no changes to the hardware or soflware ol’any of these insulin pumps in association with
their use with the new LifeScan meter. Additionally, reception of glucose valucs
transmitted from the meter is an optional feature thai is provided as a conveniencc to the
pump user (since it eliminates the need to manually enter valucs for use in the pump’s
“Bolus Wizard”). Glucose values (rom any FDA cleared home glucose meter may be used
as input for the pump’s “Bolus Wizard™ and therefore there is no limitation on pump

Alericsive P n Bestorivie Hleadth- it 1o



Medtronic MiniMed
Special 5 1{k) Paradigm Insulin infusien Pumps

functionality even when used with meters other than the BD Paradigmbink or LifeScan
OncTouch Ultralink.

We consider the information contained in this submission to be confidential corumercial
information and request that it be treated as such by the FDA.

Should you require additional information, please do not hesitate to contact me at (818)
576-5616 or via e-mail (mark faillace@@medtronic.com).

Sincerely,

Mark J &7&1' lace

Senior Director, Regulatory Affairs and Product Reporting
Medtronic MiniMed
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SECTION A. Device Name

The device trade names and common/classification names are:

Device Trade Names Common/Classification Name

Medtronic MiniMed Paradigm Model Insulin Infusion Pump, External/ Pump
MMT-512, MMT-712, MMT-515 and Infusion
MMT-715 Insulin Pumps

SECTION B.  Address and Registration

The address and registration of the manufacturing sites for these devices are:

Manufacturing Site Manufacturing Site

Medtronic MiniMed

Medtronic Puerto Rico O ti Co.
18000 Devonshire Street eirome Tuetto Hlea Lperations Lo

road 31, km. 24, hm 4
Ceiba Norte Industrial Park
Juncos, Puerto Rico 00777

FDA Registration #: 2032227 FDA Registration #: 3004209178

SECTION C. Device Class
Class: 11

Northridge, CA 91325

Panel: General Hospital and Personal Use Panel: 80
Procode(s):  BOLZG
Cite: 21CFR 880.5725

No performance standards have been established for devices of this type under section
514 of the Act; however, the Paradigm insulin infusion pumps listed above have been
designed to comply with the following voluntary performance standards:

EN 55011 (CISPR 11): Limits and methods of measurement of radio disturbance
characteristics of industrial, scientific, and medical (ISM) equipment;

FCC Part 15; Subpart C: 15.209:; Limits for Radiated Emissions;

IEC 60529: Dcgree of Protection Provided by Enclosures IPX7 Level;

[t



IEC 60601-1: Standard - Mcdical Elcctrical Equipment - Part 1: General requirements
for safety;

IEC 60601-1-2: Collateral standard for Medical Electrical Equipment - Part 1: General
requirements for safety - 712. Electromagnetic Compatibility - requirements and tests;

IEC 60601-1-4: Collateral standard for Medical Electrical Equipment - Part 1. General
requirements for safety - 4. Programmable electrical medical systems;

IEC 60601-2-24: Particular requirements for safety of infusion pump and controllers;

1EC 61000-4-2: Elcctromagnetic compatibility (EMC) - Part 4: Testing and measurement
techniques - Section 2: Electrostatic discharge immunity test;

1EC 61000-4-3: Electromagnetic compatibility (EMC) - Part 4: Testing and mecasurement
techniques - Section 3: Radiated, radio-frequency, electromagnetic immunity test;

IEC 61000-4-6: Electromagnetic compatibility (EMC) - Part 4: Testing and measurement

techniques - Section 6: Immunity to conducted disturbances induced by radio-frequency
fields;

IEC 61000-4-8: Electromagnetic compatibility (EMC) - Part 4: Testing and measurement
techniques - Section 8: Power frequency magnetic field immunity test;

ISTA Project 2A: Procedure for Testing Packaged Products for Export Shipments,
Weighing Under 100 Pounds by the International Safe Transit Association.

SECTION D. Modifications To Previously Cleared Devices

There are no changes to the hardware or software of any previously cleared devices
associated with their optional use with the LifeScan OneTouch UltraLink glucose meter.
Since the new LifeScan meter uses the same telemetry protocol as the previously cleared
BD Paradigm Link Meter, all aspects of communication between Paradigm insulin infusion
pumps and the BD Paradigm Link and LifeScan OneTouch Ultralink are identical.

SECTION E. Labeling and Intended Use

Labeling changes are limited to a package insert that will be included with these pumps
stating they are compatible with the new LifeScan meter. A copy of this insert is provided
as Attachment 1.

There are no changes to the intended use of any Paradigm insulin infusion pumps related to

their use with the LifeScan OneTouch UltraLink glucose meter. The statement of indication
tor use for these devices is provided as Attachment 2.

(]



SECTION F. Device Description and Comparison

The Medtronic MiniMed Paradigm Model model MMT-512, MMT-712, MMT-515 and
MMT-715 are;

e External, portable insulin pump that delivers insulin from a reservoir

» Rate programmable and designed for continuous delivery of insulin, at sct and
variable ratcs, as prescribed by the uscr’s physician.

* Capablc of communicating with a remote programmer or compatible home
ghlucose meters using RF telemetry.

As previously stated, there are no changes to any of these devices except for the minor
modification to labeling to indicate that these infusion pumps can receive glucose valucs
from the LifeScan OncTouch UltraLink glucose meter (in addition to the previously
cleared BD Paradigm Link meter).

SECTION G. Substantial Equivalence

There are no changes to the hardware, software or indications for use of any Paradigm
insuhn infusion pumps discussed in this submission and therefore these devices continue
to be substantially equivalent to the previously cleared devices.

SECTION H. Summary of Design Control Activities

Design control activities were limited to system level testing conducted to confirm
appropriate communication between the Paradigm MMT-522 insulin infusion pump and
the LifeScan OneTouch UltraLink glucose meter. The protocol and report for this testing
is provided as Appendix 1. Since all Paradigm insulin pumps use identical RF
communication hardware and software, this testing is also directly applicable to the
MMT-512, MMT-712, MMT-515 and MMT-715 insulin infusion pumps.

A Declaration of Conformity with Design Controls is included in Attachment 3.

SECTION L. 51((k) Statement

A 510(k) Statement for the Medtronic MiniMed Paradigm Model 512, MMT-712, MMT-
515 and MMT-715 insulin infusion pumps is included in Attachment 4.



SECTION J. Truthful and Accnrate Certification

A certification of the truthfulness and accuracy of the information included in this
submission is provided as Attachment 5.



Attachment 1: New Package Insert
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ATTENTION

This product is compatible with the LifeScan OneTouch® UltraLink™
blood glucose meter.

6025321-011 (092607

[



Attachment 2: Statecment of Indication for Use



INDICATIONS FOR USE

510(k) Numbers: K030531 (MMT-512)
K031390 (MMT-712)
K040676 (MMT-515/MMT-715)

Device Names: Medtronic MiniMed Paradigm Model MMT-512, MMT-
712, MMT-515 and MMT-715 insulin infusion pumps

Indications for Use: The Medtronic MiniMed Paradigm Model MMT-512,
MMT-712, MMT-515 and MMT-7135 insulin infusion
pumps are indicated for the continuous delivery of insulin, at
set and variable rates, for the management of diabetes
mellitus in persons requiring insulin.

Prescription Use AND/OR Over-the-Counter Use
(Per 21 CFR 80 Subpart D)

Concurrence of CDRH, Office of Device Evaluation (ODE)

2%



Attachment 3: Declaration of Conformity with Design Controls



Declaration of Conformity with Design Controls

Verification Activities

To the best of my knowledge, the verification activitics, as required by the risk analysis, for
the modification were performed by the designated individual(s) and the results
demonstrated that the predetermined acceptance criteria were met.

ij[:(, Movinkes 27, 2057

Fredrick Trimble Date
Vice President, Regulatory Affairs and Quality Assurance
Medtronic MiniMed

Manufacturing Facility

The manufacturing facility, Medtronic MiniMed is in conformance with the design control
requirements as specified in 21 CFR 820.30 and the records are available for review.

Noyembe 2P 2027
Fredtigk Trimble Date ‘

Vice President, Regulatory Affairs and Quality Assurance

Medtronic MiniMed

|25



Attachment 4: 510(k) Statement
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510{k} Statement

I certify that, in my capacity as Senior Director of Regulatory Affairs and Product Reporting
of Medtronic MiniMed, [ will make available all information included in this premarket
notification on safety and effectiveness within 30 days of request by any person if the
devices described in the premarket notification is determined to be substantial cquivalent.
This information [ agree to make available will be a duplicate of the premarket notification
submission, including any adverse safety and effectiveness information, but excluding all
patient identifiers, and trade secret and confidential commoercial information, as defined in
21 CFR 20.01.

@Q %&Q\_\ u!-r*r !lm

Mark J. F al ace Date
Senior Director, Regulatory Affairs and Product Reporting
Medtronic MiniMed

121



Attachment 5: Truthful and Accurate Statement

| 28



TRUTHFUL AND ACCURATE STATEMENT

Pursuant to 21 CFR 807.87(j), I Mark Faillace, certify that to the best of my knowledge and
belief and based upon the data and information submitted to me in the course of my
responsibilities as Senior Director, Regulatory Aftairs and Product Reporting of Medtronic
MiniMed, and reliance thereupon, the data and information submitted in this premarket
notification are truthful and accurate and that no facts material for a review of the
substantial equivalence of this device has been knowingly omitted from this submission.

‘N-A» R @‘&‘\& _Llf-"* ’ 07
Mark J. Famace Da
Senior Director, Regulatory Affairs and Product Reporting

Medtronic MimMed

(74



Appendix 1

System Level RF Communications Testing
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&Y Medtronic
MINIMED

Doc Type: Z25  Doc Prefix: ETP Doc Number: 07-2282

category: Engineering Test Plan

Doc Description: LifeScan BG Meter, RF System Testing

(b)(4)

1% 4



Pages 46 through 52 redacted for the following reasons:

Exemption 4: These pages contain proprietary test data.



&y Meditronic
MINIMED

Doc Type: Z25 Doc Prefix: ETR Doc Number: 07-2282 Color

category: Engineering Test Report

poc Description: LifeScan BG Meter, RF System Testing

(b)(4)

124



Pages 54 through 59 redacted for the following reasons:

Exemption 4: These pages contain proprietary test data.



ETR0O7-2282

Appendix A

Cover Sheet, Raw data, Laboratory Notebook 2696, pages 27-29
Laboratory Notebook 2695, pages 61-89 and 2729, pages 80-85

(Total Pages: 19)

Page A1 - A19



Pages 61 through 78 redacted for the following reasons:

Exemption 4: These pages contain raw test data.



ETR07-2282

Cover Sheet,

Appendix B
(b)(4) Test Report

(Total Pages: 10)

(b)(4)

Page Bt - B10

(S



Pages 80 through 88 redacted for the following reasons:

Exemption 4: Proprietary Test Data.



ETRO7-2282

Cover Sheet,

Appendix C

(b)(4)

{Total Pages: 39)

Report

Page C1 - C39



IN VITRO STUDY OF THE INTERACTION BETWEEN
WIRELESS PHONES AND AN INSULIN INFUSION PUMP
AND A BLOOD GLUCOSE METER

Confidential Study Performed for
Medtronic MiniMed

EMC REPFORT © September 2007a

e



Pages 91 through 127 redacted for the following reasons:

Exemption 4: Proprietary Test Data.



Appendix D
Cover Sheet, Pumps Rework Travelers and Meters Traceability Documents

(Total Pages: 30)

Note: The 522 and 722 pumps that were used for RF communication testing were previously
used in QTR6247 and QTR6248. All those pumps iraceability documents can be found in
QTRE6247 and QTRB248.

ETRO7-2282 Page D1 - D30

X



Pages 129 through 157 redacted for the following reasons:

Exemption 4: Proprietary Test Data
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em COVER SHEET MEMORANDUM

From: Reviewer Name %A’( % W//é (
Subject: 510(k) Number (073356 / S

To: The Record

—

Please list CTS decision code (=
O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

htip://feroom.fda.gov/eRoomReq/Files/ CORHICDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist%207%
202%2007.doc )

U Hold {(Additionallaformation or Telephone Hold). '
%Final Decision SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision {i.e., SE, SE with Limitations, etc.):
Altach IFU

indications for Use Page
510(k) Summary /&10(k) Statement

Truthful and Accuré{é Statement. . Musz‘be present for a Final Decision

 Attach Summary

ls the device Class 11?7
If yes, does firm include Class Ill Summary? . Must be present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http:/iwww fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is thls a combination product’P
(Please specify category /A see

hitp://eroom fda gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_413b/CO
MBINATION%20PRODUCT%2DALGORITHM%QD( REVISED%Z()B 12-03). DOC

Is this a reprocessed single use device? _
(Guidance for Industry and FDA Staff MDUFMA Validation Data in 510(k)s for

Is this a prescnption dewce‘? (If both prescription & OTC, check both boxes )

Is clinical data necessary to support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

(If not, then appllcant must be contacted to obtain completed form )

Does th|s device include an Animal Tlssue Source"

All Pediatric Patients age<—21
Neonate/Newbarn (Blrth to 28 days)
Infant (29 days -< 2 years old)

Child (2 years < 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adotescent A (18 <21 years old} Special consrderanons are belng given to this
greup, different from adults age 2 21 (different device design or testing, different protocol
es, efc.)

i Nanoteéh'h'omgy | | S - K

Rev. 7/2/07 ' IJ&



Is this device subject to Section 522 Postmarket Surveillance? l Contact OSB. : ;
{Postmarket Surveillance Guidance, ! P j X
http:/mww.fda.govicdrh/osb/quidance/316.html) i B

Is this device subject to the Tracking Regulation? (Medical Device Tracking | Contact OC. ! i
Guidance, http://www.fda.govicdrh/comp/guidance/169.html) [ I [

Regulation Number Class* Product Code

(80 57305 (14,(//[ L7 6~

{*If unclassified, see 510(k) Staff)

Additional Product Codes;

Review: /o ‘ G Yfo2 )i
(B hief) (Branch Code) (Date)

Final Review: o 7701 Eh ec O O 2708
(DivisiogprDirectér) | (Date)

NN



SPECIAL 510(k): Device Modification
ODE Review Memorandum (Decision Making Document is Attached)

To: THEFILE RE: DOCUMENT NUMBER K073356-S2

Date: April 22, 2008
27

From: Charles Zimliki, Ph.D., Diabetes Team Leader (HFZ-480) Division: DAGID/GHDB

Device Names: Paradigm Model MMT-512
Paradigm Model MMT-712
Paradigm Model MMT-515/MMT-715

Classification: LZG, Infusion Pump, 21 CFR 880.5725, Class II
Company:  Medtronic MimiMed

1800 Devonshire Street

Northridge, CA 91325

Contact: Mark Faillace, Senior Director, Regulatory Affairs and Product Reporting
Phone: 818-576-5616, Email: mark.faillacefedmedtronic.com

Dated: April 1, 2008
Received: April 2, 2008

Recommendation: | recommend that the subject device is Substantially Equivalent to the predicate device.

This 510({k} submissicn contains information/data on medifications made to the SUBMITTER'S own Class I,
Class lll or Class | devices requiring 510(k). The following items are present and acceptable {delete/add
items as necessary):

1. The name and 510({k} number of the SUBMITTER'S previously cleared device.

¢ Paradigm Model MMT-512 (K030531), LZG, NBW

* Paradigm Model MMT-712 (K031390), LGZ

s Paradigm Model MMT-515/MMT-715 (K040676), LZG

»  Reviewer's note. K031390 appears to have a different product code (i.e., I.GZ) than the other two

predicate device product codes of LZG. The product code, LGZ is a Warmer, infusion, fluid that is
currently unclassified. As this device is not a fluid warmer, I examined the memo of K031390 and { believe
it is apparent that the reviewer cleared this device as an infusion pump, but due to typos in the reviewer's
memo and the clearance letter, K031390 was cleaved under the LGZ product code, which was an ervor. I
believe the appropriate product code for all the predicate devices is LZ2G.

2. Submitter's statement that the INDICATION/INTENDED USE of the modified device as described in its
labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for use,
package labeling, and, if available, advertisements or promotional materials (labeling changes are
permitted as long as they do not affect the intended use).



e  Subject Device (K073356, Attachment 2)
»  The Medtronic MiniMed Paradigm Model MMT-512, MMT-712, MMT-513, and MMT-715 insulin
infusion pumps are indicated for the continuous delivery of insulin, at set and variable rates, for the
management of diabetes mellitus in persons requiring insulir.

e  Predicate Device (K030531)

= The Medtronic MiniMed Paradigm Model MMT-512insulin pump is indicated for the continuous
delivery of insulin, at set and variable rates, for the management of diabetes mellitus in persons
requiring insulin,

»  The BD Paradigm Link Blood Glucose Monitor is intended to be used for the quantitative measurement of
glucose in whole blood. It is intended for use by pcople with diabetes mellitus in the home as an aid to
monitor the effectiveness of diabetes confrol. It is not intended for use in the diagnosis of or screening ofr
diabetes mellitus and is not intended for use on neonates. The BD Paradigm Link Blood Glucose Monitor
is specifically indicated for the quantitative measurement of glucose in whole blood samples obtained form
the fingertip.

*  When used together, the BD Paradigm Link Glucose Monitor can automatically telemeter glucose values
to the Model 512 insulin pump using radio frequency communication. The glucose value received by the
Model 512 insulin pumyp is used as the default glucose value by the pump’s bolus wizard feature 1f the
bolus wizard is used within 12 minutes of the glucose value transmission.

s Predicate Device (K031390)
®»  The Medtronic MiniMed Paradigm Model MMT-712insulin pump is indicated for the continuous
delivery of insulin, at sct and variable rates, for the management of diabetes mellitus in persons
requiring insulin,

e Predicate Device (K040676)
*  The Medtronic MiniMed Paradigm Models MMT-515/MMT-7135 insulin pumps are indicated for the
continuous delivery of insulin, at set and variable rates, for the management of diabetes mellitus in
persons requiring msulin.

Discussion (Adequate- Minor changes in Indication). What to do? The sponsor clearly states on page 5 of
K073356 that the intended use of their predicate devices have not changed, However, the indication of K030531 is
clearly more verbose than the newly proposed indication (above). KO30531 appears to contain both the indication
of the pump, sensor and sensor/pump system. On December {8, 2007, I spoke with branch chief, Mr. Anthomny
Watson about this discrepancy and Tony requested I confer with POS (Ms. Rosecrans) to see if that particular
predicate device (K030531) would qualify for a special 510(k) application given the proposed indication. Tony also
asked me o look at the product labeling of the other two predicate devices having the general indication (K040676
and/or K031390). 1ony felt that it might have been possible that application K030531 was the only application that
specifically refers to a specific glicose meter in their product labeling, Upon inspection of K040676, [ found that
the product labeling (Section J, Appendix 3, Part 2) indeed specified a specific blood glucose meter (Le., BD bluod
glicose meter} and vet the Agency agreed to allow a general indication to the 510(k) application. Based on this
information, Tony and [ believe we should allow vemaoval of the specific ghicose meter indication from the
predicate device and allow the sponsor to have a general indication, which is similar to K031390 and K040676.
However, Tony and I believe the sponsor should specify the glucose meter in which they have provided festing (ie.,
Lifescan OneTouch Ultralink glucose meter) in their product labeling. This appears to be the precedent that has
been established in K031390 and KO40676. In addition, I was unable to reach Ms. Rosecrans (12-18-08), but
instead, I spoke to Ms. Brandi Stuart of POS and she informed me that the removal of the glucose meter indication
from K030331 could still qualify this device for a special 510(k) application since the insulin pumy is not
technologically different and the BD glucose meter is no longer being manufactured. Brandi believed this change
(or removal) of indication is possible in the special 510k} application realm. Because POS agreed with keeping




this issue within the special 510(%) realm, I believe the removal of the glucose meter indication from the predicate
device indication is appropriate provided thev detail this information in their product labeling. As the sponsor is
clearly identifving communication with the LifeScan OneTouch Ultralink blood glucose meter, I have no concerns
with the indication listed for the subject device.

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, user’'s and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

* Medtronic MiniMed is submitting this special 510(k) to request clearance for minor labeling changes
to Medtronic MiniMed Paradigm insulin pumps (models, MMT-512, MMT-712, & MMT-515/715). The
labeling change is limited to informing the users that these devices can receive blood glucose values
sent from the LifeScan OneTouch Ultralink blood glucose meter via RF telemetry. Currently, the
LifeScan glucose meter is cleared for use (KO73231).

»  The sponsor states on page 5 of the application (K073356) that there are no hardware or
software changes to any of the previously cleared devices associated with their optional use with
the LifeScan OneTouch UltraLink glucose meter. Since the new LifeScan meter uses the same
telemetry protocol as the previously cleared BD Paradigm Link Meter, all aspects of
communication between the Paradigm insulin infusion pumps and the BD Paradigm Link and
LifeScan OneTouch UltraLink are identical.

Discussion (Adeguate): This special 510(k) application was the result of branch chief Mr. Anthony Watson and OIVD
representative Ms. Patricia Bernhardt's communication with the sponsor. BD is no longer producing the glicose meter
in which had communication privileges with the Paradigm insulin pumps. Through multiple conversations with
Medtronic, the Agency informed Medtronic that a special 510¢k) submission would be needed to modify the labeling of
the infusion pumps that have 510(k) clearance (i.e., models MMT-512, -715, -515, & -713) and a PMA supplement
would be needed for infusion pumps that are approved under P9SON22 (i.e., models MMT-522 & -722). Therefore, this
special 510¢k) application is in conformance with the Agency’s recommendation and the modifications made to the
Paradigm models (MMT-512, -7135, -515, & -7135) is appropriate for a special 310¢k) application.

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate device
including, labeling, intended use, physical characteristics, etc.
e Labeling
* The sponsor states on page 5 that labeling changes are limited to a package insert that will be

included with these pumps stating they are compatible with the new LifeScan meter. A copy of
this insert is provided in Attachment 1 (KO73356).

e Intended Use (K073356, Attachment 2)

¢ Physical Characteristics Identical to previously cleared predicate devices.

Discussion (Adequate). In the original submission, K073356, the sponsor added the LifeScan glucose meter fo their
product labeling without providing information about the glucose meter and/or communication testing. The sponsor
informed me, af that time, the glucose meter was under review and was not cleared (K073231). Since the glucose meter
was currently under review, the subject device could not be cleared since it is communicating with the glucose meter
and this application did not have any information relating to the safety and effectiveness of the glucose meter, This
issue has been expressed clearly to Medtronic on a number of telephone conversations in which they have
acknowledged this concern and this was confirmed with our advisory in deficiency #3 of K073356. In discussions with
branch chief Mr. Anthony Watson, he indicated that there is an Quistanding device letter that may be appropriate, but
upon reading the owtstanding device boilerplate letter, it appears the sponsor has only 30 days to respond without the
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option of extension before the application is withdrawn/deleted. I brought this to the attention of 510k staff director,
Ms. Heather Rosecrans who informed me that this outstanding device letter was intended 1o be used for devices that
needed a clinical study and acquiring these results would take much longer than the 6 month extension the Agency
gives to 510k applicants. Ms Rosecrans informed me that she thought the outstanding device letter would not be
appropriate in this instance. Instead, since the application was submitted after 10-2-07, we are allowed to place the
application on hold for more than 2 rounds before making a final recommendation. She recommended that we continue
to place the device on hold for labeling their device with a device that is not a legally marketed device. This deficiency
would be an outstanding deficiency until the ghicose meter is cleared. This deficiency was used in each of the previous
Telephone hold decisions in K073356 & K073356/51. On 4-17-08, K073231, the Lifescan OneTouch Ultralink glucose
meter was cleared. Since the glucose meter was cleared, the subject device can label communication privileges with
another cleared device and my concerns have been adequately addressed.

5. A Design Control Activities Summary which includes:

A Design Control Activities Summary (DCAS) was provided by the sponsor (p. 6, KO073356).
a) Risk Analysis
* Risk analysis was performed in accordance with b))

b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied
= The sponsor provided a DCAS table in KO73356/S2 (p. 3)

Discussion (Adequate). In the original submission, the sponsor did not provide a DCAS table nor did the sponsor
identify the risk analysis method used to generate their design control activity summary. The sponsor has only indicated
that they have performed a system level analysis. I have been informed by Heather Rosecrans of POS that we are
unable to review data/experimenial reports in a special 510(k) application so I informed the sponsor that [ could not
evaluate the adequacy of their reports in a special 510(k) application and if they wanted to keep this as a special 510(k}
application, they would need to provide a design control activity summary table in their application. The sponsor
informed me on 12-17-07 that they were not aware that I could not review test reports in a special 510(k) application,
but they would still like to be a special 510¢k) application. Therefore, [ informed the sponsor that I would be placing
their application on hold and they should be receiving my concerns via email shortly. In addition to the DCAS, I also
believe the sponsor should cleariy show how the communication of the new LifeScan OneTouch UltraLink blood
glucose meter is compatible with the Parvadigm infusion pumps in their DCAS table.

In K073356/51, the sponsor identified the risk method as being in accordance with___(0)(4) __thereby
clarifying this issuc. The sponsor also provided a DCAS table with only one risk associated with the modification,
“pump displays incorrect meter readings ", This is certainly a risk that needs mitigation, but the sponsor submitted
EMC testing in K073356 that addresses a number of other visks (i.e, interference, inmunity, etc.} that the sponsor needs
to incorporate into their DCAS table. In addition, the sponsor has conducted festing on a glucose meter that is not
cleared and the Agency believes testing should be performed on final finished devices. Since this testing within the
DCAS table may not be appropriate because the glucose meter is not cleaved, the sponsor needs to address this
concern. Last, the sponsor has identified the LifeScan OneTouch Ultralink blood glucose meter in which their pumps
communicate with. However, as stated above, this glucose meter is not cleared and therefore not a legally marketed
device. In a discussion with 510k staff director, Ms. Heather Rosecrans on 1-18-08, she indicared that product labeling
cannot include communication privileges with devices that are not legally marketed. Since the meter is currently not a
legally marketed device because it has not received clearance, the sponsor cannot claim communication privileges with
this uncleared medical device.

In K073356/82, the glucose meter, K073231, the Lifescan OneTouch Ultra meter has been cleared (4-17-08)
and the sponsor has sent an email received 4-21-08 indicating that the RF testing (i.e., communication testing) between
the subject device pump and the OneTouch meter was performed on an identical version of the cleared OneTouch
ghicose meter. Since the testing provided in the DCAS table is now valid, I asked Sajjad Syed to review the EMC testing




that was provided in the DCAS table. My, Syed believed there was sufficient design controls to suggest the
commumication testing was adequate. As such, the sponsor has provided the appropriate testing that suggests the
subject device pump can communicate adequately with the cleared glucose meter, K073231. Therefore, the information
is adeguate,

¢} Declaration of conformity with design controls. The declaration of conformity should include:

i) A statement signed by the individual responsible, that, as required by the risk analysis, alt
verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met.

e Found in KO73356, Attachment 3

iy A statement signed by the individual responsible, that the manufacturing facility is in
conformance with design control procedure requirements as specified in 21 CFR 820.30 and the
records are available for review.
e Found in KO73356, Attachment 3

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for

Use Enclosure (and Class Ill Summary for Class il devices).
o Truthful and Accuracy Statement — KO73356, Attachment 5
s 510(k) Statement — K073356, Attachment 4
» Indication for Use page — K073356, Attachment 2

Contact History

4-17-08 Received email from sponsor indicating K073231 (LifeScan glucose meter) was cleared by the Agency.

4-18-08 Received email indicating the RF communication testing described in the DCAS table was performed on the
cleared device and the subject device.

4-21-08 Clarification of 4-18-08 email. Sponsor reference incorrect 510k number in the 4-18-08 email. Sponsor stated
K073261 in the 4-18-08 email, but the sponsor corrected their statement indicating that they meant to use the
fellowing 510k number, KO73231.




"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Yes No

1. Same Indication Staterment? X KYES=GoTo3
2. Do Differences Alter The Effect Or Raise New Issues of If YES = Stop NSE

Safety Or Effectiveness?
3. Same Technological Characteristics? X KYES=GoTo5
4. Could The New Characteristics Affect Safety Or KFYES=GoTo6

Effectiveness?
5. Descriptive Characteristics Precise Enough? X KHNO=GoTo8

if YES = Stop SE

6. New Types Of Safety Or Effectiveness Questions? If YES = Stop NSE
7. Accepted Scientific Methods Exist? If NO = Stop NSE
8. Performance Data Available? Iif NO = Request Data
9. Data Demonstrate Equivalence? Final Decision:

Note: See

http./fercom fda.gov/eRoomRea/Files/CDRH3/CDRMPremarketNaotification510kProgram/0_4148/FLOWCHART%20DE

CISION%20TREE%20.D0C for Flowchart to assist in decision-making process. Please complete the following table

and answer the corresponding questions. "Yes" responses to questions 2, 4, 6, and 9, and every "no" response requires

an explanation.

1.

2.

Explain how the new indicafion differs from the predicate device's indication:

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:
Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:

Explain why existing scientific methods can not be used:

Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is not substantially equivalent:

K073356 Deficiencies

The sponsor must provide additional information for me to determine if the subject device is substantially

equivalent to the predicate devices.

1.

The Design Control Activities Summary provided on page 6 of your application needs modification. Please addrcss

the following concerns.




a.  Your Special 510(k) does not include a Design Control Activities Summary (DCAS) table. An
adequate Design Control Activities Summary table is an essential part of a Special 510(k) submission.
Therefore, please provide a DXCAS table, which identifies specific information on the device
modifications, all risks which result from these changes, verification activities, and specific
(quantitative) acceptance criteria, and results of verification. To elaborate, the DCAS table shouid
address potential risks due to the addition of adding the LifeScan OneTouch Ultralink blood glucose
meter to the comimnication priviteges of your paradigm insulin pump models (e.g., EMC testing,
communication compatibility testing, interference/immunity testing, etc.). Any relevant changes in the
manufacturing process, including the sterilization method, should be considered as well. We have
attached a copy of a Generic Design Control Activity Summary Table that addresses our concerns,
Please modify your Design Control Activities Summary fo inchude thig information.
Sponsor’s Response
As indicated in our original submission, there are no hardware or software changes to Paradigm insulin infusion pumps
related to their use with the new LifeScan OneTouch UltraLink glucose meter since the new LifeScan meter was developed
using the same RF telemetry specification used in the previously cleared BD} Paradigm Link meter. Since there were no
hardware or software changes to any Medtronic MiniMed devices, design control activities focused on confirmatory system
level testing conducted using Paradigm insulin infusion pumps in combination with LifeScan OneTouch UltraLink meters.
These verification activities are summarized in the table (p. 2, K073356/51).

Discussion (Additional Info Required): The sponsor has provided a DCAS table on page 2 of KO73356/51. However, the sponsor
provided a general summary of the testing they performed on the device system. I only know this because in the original submission
of KU73356, the sponsor provided testing in which the Agency informed them we could not review unless they wanted to convert thelr
application from a special to a traditional 510k application. Since the sponsor did not want to convert the submission to a
traditional, the sponsor Is reguired to provide a DUCAS table that identifies the risks associated with communicating with a new
glucose meter. The sponsor is correct in that there are no design changes to the pump, but since the sponsor is cluiming that the
pump is communicating with another medical device (i.e., LifeScan OneTouch Ultralink), the system does have other visks associated
with the system (e.g., risk of interference, immunity, or the pump displays incorrect meter information, eic.). These risks showld be
documented in the DCAS table. The sponsor appears to only have provided a very generalized description and does not clearly
identify the risks associated with adding a new glucose meter device to the system. Clearly there ave visks associated with adding a
meter to the svstem or the sponsor would not have submitted bench testing data in their oviginal application. In addition, the sponsor
has stated in their risk analysis that they have identified the risks in accordance to__ (b)(4) | The risks associated with this standard
should be incorporated into thetr DCAS table. Also, the sponsor has clearly identified verification activities by confirming that
“appropriate” communication occurs between the pump and the new meter, but the sponsor does not identify what they believe is
appropriate communication. it Is apparent that appropriate communication is important since the meter reading can be used for
insulin dose adjustments. Last, the acceptance criteria only specified thet the glhecose meter can communicate with the pumnp in eight
different directions as the only acceptance criteria, hut the sponsor did rot specify any type of acceptance criteria with respect to
interference, immunity, etc. I believe the generalized DCAS table provided by the sponsor is grossly inadeguate in that it does rot
identify the risks associated with adding a new glucose meter device to communicate with the pump. I recommend deficiency #1 in

K073356/81 deficiencies.

b. Inaddition to the requested information in 1a, you have also identified in your application that the
LifeScan OneTouch UltraLink blood glucose meter uses identical communication as the BD Paradigm
Link glucose meter. Please specify the communication characteristics of each glucose meter and your
paradigm insulin pumps that allow you to make this claim. Please include this information in your
DCAS table.
Sponser’s Response
The RF protocol used in the BD Paradigm Link and the LifeScan OneTouch UltraLink glucose meters is described in the
software requirements specification (ES9411) provided in Attachment 1. This specification was provided to LifeScan by
Medtronic MiniMed prior to their development of the OneTouch UltraLink glucose meter and served as the basis for
LifeScan’s development of the new meter’s RF hardware and software. The successful completion of the system level
communications testing confirmed that the new LifeScan meter successfully implements this telemetry protocol. Additional
details regarding verification testing performed by LifeScan to confirm that the OneTouch UltraLink meter complies with all
specified requirements are provided in the 510(k} submitted by LifeScan K073231 for the OneTouch UltraLink meter.,

(1



Discussion (Adequate). The sponsor has provided the communication specifications of the pump and believes their system level
testing proves the meter and pump communicate properly. I believe that if the sponsor adequately describes all the system level
testing that the sponsor has performed that this is sufficient data. Since I have asked for a detailed DCAS table above, [ believe this
concern will be addressed with such a DCAS table. I have no additional concerns.

¢.  Aspart of your DCAS table, please identify what risk analysis (e.g., FMEA) was used to analyze the
risk associated with your device/labeling modification.
Sponsor’s Response
The analaysis of risks associated with our labeling modification to indicate compatibility with the LifeScan OneTouch
UltraLink meter was conducted in accordance with  (b)(4)  [This analysis is documented in an engineering report and is
provided as Attachment 2 of this submission for your reference.

Discussion (Adequate): The sponsor has provided a risk analysis that should be incorporated into their DCAS table. I am unsure
why they did not incorporate this information info the table, As I have already asked for a detailed DCAS table, I helieve the risks
associated in Attachment 2 will be included in the DCAS iable. Since the sponsor said their risk analysis is in accordance with (b)(4)
(b)(4) | the sponsor has identified the risk analysis method for their device. As such, I have no additional concerns.

2. You have indicated that your device can be used with any glucose meter having similar communication protocols,
but you have not provided testing to support the safe use of your device with all glucose meters. The Agency
believes, the testing reflected in your DCAS table should support the safe use of your device for every glucosc
meter in which you intend to label your device with (i.e., LifeScan OneTouch Ultralink blood glucose meter) and
your labeling should stipulate testing has only been performed on the glucose meters you identify.

Sponsor’s Response

We currently only intend to label our insulin pumps to indicate they are capable of receiving glucose values transmitted by

the BD Paradigm Link meter and the new LifeScan OneTouch UltraLink meter. The statement in our original submission

indicating that “Glucose values from any FDA cleared home glucose meter may be used as input for the pump’s “Bolus

Wizard” and therefore there is no limitation on pump functionality even when used with meters other than the BD Paradigm

Link or LifeScan OneTouch UltraLink” is referring to the fact that a glucose value calculator. However, at this time, there

are no other meters that will be marketed in the United States that will included the ability to transmit glucose values via RF

to Paradigm infusion pumps.

Discussion (Adequate): The sponsor has clearly stated that the only two meters for which their pump can receive ghicose meter
readings are from the BD Paradigm Link or the LifeScan OneTouch UltraLink glucose meter. The sponsor has specifically identified
the only iwo meters for which this pump can he used. Therefore, I believe the sponsor has provided adequate information.

3. You have submitted this special 510(k) application for your Paradigm insulin pump models MMT-512, MMT-712,
MMT-5135, and MMT-713 because of a labeling change in which you indicate compatibility with the LifeScan
OneTouch Ultralink blood glucose meter. However, currently this meter does not have Agency clearance. Please be
advised that your application containing your labeling changes cannot receive clearance until LifeScan receives
clearance from the Agency for their glucose meter.

Sponsor’s Response

We understand and acknowledge that our special 510(k) can not be cleared until FDA has cleared the LifeScan 510(k) for the

OneTouch UltraLink glucose meter.

Discussion (Addirional Info Reguired): The sponsor has acknowledged that the subject device cannot be cleared priov to the
clearance of the LifeScan Onelouch Uliralink blood glucose meter. I have discussed the LifeScan Onelouch Ultralink bleod glucose
meter review (K073231) with the OIVD lead reviewer, Ms. Patricia Bernhardt on Friday 1-18-08 and she informed me thet
K073231 is still under review and the application will be put on hold for additional information. Since the glucose meter is curvently
uncleared, the subject device cannot be cleared. This issue has been expressed clearly to Medrronic on a number of telephone
conversations in which they have acknowledged this concern and was confirmed with our advisory above, so I am unsure why the
sponsor would vapidly respond {application placed K0O73356 on hold 12-18-07, response received 12-28-07) to my additional
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information request when the glucose meter that they intend to communicate with does not have clearance. In discussions with
branch chief Mr. Anthony Waison, he indicated that there is an Owtstanding device letter that may be appropriate, but upon reading
the outstanding device boilerplate letter, it appears the sponsor has only 30 days to respond without the option of extension before
the application is withdrawn/deleted. I brought this io the atfention of 510k staff director, Ms. Heather Rosecrans who informed me
that this eutstanding device letter was intended to be used for devices that needed a clinical study and the results of this study would
take much longer than the 6 month extension the Agency gives to 510k applicants. Ms Rosecrans informed me that she thought the
outstanding device letier would not be appropriate in this instance. Instead, since the application was submitted after 10-2-07, we
are allowed to place the application on hold for more than 2 rounds before making a final recommendation. She recommended that
we continue to piace the device on hold for labeling their device with a device thart is not a legally marketed device. This deficiency
would be an outstanding deficiency until the glucose meter is cleared. Last, from discussions with Ms. Rosecrans, it occurred to me
that the testing the sponsor has deiailed in the DCAS table may not be appropriate since the sponsor is conducting testing with an
uncleared glicose meter. The Agency has a long history of requiring bench testing on products that are on the final finished device.
As the glucose meter is not cleaved, the sponsor cannot guarantee that the testing evaluating the communication between the
meter/pump has been performed on the final finished device. As such, I believe the sponsor showld certify that the testing performed
on the meter/subject device are both on the final finished device. I recommend deficiency #2 in K073356/81 deficiencies.

K073356/SI Deficiencies

You have provided a Design Control Activities Summary (DCAS) table that identifies only one risk with your
device and the LifeScan OneTouch Ultral.ink glucose meter (i.e., pump displaying different glucose value than the
glucose meter). However, the Agency believes there are additional risks that you have not incorporated into your
DCAS table that should be included. For example, the Agency believes there are Electromagnetic Compatibility
{EMC) concerns that your device may not communicate properly with the LifeScan OneTouch Ultralink glucose
meter. Presumably, you have tested the communication of your pump with the LifeScan OneTouch UltralLink
glucose meter for example interference or immunity using a variety of phones, metal detectors, household emitters,
etc. that mitigates such EMC concerns. This type of testing must be incorporated into your DCAS table with each
test having their own specific risk and acceptance criteria that allows you to mitigate the identified risk. In addition,
you have stated that you have performed a formal risk analysis according to ISO 14971, please incorporate those
risks and their corresponding verification activity, acceptance criteria, and results of verification into your DCAS
table that allows you to claim communication compatibility of your pump with the LifeScan OneTouch UltraLink
glucose meter.

Sponsor’s Response

The sponsor states that their insulin pump is unchanged and uses the identical communication protocol that was approved in
their own predicate devices. The sponsor feels that there would be no reason to suspect any difference in RF communication.
Despite the fact that the sponsor feels there is no reason to suspect differences in RF communication, the sponsor submitted
an updated DCAS table on page 3 of K(73356/52. The updated DCAS table included system level testing between the
Paradigm pump and the LifeScan OneTouch UltraLink glucose meter. The testing included exposing the system te radiated
RF fields, power frequency magnetic fields, EAS equipment, cell phones, cordless phones, metal detectors, microwave ovens,
and wireless networks during active meter/pump communication. The sponsor believes the results of this testing are
consistent with the previous system level testing when using the BD Paradigm Link, which was previously cleared for use
with these insulin pump models.

Discussion (Adequate): The sponsor has submitted an updated DCAS table that describes the types of testing used to evaluate the
adequacy of the communication. I have asked My, Sved to review the adeguacy of the EMC testing and it was his opinion that the
description of the communication and the testing described in the DCAS table is sufficient information to establish the safety and

effectiveness of the device.

2. You have indicated that the Paradigm pump models MMT-512, -712, -515, and -715 are to communicate with the
LifeScan OneTouch Ultralink blood glucose meter. However, the Agency is unaware of the LifeScan OncTouch
Ultralink blood glucose meter as being a legally marketed device. Please address the following concems.
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a. The Agency believes vour device product labeling can only identify communication with medical
devices that have been Agency cleared. Please provide the 510(k) numbers of all medical devices with
which your pump models are labeled to communicate with.

Sponsor’s Response

The sponsor clarified that the Paradigm insulin pump medels MMT-512, -715, -515, and -715 have already been previously
cleared with the BD Paradigm Link glucose meter. However, the sponsor acknowledges that their device cannot be cleared
prior to clearance of the LifeScan OneTouch UltraLink glucose meter.

Discussion {(Adequate): On February 17, 2008, the LifeScan Onelouch UltraLink glucose meter was cleared by the Agency
allowing communication between the sponsor’s subject devices and this glucose meter. Since the glucose meter has been cleared, 1
believe this issue has been resolved.

b.  You have provided a DCAS table that identifics testing of your pump with the LifeScan CneTouch

Ultralink blood glucose meter. The Agency believes testing of your device with other medical devices
should be performed on final finished devices for every device. Since the Agency is unaware of the
LifeScan OneTouch Ultralink blood glucose meter being a legally marketed device, bench testing with
this device cannot be performed on the final finished device. Please update your DCAS table to
include testing of vour device with only legally marketed (i.c., final finished device) blood glucose
meters that you intend to communicate with (i.e., LifeScan OneTouch Ultralink blood glucose meter).
Please certify that all testing described in the DCAS table are on final finished devices.

Sponsor’s Response

The sponsor clarified that in most cases, the designs of new medical devices are finalized and validated prior fo submission of

the 510k application. Therefore, testing of the LifeScan OneTouch UltraLink glucose meter was based on the identical

version of the cleared device under K{073231. The sponsor has provided a letter from LifeScan supporting the sponsor’s

statement in Attachment 1.

Discussion (Adequate). I ackmowledge that RF testing on the final finished device can be performed prior to submission of the 310k
application. i : (b)(5)

(b)(5)

finished device. As such, [ heve no concerns regarding the information described in the DCAS table. Further, since My. Syed has
reviewed the EMC testing in the DCAS table and he believes the information is adequate, 1 believe the table is complete.

Y/ 0208
ame /\ Date

harles Zimliki, Ph. . :
Charles 7 ,Ph.D m}_’_‘\. ) %h:})\pj
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Review EMC — Sajjad Sved

From: Syed, Sajjad H

Sent: Wednesday, April 16, 2008 11:58 AM
To: Zimliki, Charles L* (CDRH)

Subject: K073356 Quick EMC Analysis

Hey Chip,

The sponsor claims that they are using the same RF communication protocol as the one they used to communicate with
the previous BD meter. According to the sponsor, they have not changed the protocol or pump software. Plus, the new
meter uses the same protocol which is why they can successfully communicate with it, without modifying their pump
software. R (b)(4)

(b)(4)

In my opinion, the spensor has provided sufficient information to establish safety and effectiveness of this device.

Regards,

Sajjad



Zimliki, Charles L* (CDRH)

Srom: Faillace, Mark [mark.faillace@medtronic.com}
ent: Wednesday, April 23, 2008 443 PM

To: Zimliki, Charles L* {CDRH)

Subject: K073356

Attachments: prescription use.pdf

'mrs
LA |

Jrescription use.pdf

{14 KB)
Hi Chip,

Per your request, attached, please find an updated Indications for Use
statement for K073356 with the Prescription Use box marked. Let me know
if yvou need anything else.

Regards,

Mark
<<prescription use.pdfs>>

[CONFIDENTIALITY AND PRIVACY NOTICE]

Information transmitted by this email is proprietary to Medtronic and is intended for use
only by the individual or entity to which it is addressed, and may contain information
that is private, privileged, confidential or exempt from discleosure under applicable law.
If you are not the intended recipient or it appears that this mail has been forwarded to
ou without proper authority, you are notified that any use or dissemination of this
nformation in any manner i1s strictly prohibited. In such cases, please delete this mail
from your records.

To view this notice in cother languages you can either select the following link or
manually copy and paste the link intc the address bar of a web browser:
http://emaildisclaimer.medtronic. com



ﬁ_'efc; .‘lﬂflﬁa—« Use fﬂ/ﬂa

INDICATIONS FOR USE

510(k) Numbers: K030531 (MMT-512)
K031390 (MMT-712)
K040676 (MMT-515/MMT-715)

Device Names: Medtronic MiniMed Paradigm Model MMT-512, MMT-
712, MMT-515 and MMT-715 insulin infusion pumps

Indications for Use: The Medtronic MiniMed Paradigm Model MMT-512,
MMT-712, MMT-515 and MMT-7135 insulin infusion
pumps are indicated for the continuous delivery of insulin, at
set and variable rates, for the management of diabetes
mellitus in persons requiring insulin.

Prescription Use X AND/OR Over-the-Counter Use

(Per 21 CFR 80 Subpart D)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Email received — 4-21-08

From: Faillace, Mark [mark faillace@medtronic.com)
Sent: Monday, April 21, 2008 1:58 PM

To: Zimliki, Charles L* {CDRH)

Subject: FW: KO73356

Attachments: KO73356 Amendment.pdf
Hi Chip,

As we discussed during our telephone conversation this moming, this
message is provided to confirm that | inadvertently listed an incorrect
control number for the recently cleared 510(k) for the LifeScan OneTouch
UltraLink meter in the email message | sent to you last Friday. The
comect number is KO73231 (not K073261). An updated version of my
previous message that includes correction of this error is provided

below (the corrected digit of the control number appears in red).

Please accept my apologies for this error and as always, don't hesitate
to let me know if you require any additional information.

Regards,

Mark Faillace
Medtronic MiniMed

—--Original Message—

From: Faillace, Mark

Sent: Friday, April 18, 2008 7:56 AM
To: Zimliki, Charles L* (CDRHY
Subject: RE: KO73356

Hi Chip.

Yes, | can confirm that the meters used for system level RF testing,

with respect to any aspects of the device that impact RF communication
with compatible Medtronic MiniMed devices, were identical to the version
of the meter that was cleared yesterday under KO73231 and that has been
manufactured for commercial distribution in the U.S. Documentation from
- LifeScan confirming that the meters provided to us for RF testing were
equivalent to the final, finished version of the LifeScan OneTouch
UltraLink meter is included in the amendment to KO73356 that we
submitted to FDA in early April. I've included an electronic copy of

that submission with this email for your convenience. The documentation
from LifeScan regarding the meters is include as Attachment 1 at the end
of the document.

Thanks again for your help. Don't hesitate to let me know if you need
anything else and have a great weekend.

Regards,

Mark

—~Criginal Message
From: Zimliki, Charles L* {CDRH) [mailto:chares.zimliki@fda.hhs.gov]
Sent: Friday, April 18, 2008 7:09 AM

To: Faillace, Mark

Subject: RE: KO73356

Mark,

14
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Thanks for the update. | have spoken with our EMC reviewer and the
testing looks good. He just wanted to make sure that the testing found
within your DCAS table was performed on the final finished product. This
is a policy that is common acraoss the branch. Can you confirm with
Lifescan that the EMC testing you described was performed on the
identical product that was cleared? If you can get this to me by Monday,
I think | can get it off my desk early next week to meet your deadline
as well. I'm leaving early today (3:30pm} EST, so please let me know if
this is possible.

Chip

Charles "Chip" Zimliki, Ph.D.
Diabetes Team Leader / 510{(k} Team Leader FDA/CDRH/QDE/CAGID/GHDB
Ph: 240-276-3671

—OCriginal Message—

From: Faillace, Mark [mailto:mark faillace@medtronic.com)
Sent: Thursday, April 17, 2008 5:11 PM

To: Zimiiki, Charles L* (CDRH)

Subject: KO73356

Importance: High

Hi Chip,

Just an update to let you know that LifeScan received the clearance for
their OneTouch Ultralink glucose meter 510{k) this afternoon. ['ve
attached a copy of the clearance letter for your convenience, | believe
this was the last item you needed to complete the clearance for our
510(k) (K073356) to update the labeling for our Paradigm pumps to
indicate that they can receive glucose values transmitted by the new
LifeScan meter.

As | mentioned before, we'd really like to be able to begin distribution
of the new LifeScan meters before the end of our fiscal year (a week
from tomorrow). Sorry to ask you this, but if there’s anything you can
do to get the clearance letter for KO73356 to us within the next few
days, I'll be etemally indebted to you. Justin case there's a
possibility you might be able to fax a copy of the clearance letter, my
fax number is 818-576-6644.

As always, please don' hesitate to let me know if you have any
guestions and thanks in advance for your help.

Regards,

Mark Faillace
Medtronic MiniMed
<<K073231 pdf>>

[CONFIDENTIALITY AND PRIVACY NOTICE]

Informaticn transmitted by this email is proprietary to Medtronic and is
intended for use only by the individual or entity to which it is
addressed, and may contain information that is private, privileged,
confidential or exempt from disclosure under applicable law. If you are
not the intended recipient or it appears that this mail has been
forwarded to you without proper authority, you are notified that any use
or dissemination of this information in any manner is strictly

prohibited. In such cases, please delete this mail from your records.

To view this notice in other languages you can either select the
following link or manually copy and paste the link into the address bar
of a web browser: hitp:/femaildisclaimer.medtronic.com

<<K(73356 Amendment.pdf=>

.']/0
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Email Received from Sponsor 4-17-08 file attached K(073231.pdf
(Next page)
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LIFESCAN - REGULATO

DEPARTMENT OF HEALTH & HUMAN SERVICES

01:03:11 p.m. 04-17-2008

Public Health Service

2 i4r

LifeScan, Inc.

c/o Ms. Kim Fonda
Reguiatory Project Leader
1000 Gibraltar. Drive
Milpitas, CA 95035

Re: k073231

2095 Gaither Road
Rockvilie MD 20850

Trade/Device Name: One Touch Ultralink Blood Glucose Monitoring System

Repulation Number: 21 CFR§862.1345
Regulation Name: Glucose Test System
Regilatory Class: Class Il

Product Code: NBW, CGA

Dated: April 01, 2008

Received: April 02, 2008

Dear Ms. Fonda;

We have reviewed your Section 510¢k) premark

notification of intent to market the device

referenced above and have determinad the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marke
commerce prior to May 28, 1976, the enactment
devices that have been reclassified in accordance
and Cosmetic Act (Act) that do not require appro
You may, therefore, market the device, subject
general controls provisions of the Act include reg

ted predicate devices marketed in interstate

te of the Medical Device Amendments, or to
with the provisions of the Federal Food, Drug,
val of a premerket approval application (PMA).
) the general controls provisions of the Act. The
juirements for annual registration, listing of

devices, good manufacturing pracuce. labeling, and prohibitions against misbranding and

adulteration.

If your dewce is classified (see above) into erthel. class I (Spec:al Controls) or class ITII (PMA),
it may be subject to such additional controls. Exlstmg major regulations affecting your device

can be found in Title 21, Code of Federel Regulations (CFR), Parts 800 to 895. In addition, FDA
}our device in the Federal Register.

may publish further announcements concerning

Please be advised that FDA’s issuance of a subst
that FDA has made a determination that your dex
or any Federal statutes and regulations administe
comply with all the Act’s requirements, includinj
CFR Part 807); labeling (21 CFR Parts 801 and &
requirements as set forth in the quality systems (

tial equivalence determination doss not mean
rice complies with other requirements of the Act
red by other Federa] agencies. You must
g, but not limited to: registration and Jisting (21
409); and good manufacturing practice

(S) regulation (21 CFR Part 820).

Food and Dryg Administration
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LIFESCAN - REGULATO 01:03:28 p.m. 04-17-2008

Page 2 -

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific information about the application of labeling requirements to your device,
or questions orl the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Device Evaluation and Safety at (240} 276-0490. Also, please note the
regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97).
You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Intemational end Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address at

bttp://www fda.goviedrh/industry/support/index.html.

Sincerely vours,

g 1 M. Cooper, M.5.. D.V.M.

Director ‘
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device
Hvaluation and Safety
Center for Devices and
Radiological Health

Enclosure

3lay

25
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LIFESCAN RLGULATO 01:03:3% p.m. 04 17-2008 4 /4

Indication for Use

SH0(k) Number (if known): K(073231

Device Name: OneTouch® UltraLink™ Blood Glucose Monitoring System

Indications For Use:

The OneTouch® UltraLink™ Blood Glucose Monitoring System is intended to be used for
self-testing outside the body (in vitro diagnostic use) for the quantitative measurement of
glucose in fresh capillary whole blood obtained from the finger, forearm or palm. The
OneTouch® UltraLink™ System is intended for use by people with diabetes in a home
setting and by healthcare professionals in a clinical sctting as an aid to monitor the

effectiveness of diabetes control.

The OneTouch® UltraLink™ Bloed Glucose monitor may be used to transmit glucose
values to appropriate MiriiMcd Paradigm® and Guardian® REAL Time devices using

radio frequency communication.

Prescription Use And/Or Over the Counter Use _X .
(21 CFR Part 801 Subpart 1) (21 CFR Part 801 Subpart C)

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

Coucurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

Division SignEOff

Office of In Vitro Diagnostic Device
Evaluation and Safety

sty K. 0753 L

D2

7 ok
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""‘h COVER SHEET MEMORANDUM

From: Reviewer Name [\1\_&/ {C’.S zh«ll,
. 20793 _‘;755._{

Subject:  510(k). Number
To: The Record

Please list CTS decision code { H

0 Refused to accept {Note: this is' considered the first review cycle, See Screening Cheeklist
hitp:/feroom.fda.gov/eRoomReq/Eiles/CBRHYAC DRHPremarketNotif cation510kPrograrn/ Screenlng Checkhst)

E Hold (Additiona! Information orclelephone Holdy

Final Decision-(SE, S.E with Limitations, NSE, Wlthdrawn, etc.).

Lo WEALTH

Please compiete the following for afi naI clearance demslon (i.e., SE, SE with-Limitations, etc. )

Indjcations. for Use Page - | Attach IFU _
510(k) Summary /510(k) Statement Aftach Summary
Truthful and Accurate Statement. - Must be present for a Final Decision

Is the device Class 17

i If yes, does firm include Class |l lSu‘f’nma[y? 1 Must be present for a Final Decision

Does firm reference standards?
(If yes, please atftach form from '
hitp:{eroom.fda. qoweRoomRequtleleDRHBICDRHPremarketNotlf cauon510kProqramIO 4136/ABB |
REVIATED STANDARDS DATA FORM.DOC)
Is this a combination product?
(Please specify category_ see
httpfferoom.fda qovIeRoomRequtIesICDRHSICDRHPremarketNotrﬁcatlon510kProqramID 413b/CO )
MB!NAT!ON%ZOPRODUCT%ZOALGOR[THM%ZO; REVISED%203-1 2-03).DOC
Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, httn:/fwww.fda govlcdrh!ode!guudance 1216. html)
Is this dewce lntended for pediatric use only?

lIsthisa prescnptlon dewce'? (if both prescription & OTC, check both boxes }
| Is clinical data necessary to support the rewew of this 510(k)'?
| Does this device include an Animal Ttssue Source? -

Is thls device subject to Sectlon 522 Postmarket Suwelllance? _ - | Contact 0SB.
(Postmarket Surveillance Guidance, : :

hitp:/fwww.fda. govfodrhlosbiguidancef316 himl)

Is this device subject to the Tracking Regulation? " (Medical Dewce Tracklng Contact 0C.
Guidance, hitp://www.fda. govlcdrhfcompigmdancem 69. htm [ .
Regulatlon Number o Ciass* ' " Product Code

("I unclassified, see 510(k) Staff).

 Additional Product Codes:__

Review:_. !Anf:“""\-"/ A : : _Gwo '!h‘/ﬁ 7t //Bﬂdﬁ)
(Branch Chief) - , (Branch Code) (Date) &

Final Review: B ‘ 7 _
' {Division Director) - (Date)

Rev. 5/30/07 : o %é



SPECIAL 510(k): Device Modification
ODE Review Memorandum (Decision Making Document is Attached)

To: THEFILE RE: DOCUMENT NUMBER KO073356-S1

Date: January 29, 2008
From: Charles Zimliki, Ph.D., Diabetes Team Leader (HFZ—480)()L Division: DAGID/GHDB
Device Names: Paradigm Model MMT-512
Paradigm Model MMT-712
Paradigm Model MMT-515/MMT-715
Classification;: LZG, Infusion Pump, 21 CFR 880.5725, Class II
Company:  Medtronic MiniMed
1800 Devonshire Street
Northridge, CA 91325

Contact: Mark Faillace, Senior Director, Regulatory Affairs and Product Reporting
Phone: 818-576-5616, Email: mark.faillace@medtronic.com

Dated: December 28, 2007
Received: December 31, 2007

Recommendation: | recommend that Additional Information (Telephone Hold) is needed to determine equivalence. |
emailed the sponsor on 1-29-08 (email attached to memo) with the Agency's concerns,

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own Class |l
Class Ill or Class | devices requiring 510(k). The following items are present and acceptable (delete/add
items as necessary):

1. The name and 510(k) number of the SUBMITTER'S previously cleared device.

« Paradigm Model MMT-512 (K030531}), LZG, NBW

e Paradigm Model MMT-712 (K031390), LGZ

» Paradigm Model MMT-515/MMT-715 (K040676), LZG

= Reviewer’s note. K031390 appears to have a different product code (i.e., LGZ) than the other two

predicate device product codes of LZG. The product code, LGZ is a Warmer, infusion, fluid that is
currently unclassified. As this device is not a fluid warmer, I examined the memo of K031390 and I believe
it is apparent that the reviewer cleared this device as an infusion pump, but due to typos in the reviewer’s
memo and the clearance letter, K031390 was cleared under the LGZ product cade, which was an error. [
believe the appropriate product code for all the predicate devices is LZG.

2. Submitter's statement that the INDICATION/INTENDED USE of the modified device as described in its
labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for use,
package labeling, and, if available, advertisements or promotional materials (labeling changes are
permitted as long as they do not affect the intended use).

e



¢  Subject Device (K073356, Attachment 2}
»  The Medtronic MiniMed Paradigm Model MMT-512, MMT-712, MMT-515, and MMT-715 insulin
infusion pumps are indicated for the continuous delivery of insulin, at set and variable rates, for the
management of diabetes mellitus in persons requiring insulin.

o Predicate Device (K030531)

»  The Medtronic MiniMed Paradigm Modet MMT-512insulin pump is indicated for the continuous
delivery of insulin, at set and variable rates, for the management of diabetes mellitus in persons
requiring insulin. '

» The BD Paradigm Link Blood Glucose Monitor is intended to be used for the quantitative measurement of
glucose in whole blood. Tt is intended for use by people with diabetes mellitus in the home as an aid to
monitor the effectiveness of diabetes control. It is not intended for use in the diagnosis of or screening ofr
diabetes mellitus and is not intended for use on neonates. The BD Paradigm Link Blood Glucose Monitor
is specifically indicated for the quantitative measurement of glucose in whole blood samples obtained form
the fingertip.

*  When used together, the BD Paradigm Link Glucose Monitor can automatically telemeler glucose values
to the Model 512 insulin pump using radio frequency communication. The glucose value received by the
Model 512 insulin pump is used as the default glucose value by the pump's belus wizard feature if the
bolus wizard is used within 12 minutes of the glucose value transmission.

» Predicate Device (K031390)
s The Medtronic MiniMed Paradigm Model MMT-712insulin pump is indicated for the continuous
delivery of insulin, at sct and variable rates, for the management of diabetes mellitus in persons
requiring insulin.

» Predicate Device (K040676)
» The Medtronic MiniMed Paradigm Models MMT-515/MMT-7135 insulin pumps are indicated for the
continuous delivery of insulin, at set and variable rates, for the management of diabetes mellitus in
persons requiring insulin.

Discussion (Adequate- Minor changes in Indication): What to do? The sponsor clearly states on page 5 of
K073356 that the intended use of their predicate devices have not changed. However, the indication of K030531 is
clearly more verbose than the newly proposed indication (above). K030331 appears to contain both the indication
of the pump, sensor and sensor/pump system. On December 18, 2007, I spoke with branch chief, Mr. Anthony
Watson about this discrepancy and Tony requested I confer with POS (Ms. Rosecrans) to see if that particular
predicate device (K030531) would qualify for a special 510(k) application given the proposed indication. Tony also
asked me to look at the product labeling of the other two predicate devices having the general indication (K040676
and/or K031390). Tony felt that it might have been possible that application K030531 was the only application that
specifically refers to a specific glucose meter in their product labeling. Upon inspection of K040676, I found that
the product labeling (Section J, Appendix 3, Part 2} indeed specified a specific blood glucose meter (i.e., BD blood
glucose meter) and yet the Agency agreed to allow a general indication to the 510k} application. Based on this
information, Tony and I believe we should allow removal of the specific glucose meter indication from the
predicate device and allow the sponsor to have a general indication, which is similar to K031390 and K040676.
However, Tony and I believe the sponsor should specify the glucose meter in which they have provided testing (i.e.,
Lifescan OneTouch Ultralink glucose meter) in their product labeling. This appears to be the precedent that has
been established in K031390 and KO40676. In addition, I was unable to reach Ms. Rosecrans (12-18-08), but
instead, I spoke to Ms. Brandi Stuart of POS and she informed me that the removal of the glucose meter indication
From K030531 could still qualify this device for a special 510(k} application since the insulin pump is not
technologically different and the BD glicose meter is no longer being mamufactured. Brandi believed this change
(or removal) of indication is possible in the special 510(k) application realm, Because POS agreed with keeping

A1



this issue within the special 510(k) realm, I believe the removal of the gliucose meter indication from the predicate
device indication is appropriate provided they detail this information in their product labeling, As the sponsor is
clearly identifying communication with the LifeScan OneTouch Ultralink blood glucose meter, I have no concerns
with the indication listed for the subject device.

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineerning
drawings, photographs, user's and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

» Medtronic MiniMed is submitting this special 510(k) to request clearance for minor labeling changes
to Medtronic MiniMed Paradigm insulin pumps (models, MMT-512, MMT-712, & MMT-515/715). The
labeling change is limited to informing the users that these devices can receive blood glucose values
sent from the LifeScan OneTouch UltraLink blood glucose meter via RF telemetry. Currently, the
LifeScan glucose meter is not cleared for use.

= The sponsor states on page 5 of the application (K073356) that there are no hardware or
software changes to any of the previously cleared devices associated with their optional use with
the LifeScan OneTouch UitraLink glucose meter. Since the new LifeScan meter uses the same
telemetry protocol as the previously cleared BD Paradigm Link Meter, all aspects of
communication between the Paradigm insulin infusion pumps and the BD Paradigm Link and
LifeScan OneTouch UltraLink are identical.

Discussion (Adequate): This special 510(k) application was the result of branch chief My. Anthony Watson and OIVD
representative Ms. Patricia Bernhardt's communication with the sponsor. BD is no longer producing the glucose meter
in which had communication privileges with the Paradigm insulin pumps. Through multiple conversations with
Medtronic, the Agency informed Medironic that a special S10(k) submission would be needed to modify the labeling of
the infusion pumps that have 510(k) clearance (i.e., models MMT-512, -715, -515, & -715) and a PMA supplement
would be needed for infusion pumps that are approved under P980022 (i.e., models MMI-522 & -722). Therefore, this
special 510(k) application is in conformance with the Agency's recommendation and the modifications made to the
Paradigm models (MMT-512, -715, -515, & -713) is appropriate for a special 510(k) application,

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate device
including, labeling, intended use, physical characteristics, etc.
+ Labeling :
= The sponsor states on page 5 that labeling changes are limited to a package insert that will be
included with these pumps stating they are compatible with the new LifeScan meter. A copy of
this insert is provided in Attachment 1 (KO73356).

» Intended Use (K073356, Attachment 2)

» Physical Characteristics Identical to previously cleared predicate devices.

Discussion (Additional Info Required): The sponsor is only adding the LifeScan glucose meter to their product
labeling. Currently, this glucose meter is under review and is not cleared. Ms. Patricia Bernhardt of OIVD is currently
the lead reviewer for this 510¢k) submission (K073231) and she informed me (1-18-08) that the device will be placed on
hold some time next week. Since the glucose meter is curvently uncleared, the subject device cannot be cleared. This
issue has been expressed clearly to Medtronic on a number of telephone conversations in which they have
acknowledged this concern and this was confirmed with our advisory in deficiency #3 of KO73336, so I am unsure why
the sponsor would rapidly respond (application placed K073356 on hold 12-18-07, response received 12-28-07) to my
additional information request when the glicose meter that they intend to communicate with does not have clearance.
In discussions with branch chief Mr. Anthony Waison, he indicated that there is an Quistanding device letter that may
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be appropriate, but upon reading the outstanding device boilerplate letter, it appears the sponsor has only 30 days to
respond without the option of extension before the application is withdrawn/deleted. I brought this to the attention of
510k staff director, Ms. Heather Rosecrans who informed me that this outstanding device letter was intended to be used
Jor devices that needed a clinical study and acquiring these results would take much longer than the 6 month extension
the Agency gives to 510k applicants. Ms Rosecrans informed me that she thought the outstanding device letter would
not be appropriate in this instance. Instead, since the application was submitted after 10-2-07, we are allowed to place
the application on hold for more than 2 vounds before making a final recommendation. She recommended that we
continue to place the device on hold for labeling their device with a device that is not a legally marketed device. This
deficiency would be an outstanding deficiency until the glucose meter is cleared. Last, from discussions with Ms.
Rosecrans, it occurred io me that the testing the sponsor has detuiled in the DCAS table may not be appropriate since
the sponsor is conducting testing with an uncleared glucose meter. The Agency has a long history of requiring bench
testing on products that are on the final finished device. As the glucose meter is not cleared, the sponsor cannot
guarantee that the testing evaluating the communication between the meter/pump has been performed on the final
finished device, As such, I believe the sponsor should certify that the testing performed on the meter/subject device are
on the final finished devices. I recommend deficiency #2 in K073356/81 deficiencies.

5. A Design Control Activities Summary which includes:

A Design Control Activities Summary {(DCAS) was provided by the sponsor (p. 6, KO73356).
a) Risk Analysis
+ Risk analysis was performed in accordance with, (@) | (p. 3, KO73356/31).

b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied
¢ The sponsor provided a DCAS table in KO73356/S1 (p. 2) that identifies only one risk, “pump
does not display the meter reading correctly”. The sponsor does say a risk analysis was
performed in accordance with| _ (b)@) | but they do not identify any risks associated with this
analysis. The sponsor needs to provide this risk analysis and incorporate these risks into the
DCAS table. See discussion below.

Discussion (Additional Info Reguired): In the original submission, the sponsor did not provide a DCAS table nor did
the sponsor identify the risk analysis method used to generate their design control activity summary. The sponsor has
only indicated that they have performed a system level analysis. I have been informed by Heather Rosecrans of POS
that we are unable to review data/experimental reports in a special 510(k) application so I informed the sponsor that
could not evaluate the adequacy of their veports in a special 510(k) application and if they wanted to keep this as a
special 310(k) application, they would reed to provide a design control activity summary table in their application. The
sponsor informed me on 12-17-07 thut they were not aware that I could not review test reports in a special 510(k)
application, but they would still like to be a special 510(k} application. Therefore, I informed the sponsor that [ would
be placing their application on hold and they should be receiving my concerns via email shortly. In addition to the
DCAS, I also believe the sponsor should clearly show how the communication of the new LifeScan OneTouch UltraLink
blood glucose meter is compatible with the Paradigm infusion pumps in their DCAS table.

In K073356/S1, the sponsor identified the risk method as being in accordance with|__(b)4) _ therehy
clarifying this issue. The sponsor also provided a DCAS table with only one risk associated with the modification,
"pump displays incorrect meter readings . This is certainly a risk that needs mitigation, but the sponsor submitted
EMC testing in K073356 that addresses a number of other risks (i.e, interference, immunity, etc.) that the sponsor needs
fo incorporate into their DCAS table. In addition, the sponsor has conducted testing on a ghicose meter that is not
cleared and the Agency believes testing should be performed on final finished devices. Since this testing within the
DCAS table may not be appropriate because the ghicose meter is not cleared, the sponsor needs to address this
concern. Last, the sponsor has identified the LifeScan OneTouch Ultralink bloud glucose meter in which their pumps
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communicate with. However, as stated above, this ghicose meter is not cleared and therefore not a legally marketed
device. In a discussion with 510k staff director, Ms. Heather Rosecrans on 1-18-08, she indicated that product labeling
cannot included communication privileges with devices that are not legally marketed. Since the meter is currently not a
legally marketed device because it has not received clearance, the sponsor cannot claim communication priviledges
with this uncleared medical device. Ms. Rosecrans has indicated that this concern should be raised to the sponsor as a
deficiency and since this application was submitted after 10-2-07, we can continue to ask this guestion until the glucose
meter has been cleared. I vecommend deficiency #1 & #2 in K073356/81 deficiencies.

¢) Declaration of conformity with design controls. The declaration of conformity should include:

i} A statement signed by the individual responsible, that, as required by the risk analysis, all
verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met.

« Found in K073358, Attachment 3

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

¢ Found in KO73356, Attachment 3

6. A Truthful and Accurate Statement, a 51 O(k) Summary or Statement and the Indications for

Use Enclosure (and Class lll Summary for Class Ill devices).
s Truthful and Accuracy Statement — K073356, Attachment 5
s  510(k) Statement — K073356, Attachment 4
« Indication for Use page — K073356, Attachment 2

Contact History

12-17-07 1 informed sponsor that we cannot revicw test data in a special 510(k) and asked the sponser if they would like
to convert the special to a traditional 510(k) application. The sponsor informed me that they believe they would
like to keep the application as a special 510(k}. I informed them that we could not review the test data ina
special 510(k) application and that T would be placing this application on hold and requesting additional
information with regards to a proper Design Control Activity Summary Table. Sponsor agreed to be being
placed on hold and is awaiting an email with the Agency’s concerns.

1-29-08 Emailed sponsor a list of concerns regarding their DCAS table and informed the sponsor that their device is on
hold. Email attached,



"SUBSTANTIAL EQUIVALENCE" {SE) DECISION MAKING DOCUMENTATION

Yes No
1. Same Indication Statement? X fYES=GoTo3
2. Do D'ffferencés AltermTl"\é Effect Of Ralse New Issues of h IfYES=StopNSE
Safety Or Effectiveness? : .
3. Same Technological Characteristics? . X fFYES=GoTo5
4, Could The New Characteristics Affect Safé.fy Or . fFYES=GoTo6
Effectiveness? : _
5. Descriptive Characteristics Precise Enough? = X fNO=GoTo8
I YES = Stop SE
6. New Types Of Safety Or Effectiveness Questions'? . - if YES = Stop. NSE
7. Accepted Scient'rﬁé Methods Exist? If N0=Stop NSE
& Borormonce Data .A:Ja“..a.b'e'.? e NO = Request Daa
9. Data Demonstrate Equivélence’? . ” Final Decision:
Note: See

hitp:/fercom.fda.govieRoomReq/Files/CORHI/CDRHPremarketNotification510kProgram/Q 4148/FLOWCHART %20DE
CISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please complete the following table
and answer the corresponding guestions. "Yes" respenses to questions 2, 4, 6, and 9, and every "no" response reguires
an explanation.

1. Explain how the new indication differs from the predicate device's indication:

2. Explain why there is or is not a new effect or safety or effectiveness issue:

3. Describe the new technological characteristics:

4, Explain how new characteristics could or could not affect safety or effectivenass:
5 Explain how descriptive characteristics ére not precise engugh:

Sponsor did not provide an adequately detailed DCAS table associated with the modifications made to the
product labeling.

B. Explain new types of safety or effectiveness question{s) raised or why the question(s) are not new.

7. Explain why existing scientific methods can not be used:

8. Explain what performance data is needed:
Sponsor should identify all risks associated with their device modification and detail these risk in their DCAS
table.

9. Explain how the performance data demonstrates that the device is or is not substantially equivalent:



K073356 Deficiencies

The sponsor must provide additional information for me to determine if the subject device is substantially
equivalent to the predicate devices.

1. The Design Control Activities Summary provided on page 6 of your application needs modification. Pleasc address
the following concerns.
a.  Your Special 510(k) does not include a Design Control Activities Summary (DCAS) table. An

adequate Design Control Activities Summary table is an essential part of a Special 510(k) submission.
Therefore, please provide a DCAS table, which identifies specific information on the device
modifications, all risks which result from these changes, verification activities, and specitic
(quantitative) acceptance criteria, and results of verification. To elaborate, the DCAS table should
address potential risks due to the addition of adding the LifeScan OneTouch UltraLink blood glucose
meter to the communication privileges of your paradigm insulin pump models (e.g., EMC testing,
communication compatibility testing, interference/immunity testing, etc.). Any relevant changes in the
manufacturing process, including the sterilization method, should be considered as well. We have
attached a copy of a Generic Design Control Activity Summary Table that addresses our concerns.
Please modify your Design Control Activities Summary to include this information.

Sponsor’s Response

As indicated in our original submission, there are no hardware or software changes to Paradigm insulin infusion pumps

related to their use with the new LifeScan OneTouch UltraLink glucese meter since the new LifeScan meter was developed

using the same RF telemetry specification used in the previously cleared BD Paradigm Link meter. Since there were no

hardware or software changes to any Medtronic MiniMed devices, design control activitics focused on confirmatory system

level testing conducted using Paradigm insulin infusion pumps in combination with LifeScan OneTouch UltraLink meters.

These verification activities are summarized in the table (p. 2, K073356/51).

Discussion (Additional Info Required): The sponsor has provided a DCAS table on page 2 of KO73356/81. However, the sponsor
provided a general summary of the testing they performed on the device system. I only now this because in the original submission
of K073356, the sponsor provided testing in which the Agency informed them we could rot review unless they wanted to convert their
application from a special to a traditional 510k application. Since the sponsor did not want to converi the submission to a
traditional, the sponsor is required to provide a DCAS table that identifies the risks associated with communicating with a new
ghicose meter. The sponsor is corvect in that there are no design changes to the pump, but since the sponsor is claiming that the
pump is communicating with another medical device (i.e., LifeScan OneTouch Ultralink), the system does have other risks associated
with the system (e.g., ¥isk of interference, immunity, or the pump displays incorrect meter information, eic.,). These risks should be
documented in the DCAS table. The sponsor appears to only have provided a very generalized description and does not clearly
identify the visks associated with adding a new glucose meter device to the system. Clearly there are risks associated with adding a
meter to the system or the sponsor would not have submitied bench testing data in their original application. In addition, the sponsor
has stated in their visk analvsis that they have identified the risks in accordance o, (b)(4) | The risks associated with this standard
should be incorporated into their DCAS table. Also, the sponsor has clearly identified verification activities by confirming that
“appropriate” communication occurs between the pump and the new meter, but the sponsor does not identify whar they believe is
appropriate communication. It is apparent that appropriate communication is important since the meter reading can be used for
insulin dose adjustments. Last, the acceptance criteria only specified that the glucose meter can conmmunicate with the pump in eight
diffevent directions as the only acceptance criteria, but the sponsor did not specify any type of accepiance criteria with respect to
interference, immunity, ete. I believe the generalized DCAS table provided by the sponsor is grossly inadequate in that it does not
identify the risks associated with adding a new glucose meter device to communicate with the pump. I recommend deficiency #1 in
K073336/51 deficiencies.

b. Inaddition to the requested information in 1a, you have also identified in your application that the
LifeScan OneTouch UltraLink blood glucose meter uses identical communication as the BD Paradigm
Link glucose meter. Please specify the communication characteristics of each glucose meter and your
paradigm insulin pumps that allow you to make this claim. Please include this information in your
DCAS table.
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Sponsor’s Response
The RF protocol used in the BD Paradigm Link and the LifeScan OneTouch UltraLink glucose meters is described in the

software requirements specification (K89411) provided in Attachment 1. This specification was provided to LifeScan by
Medtronic MiniMed prior to their development of the OneTouch UltraLink glucose meter and served as the basis for
LifeScan’s development of the new meter’s RF hardware and software. The successful completion of the system level
communications testing confirmed that the new LifeScan meter successfully implements this telemetry protocol. Additional
details regarding verification testing performed by LifeScan to confirm that the OneTouch UltraLink meter complies with all
specified requirements are provided in the 510(k) submitted by LifeScan K073231 for the OneTouch UltraLink meter.

Discussion (Adequate); The sponsor has provided ihe communication specifications of the pump and believes their system level
testing proves the meter and pump communicate properly.  believe that if the sponsor adequately describes all the system level
testing that the sponsor has performed that this is sufficient data. Since I have asked for a detailed DCAS table above, I believe this
concern will be addressed with such a DCAS table. I have no additional concerns.

c. As part of your DCAS table, please identify what risk analysis (e.g., FMEA) was used to analyze the
risk associated with your device/labeling modification.
Sponsor’s Response
The analaysis of risks associated with our labeling medification to indicate compatibility with the LifeScan OneTouch
UltraLink meter was conducted in accordance with  (b)4) | This analysis is docamented in an engineering report and is
provided as Attachment 2 of this submission for your reference,

Discussion (Adequate): The sporsor has provided a risk anolysis that should be incorporated into their DCAS table. | am unsure
why they did not incorporate this infovmation inio the table. As I have already asked for a detailed DCAS table, I believe the risks
associated in Attachment 2 will be included in the DCAS table. Since the sponsor said their risk analysis is in accordance with (b)(4)
(b)(4) |the sponsor has identified the risk analysis method for their device. As such, I have no additional concerns,

2. You have indicated that your device can be used with any glucose meter having similar communication protocols,
but you have not provided testing to support the safe use of your device with all glucose meters. The Agency
belicves, the testing reflected in your DCAS table should support the safe use of your device for every glucose
meter in which you intend to labet your device with (i.c., LifeScan OneTouch Ultralink blood glucose meter) and
your labeling should stipulate testing has only been performed on the glucose meters you identify.

Sponsor’s Response

We currently only intend to label our insulin pumps to indicate they are capable of receiving glucose values transmitted by

the BD Paradigm Link meter and the new LifeScan OneTouch UltraLink meter. The statement in our original submission

indicating that “Glucose values from any FDA cleared home glucose meter may be used as input for the pump’s “Bolus

Wizard” and therefore there is no limitation on pump functionality even when used with meters other than the BD Paradigm

Link or LifeScan OneTouch UltraLink™ is referring to the fact that a glucose value calculator. However, at this time, there

are no other meters that will be marketed in the United States that will included the ability to transmit glucose values via RF

to Paradigm infasion pumps.

Discussion (Adequate): The sponsor has clearly stated that the only two meters for which their pump can receive glucose meter
readings are from the BD Paradigm Link or the LifeScan OneTouch UltraLink glucose meter. The sponsor has specifically identified
the only two meters for which this pump can be used. Therefore, 1 believe the sponsor has provided adequate information,

3. You have submitted this special 510(k) application for your Paradigm insulin pump models MMT-512, MMT-712,
MMT-515, and MMT-715 because of a labeling change in which you indicate compatibility with the LifeScan
OneTouch Ultralink blood ghucose meter. However, currently this meter does not have Agency clearance. Please be
advised that your application containing your labeling changes cannot receive clearance until LifeScan receives
clearance from the Agency for their glucose meter,

Sponsor’s Response
We understand and acknowledge that our special 510(k) can not be clearcd until FDA has cleared the LifcScan 510(k) for the

OneTouch UltraLink glucose meter.



Discussion (Additional Info Requived): The sponsor has acknowledged that the subject device cannot be cleared prior to the
clearance of the LifeScan OneTouch Ulralink blood glucose meter. I have discussed the LifeScan OneTouch Ultralink blood glucose
meter veview (K073231) with the OIVD lead reviewer, Ms. Patricia Bernhardt on Friday 1-18-08 and she informed me that
K073231 is still under review and the application will be put on hold for additional information. Since the glucose meter is curvently
uncleared, the subject device cannot be cleared. This issue has been expressed clearly to Medtronic on a number of telephone
conversations in which they have aclkmowledged this concern and was confirmed with our advisory above, so I am unsure why the
sponsor would rapidly respond (application placed K073336 on hotd 12-18-07, response received 12-28-07) to my additional
information request when the glicose meter that they intend to communicate with does not have clearance. In discussions with
branch chief My, Anthony Watson, he indicated that there is an Outstanding device letter that may be appropriate, but upon reading
the outstanding device boilerplate letter, it appears the sponsor has only 30 days to respond without the option of extension before
the application is withdrawn/deleted. I brought this to the attention of 510k staff director, Ms. Heather Rosecrans who informed me
that this outstanding device letter was intended to be used for devices that needed a clinical study and the resulis of this study would
take much longer than the 6 month extension the Agency gives to 310k applicants. Ms Rosecrans informed me that she thought the
outstanding device leiter would not be appropriate in this instance. Instead, since the application was submitted after 10-2-07, we
are allowed to place the application on hold for more than 2 rounds before maling a final recommendation. She recommended that
we continue to place the device on hold for labeling thetr device with a device that is not ¢ legally marketed device. This deficiency
would be an outstanding deficiency until the glicose meter is cleared. Last, from discussions with Ms. Rosecrans, it occurred to me
that the testing the sponsor has detailed in the DCAS table may not be appropriate since the sponsor is conducting testing with an
uncleared glucose meter. The Agency has a long history of requiring bench testing on products that are on the final finished device.
As the glhicose meter is not cleared, the sponsor cannot guarantee that the testing evaluaning the communication between the
meter/pump has been pexformed on the final finished device. As such, 1 believe the sponsor should certify that the testing performed
on the meter/subject device are both on the final firished device. I recommend deficiency #2 in KO73336/81 deficiencies.

K073356/SI Deficiencies

You have provided a Design Control Activities Summary (DCAS) table that identifies only one risk with your
device and the LifeScan OneTouch UltraLink glucose meter (i.¢., pump displaying different glucose value than the
glucose meter). However, the Agency believes there are additional risks that you have not incorporated into your
DCAS table that should be included. For example, the Agency believes there are Electromagnetic Compatibility
(EMC) concerns that your device may nol communicate property with the LifeScan OneTouch UltraLink glucose
meter. Presumnably, you have tested the communication of your pump with the LifcScan OneTouch UltraLink
ghicose meter for example interference or immunity using a variety of phones, metal dctectors, household emitters,
etc. that mitigates such EMC concerns. This type of testing must be incorporated into your DCAS table with each
test having their own specific risk and acceptance criteria that allows you to mitigate the identified risk. In addition,
you have stated that you have performed a formal risk analysis according ta_ (0)(4) | please incorporate those
risks and their corresponding verification activity, acceptance criteria, and results of verification into your DCAS
table that allows you to claim communication compatibility of your pump with the LifeScan OncTouch UltraLink
glucose meter.

2. You have indicated that the Paradigm pump models MMT-512, -712, -515, and -715 are to communicate with the
LifeScan OneTouch Ultralink blood glucose meter. However, the Agency is unaware of the LiteScan OneTouch
Ultralink blood glucose meter as being a legally marketed device. Please address the following concerns.

a. The Agency believes your device product labeling can only identify communication with medical
devices that have been Agency cleared. Please provide the 510(k) numbers of all medical devices with
which your pump models are labeled to communicate with.

b. You have provided a DCAS table that identifies testing of your pump with the LifcScan OneTouch
Ultralink blood glucose meter. The Agency believes testing of your device with other medical devices
should be performed on final finished devices for every device. Since the Agency is unaware of the
LifeScan OneTouch Ultralink blood glucose meter being a legally marketed device, bench testing with
this device cannot be performed on the final finished device. Please update your DCAS table to
include testing of your device with only legally marketed (i.e., final {inished device) blood glucose
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meters that you intend to communicate with (i.e., LifeScan OneTouch Ultralink blood glucose meter).
Please certify that all testing described in the DCAS table are on final finished devices.
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Charles Zimliki, Ph.D
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Email Sent to Sponsor 1-29-08

From: Zimliki, Charles L* (CDRH)

Sent: Tuesday, January 29, 2008 4:28 PM
To: 'Faillace, Mark’

Cc: Watson, Anthony

Subject: K073356/S1 - On Hold

Mark,

Good evening. The Agency still has concerns with regards to your pump application and | wilt be placing your 510(k)
application, KO73356/S1 on hold untit you can address the following concerns that | have attached below. Please be
advised that this document is officially on hold and all responses to the listed concerns must be sent as a supplement to
application K073356 to the document mail center. | believe it would be helpful to discuss these concerns before
responding. Please feel free to contact me at 240-276-3671. Also, please acknowledge receipt of this email by sending
me a quick acknowledgement email,

Sincerely,
Chip

K073356/S1 Deficiencies

1. You have provided a Design Control Activities Summary (DCAS) table that identifies only one risk with
your device and the LifeScan OneTouch UltraLink glucose meter (i.e., pump displaying different glucose
value than the glucose meter). However, the Agency believes there are additional risks that you have not
incorporated into your DCAS table that should be included. For example, the Agency believes there are
Electromagnetic Compatibility (EMC) concerns that your device may not communicate properly with the
LifeScan OneTouch UltraLink glucose meter. Presumably, you have tested the communication of your
pump with the LifeScan OneTouch Ultralink glucose meter for example interference or immunity using a
variety of phones, metal detectors, household emitters, etc. that mitigates such EMC concems. This
type of testing must be incorporated into your DCAS table with each test having their own specific risk
and acceptance criteria that allows you to mitigate the identified risk. In addition, you have stated that
you have performed a formal risk analysis accordingtc  (h)@) please incorporate those risks and
their corresponding verification activity, acceptance criteria, and results of verification into your DCAS
table that allows you to claim communication compatibility of your pump with the LifeScan OneTouch
UltraLink glucose meter.

2. You have indicated that the Paradigm pump models MMT-512, -712, -5615, and -715 are {0
communicate with the LifeScan OneTouch Ultralink blood glucose meter. However, the Agency is
unaware of the LifeScan OneTouch Ultralink blood glucose meter as being a legally marketed device.
Please address the following concerns.

a. The Agency believes your device product labeling can only identify communication with
medical devices that have been Agency cleared. Please provide the 510(k) numbers of all
medical devices with which your pump models are labeled to communicate with.

b. You have provided a DCAS table that identifies testing of your pump with the LifeScan
OneTouch Ultralink blood glucose meter. The Agency believes testing of your device with
other medical devices should be performed on final finished devices for every device. Since
the Agency is unaware of the LifeScan OneTouch Ultralink blood glucose meter being a
legally marketed device, bench testing with this device cannot be performed on the final
finished device. Please update your DCAS table to include testing of your device with only
legally marketed (i.e., final finished device) blood glucose meters that you intend to
communicate with (i.e., LifeScan OneTouch Uliralink blood glucose meter). Please certify
that all testing described in the DCAS table are on final finished devices.

Charles "Chip" Zimliki, Ph.D.

Diabetes Team Leader

FDA/CDRH/ODE/DAGID/GHDB
Ph: 240-276-3671
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Email Received from Sponsor 1-25-08

From: Faillace, Mark [mark faillace@medtronic.com|
Sent: Friday, January 25, 2008 11:19 AM

To: Zimliki, Charles L* (CDRH)

Subject: Amendment To K073356

Attachments; Amendment To K073356.pdf

Hi Chip,

In reviewing our recent amendment to K073356, I noticed that one line of
text did not print at the top of page 4 of our submission and therefore

our response to the next to last question was not complete in the

hardcopy submitted to the Document Mail Center. I'm not sure how that
happened (since the line of text appears in the Word dociiment) but to
eliminate the possibility of any confusion, I've attached a PDF version

of the response that includes the missing text,

Sorry I didn't catch this before. As always, don't hesitate to let me
know if you require any additional information.

Regards,
Mark Faillace

Medtronic MiniMed
<<Amendment To K073356.pdf>>

CONFIDENTIALITY AND PRIVACY NOTICE

Information transmitted by this email is proprietary to Medtronic and is intended for use only by the individual or entity to which it is
addressed, and may contain information that is private, privileged, confidential or exempt from disclosure under applicable law. If you
are not the intended recipient or it appears that this mail has been forwarded to you without proper authority, you are notified that any
use or dissemination of this information in any manner is strictly prohibited. In such cases, please delete this mail from your records.

To view this notice in other languages you can either select the following tink or manually copy and paste the link into the address bar

of a web browser: http://emaildisclaimer.medtronic.com
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Email Received from Sponsor 1-25-08 file attached K073356(2).pdf



Dccember 28, 2007

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

RE: Supplement to K073356: Submission of Additional Information Requested By
Reviewer Dr. Charles Zimliki In Email Message Dated December 18, 2007

Dear Sir or Madam:

Medtronic MiniMecd is submitting this supplement to premarket notification K073356 to provide
the additional information requested by reviewer Charles Zimliki in an email dated December
18, 2007. For your convenience, each request included in Dr. Zimliki’s message are repeated,
verbatim below and followed by our response.

L The Design Control Activities Summary provided on page 6 of your application needs
modification. Please address the following concerns:

a. Your Special 510(k) does not include a Design Control Activities Summary (DCAS) table.
An adequate Design Control Activities Summary table is an essential part of a Special 510(k)
submission. Therefore, please provide a DCAS table, which identifies specific information on
the device modifications, all risks which result from these changes, verification activities, and
specific (quantitative) acceptance criteria, and result of verification. To elaborate, the DCAS
table should address potential risks due to the addition of adding the LifeScan OneTouch
UltraLink blood glucose meter fo the communication privileges of your paradigm insulin pump
models (e.g. EMC testing, communication compatibility testing, interference/immunily testing,
etc.). Any relevant changes in the manufacturing process, including the sterilization method,
should be considered as well. We have attached a copy of a Generic Design Activity Summary -
Table that addresses our concerns. Please modify your Design Control Activities Summary to
include this information.



Medtronic MiniMed Responsc

As indicated in our original submission, there are no hardware or software changes to Paradigm
insulin infusion pumps related to their use with the new LifeScan OncTouch UltraLink glucose
meter since the new LifeScan meter was developed using the same RF telemetry specification
used in the previously cleared BD Paradigm Link meter. Since there were no hardwarc or
software changes to any Medtronic MiniMed devices, design control activities focused on
confirmatory system level testing conducted using Paradigm insulin infusion pumps in
combination with LifeScan OneTouch UltraLink meters. These verification activitics arc
summarized in the table that follows:

Design Control Activitics Summary

Modification Risk

Verification Activity

Acceptance
Criteria

Results of
Verification

Modification of
pump labeling to
indicate that these
pumps can
receive plucose
values transmitted
by the LifeScan
OneTouch
UltraLink glucose
meter (in addition
to the current BD
Paradigm Link
glucose meter)

(b)(4)

1o



b. In addition to the requested information in la, you have also identified in your
application that the LifeScan OneTouch UltraLink blood glucose meter uses identical
communication as the BD Paradigm Link glucose meter. Please specify the communication
characteristics of each glucose meter and your paradigm insulin pumps that allow you to make
this claim. Please include this information in your DCAS table.

Medtronic MiniMed Response

The RF protocol used in the BD Paradigm Link and the LifeScan OneTouch UltraLink glucose
meters is described in the software requirements specification (ES9411) provided as Attachment
1. This specification was provided to LifeScan by Medtronic MiniMed prior to their
development of the OneTouch Ultrallink glucose meter and served as the basis for LifeScan’s
development of the new meter’s RF hardware and software. The successful complction of the
system level communications testing confirmed that the new LifeScan meter successfully
implements this telemetry protocol. Additional details regarding verification testing performed
by LifeScan to confirm that the OneTouch UltraLink meter complies with all specified
requircments are provided in the 510(k) submitted by LifeScan (K073231) for the OneTouch
UltraLink meter.

c. As part of your DCAS table, please identify what risk analysis (e.g. FMEA) was used to
analyze the risks associated with your device/labeling modification.

Medtronic MiniMed Response

The analysis of risks associated with our labeling modification to indicate compatibility with the
LifeScan OneTouch UltraLink meter was conducted in accordance witl (04 | This
analysis is documented in an engineering report (ER07-4896) and is provided as Attachment 2 of
this submission for your reference.

2. You have indicated that your device can be used with any glucose meter having similar
communication protocols, but you have not provided testing to support the safe use of your
device with all glucose meters. The Agency believes, the testing reflected in your DCAS table
should support the safe use of your device for every glucose meter in which you intend to label
vour device with (i.e LifeScan OneTouch Ultralink blood glucose meter) and your labeling
should stipulate testing has only been performed on the glucose meters you identify.

Medtronic MimMed Responsc

We currently only intend to label our insulin pumps to indicate they arc capable of receiving
glucose values transmitted by the BD Paradigm Link meter and the new LifeScan OneTouch
UltraLink meter. The statement in our original submission indicating that “Glucose values from
any FDA clcarcd home glucose meter may be used as input for the pump’s “Bolus Wizard” and
therefore there is no limitation on pump functionality even when used with meters other than the
BD Paradigm Link or LifcScan OneTouch UltraLink.” is referring to the fact that a glucose value
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from any glucose meter can be manually entered by the user for usc in the “Bolus Wizard”
calculator. However, at this time, there are no other meters that will be marketed in the United

States that will includc the ability to transmit glucose values via RF to Paradigm infusion pumps.

3. You have submitted this special 510(k) application for your Paradigm insulin pump
models MMT-312, MMT-712, MMT-515, and MMT-715 because of a labeling change in which
you indicate compatibility with the LifeScan OneTouch UltraLink blood glucose meter.
However, currently this meter does not have Agency clearance. Please be advised that you
application containing labeling changes cannot receive clearance until LifeScan receives
clearance from the Agency for their glucose meter. :

Medtronic MiniMed Response

We understand and acknowledge that our special 510(k) can not be cleared until FDA has
cleared the LifcScan 510(k) for the OneTouch UltraLink glucose meter.

Please do not hesilate to contact mc via telephone (818-576-5616) or email
(mark.faillace@medironic.com) if you require any additional information or clarification.

Sincerely,

Mark J. Faillace
Senior Director, Regulatory Affairs and Product Reporting

LY



Attachment 1

Telemetry Specification
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Attachment 2

Risk Analysis
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4 o SEVICES i .
& oy
4 A Food and Drug Administration
3‘; ( : Office of Device Evaluation &
3 : Office of In Vitro Diagnostics
"':nh COVER SHEET MEMORANDUM

- : _
; Y. S y
From: Reviewer Name Cllﬁh/ /éf ZfL?’l/I /!f

Subject:  510(k) Number KO7 g__z CCJ

To: The Recard #
Please list CTS decision code

0O Refused to accept (Note: this is' donsidered the first review cycle, See Screening Checklist
http://eroom.fda.gov/ieRoomReq/Files/CNORH3/C DRHPremarketNotification5 10kProgram/ Screening Checklist)

¥, Hold (Additional Information @‘g_pﬁ@@bid). |
U Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision (i.e., SE, SE with-Limitations, etc.):

Indications for Use Page Attach IFU
51D(k) Summary /510{k) Statement Altach Summary
Truthful and Accurate Statement Must be presenf for a Final Decrsron

s the dewce Class III? |
E
If yes, does firm include Class il Surnmary? E Must be present for a Final Decision

Does firm reference standards?
{If yes, please attach form from
hitp:/feroom.fda. qow‘eRoomReq/FlIeleDRHS/CDRHPremarketNotlf cation510kProgram/Q_4136/ABB
REVIATED STANDARDS DATA FORM. DOC)

Is this a combination product’r‘
(Please specify category , 8ee
http:ffercom.fda. govieRoomRea/Flles/CDRA3/CDRHPremarketNotification510kPrograrm/0 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).00C
Is this a reprocessed single use device?
{Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, hitp://www.fda. v0|e/1216.html)
Is this dewce intended for pediatric use only? -

Is this a prescnphon device? {If both prescription & OTC, check both boxes. )

| Is clmlcal data necessary to support the review of this 510(k)?

Does this dewce :nclude an Anlmalz;l;}ue Source?

Is this device subject to Section 525 Postmarket Surveillance? 7 | Contact O5B.
{Postrmarket Surveillance Guidance, :
htip:/fiwww fda. gov/cdrb/osh/guidance/316. himl)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC,

_ Guidance, http:/iwww.fda. qovlcdrhlcomeQuzdanceﬁ69 html)
Regulatlon Number Class* Product Code

(*If unclassiﬁed, see 510(k} Staff)

ZVQ:/ é oG8 /J//f/o%

(Bra@éh Chigfi—" (Branch Code) (Date)

Final Review:

{Division Director) ' (Date)
Rev. 5/30/07 : - | a7



PRE-REVIEW FORM: COMPANY/DEVICE HISTORY

Please complete the pre-review form prior to beginning the review of this 510(k}). This form
is designed to be a tool to identify key items that may be important to consider regarding
the regulation of the subject device and if you should even begin the review of the 510(k}).

if you answer YES to quéstions 1, 2 or &; do NOT beqgin the review of this 51 0fk):

1.

Are you aware of the submitter being the subject of an integrity investigation?
(Please see H: \INTEGRITY LIST\CDRH REVIEWER SCREENING LIST.DOC)

15 the device exempt from 510( ) by regulatlon ‘(Please see
http://ercom.fda.govieRoomReq/Files/CORH3/CDRH PremarketNotlflcatlon510kProgr
m/0_4134/510(K)%20EXEMPT%20%20FORM.DOC or subject to enforcement
discretion (No regulation - See 510(k) Staff)?

Daes this device type require a PMA by regulation?
(Please see management.)

Questions 4-8 are intended to help you start your review:

4. |s this 510(k} a candidate fo‘_r "Refuse to ACGEpt"?
(If s0, please use the Traditional/Abbreviated or Special 510{k) Refuse to Accept
Screening Checklist, .
hitp:/leroom.fda.govieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProara
m/0_4d6%/Screening%20Checklist.doc)
5. a. Did the firm request expedited review? {See management,)
b. Was expedited review granted? {See Guidance for Industry and FDA Staff:
Expedited Review of Devices for Premarket Submissions,
http:/www.fda. qovlcdrhfmdufmalqundancem08 html)
6. To the best of your knowledge, was there a Please hst document number
pre-IDE, 513(g) or other pre-submission for this | andfor date, here:
type of device?
7. To the best of your knowledge, has a 510(k) Please list document number, here:
previously-been submitted for this specific device
(i.e., previously found NSE or withdrawn}? |
8. Does this device have indications or technology that are cross-cutting and impact the

review policy of another branch{es)? {Please contact other branch{gs) and see
Guidance for Industry and FDA Staff on Bundling Multiple Devices or Mump!e
Indications in a Single Submission

http:/fwww.fda. gov/edrh/mdufmalquidance/12.15.htmi)

Rev. 5/30/07




SPECIAL 510(k): Device Modification

ODE Review Memorandum {Decision Making Document is Attached)

To:

Date:

December 18, 2007

THE FILE RE: DOCUMENT NUMBER K073356

Nt

From: Charles Zimliki, Ph.D., Diabetes Team Leader (HEZ-480) Division: DAGID/GHDB

Device Names: Paradigm Model MMT-512

Paradigm Model MMT-712
Paradigm Model MMT-515/MMT-715

Classification: LZG, Infusion Pump, 21 CFR 880.5725, Class I

Company:  Medtronic MiniMed

1800 Devonshire Street
Northridge, CA 91325

Contact: Mark Faillace, Senior Director, Regulatory Affairs and Product Reporting

Dated:
Received:

Phone; 818-576-5616, Email: mark.faillace@medtronic.com

November 28, 2007
November 29, 2007

Recommendation: | recommend that Additional Information {Telephone Hold) is needed to determine equivalence. |

emailed the sponsor on 12-18-07 (email attached to memo) with the Agency’s concerns.

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own Class Il,
Class lll or Class | devices requiring 510(k). The following items are present and acceptable (delete/add

items as necessary):

1. The name and 510(k) number of the SUBMITTER’S previously cleared device.

e Paradigm Model MMT-512 (K030531), LZG, NBW
e Paradigm Model MMT-712 (K031390), LGZ
. Paradlgm Model MMT-515/MMT-715 (K040676), LZG

Reviewer’s note. K031390 appears to have a different product code (i.e., LGZ) than the other two
predicate device product codes of LZG. The product code, LGZ is a Warmer, infusion, fluid that is
curvently unclassified. As this device is not a fluid warmer, I examined the memo of K031390 and [ believe
it is apparent that the reviewer cleared this device as an infusion pump, but due to typos in the reviewer's
memo and the clearance letter, K031390 was cleared under the LGZ product code, which was an ervor. I

believe the appropriate product code for all the predicate devices is LZG.

2 Submitter's statement that the INDICATION/INTENDED USE of the modified device as described in its
labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for use,
package labeling, and, if available, advertisements or promotional materials (labeling changes are

permitted as long as they do not affect the intended use).



e Subject Device (K073356, Attachment 2}
*  The Medtronic MiniMed Paradigm Model MMT-512, MMT-712, MMT-515, and MMT-715 insulin
infusion pumps are indicated for the continuous delivery of insulin, at set and variable rates, for the
management of diabetes mellitus in persons requiring insulin,

» Predicate Device (K0O30531) _

=  The Medtronic MiniMed Paradigm Model MMT-512insulin pump is indicated for the continuous
delivery of insulin, at set and variable rates, for the management of diabetes mellitus in persons
requiring insulin.

»  The BD Paradigm Link Blood Glucose Monitor is intended to be used for the quantitative measurement of
glucose in whole blood. It is intended for use by people with diabetes mellitus in the home as an aid to
monitor the effectiveness of diabetes control. It is not intended for use in the diagnosis of or screening oft
diabetes mellitus and is not intended for use on neonates. The BD Paradigm Link Blood Glucose Monitor
is specifically indicated for the quantitative measurement of glucose in whole blood samples obtained form
the fingertip.

*  When used together, the BD Paradigm Link Glucose Monitor can automatically telemeter glucose values
to the Model 512 insulin pump using radio frequency communication. The glucose value received by the
Model 512 insulin pump is used as the default glucose value by the pump’s bolus wizard feature if the
bolus wizard is used within 12 minutes of the glucose value transmission.

» Predicate Device (K031390})
» The Medtronic MiniMed Paradigm Model MMT-712insulin pump is indicated for the continuous
delivery of insulin, at set and variable rates, for the management of diabetes mellitus in persons
requiring insulin.

» Predicate Device (K040676)
*  The Mcdtronic MiniMed Paradigm Models MMT-515/MMT-715 insulin pumps are indicated for the
continuous delivery of insulin, at set and variable rates, for the management of diabetes mellitus in
persons requiring insulin,

Discussion (Additional Info Required). Whai to do? The sponsor clearly states on page 5 of the application that
the intended use of their predicate devices have not changed. However, the indication of K030531 is clearly more
verbose than the newly proposed indication (above). K030531 appears to contain both the indication of the pump,
sensor and sensor/pump system. On December 18, 2007, I spoke with branch chicf, Mr. Anthony Watson about this
discrepancy and Tony requested I confer with POS (Ms. Rosecrans) to see if that particular predicate device
(K030531) would qualify for a special 510(k) application given the proposed indication. Tony also asked me to
look at the product labeling of the predicate device having the general indication (K040676 and/or K031390).
Tony felt that it might have been possible that application K030531 was the only application that specifically refers
to a specific ghicose meter. Upon inspection of KO40676, I found that the product labeling (Section J, Appendix 3,
Part 2) indeed specified a specific blood glucose meter (i.e., BD blood glicose meter) and yet the Agency agreed to
allow a general indication to the 510(k) application. Based on this information, Tony and I believe we should allow
removal of the glucose meter indication from the predicate device and allow the sponsor to have a general
indication, which is similar to K031390 and K040676. However, I believe the sponsor should specify the glucose
meter in which they have provided testing (i.e., Lifescan OneTouch Ultralink glucose meter) in their product
labeling. This appears to be the precedent that has been established in K031390 and K040676. Please see
deficiency #2. To further support the ability to keep this a special 510(k) application, later that day (1 2-18-07), I
tried to reach Ms. Rosecrans, but she was unavailable for most of the day with meetings. Instead, I spoke to Ms.
Brandi Stuart of POS and she informed me that the removal of the glucose meter indication from K030531 could
still qualify this device for a special 510(k) application since the insulin pump is not technologically different and
the BD glucose meter is no longer being manufactured, Brandi believed this change (or removal) of indication is
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possible in the special 510(k) application realm. Because POS agreed with keeping this issue within the special
510¢k} realm.

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, user’s and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

+ Medtronic MiniMed is submitting this special 510(k) to request clearance for minor labeling changes
to Medtronic MiniMed Paradigm insulin pumps (models, MMT-512, MMT-712, & MMT-515/715). The
labeling change is limited to informing the users that these devices can receive blood glucose values
sent from the LifeScan OneTouch UltraLink blood glucose meter via RF telemetry. Currently, the
lifeScan glucose meter is not cleared for use.

» The sponsor states on page 5 of the application that there are no hardware or software changes
to any of the previously cleared devices associated with their optional use with the LifeScan
OneTouch UltraLink glucose meter. Since the new LifeScan meter uses the same telemetry
protocol as the previously cleared BD Paradigm Link Meter, all aspects of communication
between the Paradigm insulin infusion pumps and the BD Paradigm Link and LifeScan
OneTouch Ultralink are identical.

Discussion (Adequate): This special 510(k) application was the result of branch chief Mr. Anthony Watson and OIVD
representative Ms. Patricia Bernhardt’s communication with the sponsor. BD is no longer producing the glicose meter
in which had communication privileges with the Paradigm insulin pumps. Through multiple conversations with
Medtronic, the Agency informed Medtronic that a special 510(k} submission would be needed to modify the labeling of
the infusion pumps that have 510(k} clearance (i.e., models MMT-512, -715, -515, & -713) and a PMA supplement
would be needed for infusion pumps that ave approved under P980022 (i.e., models MMT-522 & -722). Therefore, this
special 510¢k} application is in conformance with the Agency’s recommendation and the modifications made to the
Paradigm models (MMT-312, -715, -515, & -713) is appropriate for a special 510(k) application.

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate device
including, labeling, intended use, physical characteristics, etc.
» Labeling
» The sponsor states on page 5 that labeling changes are limited to a package insert that will be
included with these pumps stating they are compatible with the new LifeScan meter. A copy of
this insert is provided in Attachment 1.

o Intended Use (K073358, Attachment 2)

e Physical Characteristics |dentical to previously cleared predicate devices.

Discussion {Advisory): The sponsor is only adding the LifeScan glucose meter to their product labeling. Curvently, this
glucose meter is under review and is not cleared. Ms, Patricia Bernhardt of OIVD is currently reviewing this 51 k)
submission (K073231) and she has informed me that the device application will be under review uniil January 14,
2008. Due to the fact that the due date for this application is before the decision of OIVD and I have additional
concerns with respect to the DCAS table (below), I believe I should add an advisory to my additional information
request. I recommend deficiency #2 (Advisory #1).

5. A Design Control Activities Summary which includes:

" A Design Control Activities Summary (DCAS) was provided by the sponsor (p. 6, K073356)
a) Risk Analysis

Gle



 Risk analysis was not specified by the sponsor. The sponsor needs to provide this information.
See discussion below.

b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied
« The sponsor did not provide a DCAS table that identifies the risks and/or procedures to verify the
compatibility of this meter with respect to all of the Paradigm insulin pumps. The sponsor needs
to provide this risk analysis and table. See discussion below.

Discussion (Additional Info Required). The sponsor did not provide a DCAS table nor did the sponsor identify the risk
analysis method used to generate their design control activity summary. The sponsor has only indicated that they have
performed a system level analysis. I have been informed by Heather Rosecrans of POS that we are unable to review
data/experimental reports in a special 510(k) application so I informed the sponsor that I could not evaluate the
adequacy of their reports in a special 510(k) application and if they wanted to keep this as a special 510(k) application,
they would need to provide a design control activity summary table in their application. The sponsor informed me on
12-17-07 that they were not aware that I could not review test reports in a special 510(k} application, but they would
still like to be a special 510(k) application. Therefore, I informed the sponsor that I would be placing their application
on hold and they should be receiving my concerns via email shortly. In addition to the DCAS, 1 also believe the sponsor
should clearly show how the communication of the new LifeScan OneTouch UltraLink blood glucose meter is
compatible with the Pavadigm infusion pumps in their DCAS table. I recommend deficiency #1 to the sponsor.

¢) Declaration of conformity with design controls. The declaration of conformity should include:

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

+ Found in KO73356, Attachment 3

i) A statement signed by the individuat responsible, that the manufacturing facility is in
conformance with design control procedure requirements as specified in 21 CFR 820.30 and the
records are available for review.

« Found in KO73356, Attachment 3

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for

Use Enclosure {(and Class Il Summary for Class lll devices).
» Truthful and Accuracy Statement — KO73356, Attachment 5
¢ 510(k) Statement — KO73356, Attachment 4
¢ Indication for Use page - K0O73356, Attachment 2

Contact History

12-18-07 I informed sponsor that we cannot review test data in a special 510(k) and asked the sponsor if they would like
to convert the special to a traditional 510(k) application. The sponsor informed me that they believe they would
like to keep the application as a special 510(k). I informed them that we could not review the test data ina
special 510(k) application and that I would be placing this application on hold and requesting additional
information with regards to a proper Design Control Activity Summary Table. Sponsor agreed to be being
placed on hold and is awaiting an email with the Agency’s concerns.
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"SUBSTANTIAL EQUIVALENCE” (SE) DECISION MAKING DOCUMENTATION

Yes No
1. Same Indication Statement? : X . fFYES=GoTo3
| 2 Do Differences Alter The Effect Or Raise New Issues of o I YES = Stop NSE
Safety Or Effectlveness'? ; _ :
3. Same Technologlcal Characteristics? X IfYES = GoTo 5
4. Could The New Characteristics Affect Safety Or ~~ If'YES=GoTo6
Effectiveness? f
5. Descnptlve Characterlstlcs Precise Enough? H . :. X IleO = GoToB -
:  YES=StopSE
6. New Types Of Safety Or Effectiveness Questions? ~~ | IfYES = StoprNSE """""""""""""""""
7. Accepted Scientific Methods Exist? | [fNO = Stop NSE
8. Performance Data Available? X IfNO=RequestData
9. Data Demonst.réte Equivalence? ; * Final DeC|5|on
Note: See

http://eroom fda.oovieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_4148/FL OWCHART%20DE
CISION%20TREE%20.D0C for Flowchart to assist in decision-making process. Please complete the following table
and answer the corresponding questions. "Yes" responses to questions 2, 4, 6, and 9, and every "no" response requires
an explanation.

1. Explain how the new indication differs from the predicate device's indication:

2. Explain why there is or is not a new effect or safety or effectiveness issue:

3. Describe the new technological characteristics:

4. Explain how new characteristics could or could not affect safety or effectiveness:
5. Explain how descriptive characteristics are not precise enough:

Sponsor did not provide a DCAS table associated with the modifications made to the product labeling.

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
7. Explain why existing scientific methods can not be used:
8. Explain what performance data is needed:

Sponsor should provide a DCAS table.

9, Explain how the performance data demonstrates that the device is or is not substantially equivalent:

K073356 Deficiencies

The sponsor must provide additional information for me to determine if the subject device is substantially
equivalent to the predicate devices.
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1. The Design Control Activities Summary provided on page 6 of your application needs modification. Please address
the following concerns.

a. Your Special 510(k) does not include a Design Control Activities Summary (DCAS) table. An
adequate Design Control Activities Summary table is an essential part of a Special 510(k) submission.
Therefore, please provide a DCAS table, which identifies specific information on the device
modifications, all risks which result from these changes, verification activities, and specific
(quantitative) acceptance criteria, and results of verification. To elaborate, the DCAS table should
address potential risks due to the addition of adding the LifeScan OncTouch UltraLink blood glucose
meter to the communication privileges of your paradigm insulin pump models (e.g., EMC testing,
communication compatibility testing, interference/immunity testing, etc.). Any relevant changes in the
manufacturing process, including the sterilization method, should be considered as well. We have
attached a copy of a Generic Design Control Activity Summary Table that addresses our concems.
Please modify your Design Control Activities Summary to include this information.

b. Inaddition to the requested information in 1a, you have also identified in your application that the
LifeScan OneTouch UltraLink blood glucose meter uses identical communication as the BD Paradigm
Link glucose meter. Please specify the communication characteristics of each glucose meter and your
paradigm insulin pumps that allow you to make this claim. Please include this information in your
DCAS table.

¢. Aspart of your DCAS table, please identify what risk analysis (e.g., FMEA) was used to analyze the
risk associated with your device/labeling modification.

2. You have indicated that your device can be used with any glucose meter having similar communication protocols,
but you have not provided testing to support the safe use of your device with all glucose meters. The Agency
believes, the testing reflected in your DCAS table should support the safe use of your device for every glucose
meter in which you intend to label your device with (i.e., LifeScan OneTouch Ultralink blood glucose meter) and
your labeling should stipulate testing has only been performed on the glucose meters you identify.

3. You have submitted this special 510(k) application for your Paradigm insulin pump models MMT-512, MMT-712,
MMT-515, and MMT-715 because of a labeling change in which you indicate compatibility with the LifeScan
OneTouch Ultralink blood glucose meter. However, currently this meter does not have Agency clearance. Please be
advised that your application containing your labeling changes cannot receive clearance until LifeScan receives
clearance from the Agency lor their glucose meter.

(AL 7

Charles Zimliki, Ph.D 2 Dato
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Email Sent to Sponsor 12-18-07

From: Zimliki, Charles L* (CDRH)

Sent: Tuesday, December 18, 2007 6:08 PM

To: 'Faillace, Mark’

Cc: Watson, Antheny

Subject: K073356 - On Hold - Additional Information needed
Attachments: Generic DESIGN CONTROL ACTIVITIES SUMMARY TABLES.DOC
Mr. Faillace,

My name is Chip Zimliki and | am the reviewer for your special 510(k) application, K073556, the Paradigm Insulin pump (models
MMT-512, -712, -515, & -715). | have some questions that need addressed and | will be placing your device application on hold until
you can address the following concems that | have attached below. Please be advised that this document is officially on hold and all
responses to the listed concems must be sent as a supplement to application KO73356 to the document mail center. Please feel free
to conlact me at 240-276-3671 if you have any questions. Also, piease acknowledge receipt of this email, by sending me a quick
acknowledgement/email.

Sincerely,

Chip

Charles "Chip" Zimliki, Ph.D.
Diabetes Team Leader
FDA/CDRH/ODE/DAGID/GHDB
Ph: 240-276-3671
K073356 Deficiencies
1. The Design Control Activities Summary provided on page 6 of your application needs modification. Please address the following
CONCems.
a.  Your Special 510(k) does notinclude a Design Control Activities Summary (DCAS) table. An adequate Design
Control Activities Summary table is an essential part of a Special 510(k) submission. Therefore, please provide a
DCAS table, which identifies specific information on the device modifications, all risks which result from these
changes, verification activities, and specific (quantitative) acceptance criteria, and results of verification. To
elaborate, the DCAS table should address potential risks due to the addition of adding the LifeScan OneTouch
UltraLink blood glucose meter to the communication privileges of your paradigm insulin pump models {e.g., EMC
testing, communication compatibility testing, interference/immunity testing, etc.). Any relevant changes in the
manufacturing process, including the sterlization method, should be considered as well. We have attached a copy
of a Generic Design Control Activity Summary Table that addresses our concemns. Please modify your Design
Control Activities Summary to include this information.
5. In addition to the requested information in 1a, you have also identified in your application that the LifeScan
OneTouch UltraLink blood glucose meter uses identical communication as the BD Paradigm Link glucose meter.
Please specify the communication characteristics of each glucose meter and your paradigm insulin pumps that
allow you to make this claim. Please include this information in your DCAS table.
G As part of your DCAS table, please identify what risk analysis (e.g., FMEA) was used to analyze the risk
associated with your device/labeling modification.

2. You have indicated that your device can be used with any glucose meter having similar communication protocols, but you have
not provided testing to support the safe use of your device with all glucose meters. The Agency believes, the testing reflected in
your DCAS table should support the safe use of your device for every glucose meter in which you intend to label your device with
(i.e., LifeScan OneTouch Ultralink blood glucose meter) and your labeling should stipulate testing has only been performed on
the glucose meters you identify.

3. You have submitted this special 510{k) application for your Paradigm insulin pump models MMT-512, MMT-712, MMT-515, and
MMT-715 because of a labeling change in which you indicate compatibility with the LifeScan OneTouch Ultralink blocd glucose
meter. However, currently this meter does not have Agency clearance. Please be advised that your application containing your
labeling changes cannot receive clearance until LifeScan receives clearance from the Agency for their glucose meter.

Generic DESIGN
JONTROL ACTIVIT..
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Generic “Design Control Activities Summary”

Device
Modification

Acceptance

Risk Verification Activity Criteria

Results of
Verification

Sponsor should
identify each
difference
between the
modified device
and the predicate
(cleared) device

(b)(4)

Sample “Design Control Activities Summary”

Moaodification

Acceptance

Risk Verification Actvity Criteria

Results of
Verification

Modification of
Compaonent “A”
by decreasing

(b)(4)

(b)(4)




DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

January 02, 2008 Rockville, Maryland 20850
MEDTRONIC MINIMED 510{k) Number: K073356

18000 DEVONSHIRE ST. Product: PARADIGM INSULIN
NORTHRIDGE, CA 21325 INFUSION PUMP,
ATTN: MARK J. FAILLACE ' MODELS MMT-512,

MMT-712, MMT-515

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or 1f any additional information is required. Please
remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (HFZ-401) at the above

letterhead address. Correspondence sent to any address other than

the one above will not be considered as part of your official
premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mall Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

On RAugust 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 51i0{(k)s. This guidance can be
found at http://www.fda.gov/cdrh/ode/guidance/1567.htm . Please refer
to this guidance for assistance on how to format an original submission
for a Traditional or Abbreviated 510 (k).

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution

until” you receive a letter from FDA allowing you to do so. As in

the past, we intend to complete our review as quickly as possible.
Generally we do so in 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause

the review to extend beyond 90 days. Thus, if you have not received

a written decision or been contacted within %0 days of our receipt

date you may want to check with FDA to determine the status of your
submission.

LS



If you have procedural guestions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at

(240)276-3150 or at their toll-free number {(800) 638-2041, or contact
the 510k staff at {(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiclogical Health
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December 28, 2007
DEC 31 2007

Food and Drug Administration
Center for Devices and Radiological Health Received
Office of Device Evaluation '
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

RE: Supplement to K073356: Submission of Additional Information Requested By
Reviewer Dr. Charles Zimliki In Email Message Dated December 18, 2007

Dear Sir or Madam:

Medtronic MiniMed is submitting this supplement to premarket notification K073356 to provide
the additional information requested by reviewer Charles Zimliki in an email dated December
18, 2007. For your convenience, each request included in Dr. Zimliki’s message are repeated,
verbatim below and followed by our response.

1 The Design Control Activities Summary provided on page 6 of your application needs
modification. Please address the following concerns:

a. Your Special 510(k} does not include a Design Control Activities Summary (DCAS) table.
An adequate Design Control Activities Summary table is an essential part of a Special 510(k)
submission. Therefore, please provide a DCAS table, which identifies specific information on
the device modifications, all risks which result from these changes, verification activities, and
specific (quantitative) acceptance criteria, and result of verification. To elaborate, the DCAS
table should address potential risks due to the addition of adding the LifeScan OneTouch
UltralLink blood glucose meter (o the communication privileges of your paradigm insulin pump
models (e.g. EMC testing, communication compatibility testing, interference/immunity festing,
ete.). Any relevant changes in the manufacturing process, including the sterilization method,
should be considered as well. We have attached a copy of « Generic Design Activity Summary
Table that addresses our concerns. Please modify your Design Control Activities Summary 16
include this information.
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Medtronic MiniMed Response

As indicated in our original submission, there are no hardware or software changes to Paradigm
insulin infusion pumps related to their use with the new LifeScan OneTouch UltraLink glucose
meter since the new LifeScan meter was developed using the same RF telemetry specification
used in the previously cleared BD Paradigm Link meter. Since there were no hardware or
software changes to any Medtronic MiniMed devices, design control activities focused on
confirmatory system level testing conducted using Paradigm insulin infusion pumps in
combination with LifeScan OneTouch UltraLink meters. These verification activities are
summarized in the table that follows:

Design Control Activities Summary

Modification

Risk

Verification Activity

Acceptance
Criteria

Results of
Verification

Modification of
pump labeling to
indicate that these
pumps can
receive glucose
values transmitted
by the LifeScan
OneTouch
UltraLink glucose
meter (in addition
to the current BD
Paradigm Link
glucose meter)




b. In addition to the requested information in 1a, you have also identified in your
application that the LifeScan OneTouch UltraLink blood glucose meier uses identical
communication as the BD Paradigm Link glucose meter. Please specify the communication
characteristics of each glucose meter and your puradigm insulin pumps that allow you to make
this claim. Please include this information in your DCAS table.

Medtronic MiniMed Response

The RF protocol used in the BD Paradigm Link and the LifeScan OneTouch UltraLink glucose
meters is described in the software requirements specification (ES9411) provided as Attachment
1. This specification was provided to LifeScan by Medtronic MiniMed prior to their
development of the OneTouch UltraLink glucose meter and served as the basis for LifeScan’s
development of the new meter’s RF hardware and software. The successful completion of the
system level communications testing confirmed that the new LifeScan meter successfully
implements this telemetry protocol. Additional details regarding verification testing performed
by LifeScan to confirm that the OneTouch UltraLink meter complies with all specified
requirements arc provided in the 510(k) submitted by LifeScan (K073231) for the OneTouch
UltraLink meter.

c. As part of your DCAS table, please identify what risk analysis (e.g. FMEA) was used to
analyze the risks associated with your device/labeling modification.

Medironic MiniMed Response

The analysis of risks associated with our labeling modification to indicate compatibility with the
LifcScan OneTouch UltraLink meter was conducted in accordance with| ()@ This
analysis is documented in an engincering report (ER07-4896) and is provided as Attachment 2 of
this submission for your reference.

2. You have indicated that your device can be used with any glucose meter having similar
communication protocols, but you have not provided testing to support the safe use of your
device with all glucose meters. The Agency believes, the testing reflected in your DCAS table
should support the safe use of your device for every glucose meler in which you intend to label
your device with (i.e LifeScan OneTouch UltraLink blood glucose meter) and your labeling
should stipulate testing has only been performed on the glicose meters you identify.

Medtronic MimMed Response

We currently only intend to label our insulin pumps to indicate they are capable of receiving
slucose values transmitted by the BD Paradigm Link meter and the new LifeScan OneTouch
UltraLink meter. The statement in our original submission indicating that “Glucose values from
any FDA cleared home glucose meter may be used as input for the pump’s “Bolus Wizard” and
therefore there is no limitation on pump functionality even when used with meters other than the
BD Paradigm Link or LifeScan OneTouch UltraLink.” is referring to the fact that a glucose value

(9



calculator. However, at this time, there are no other meters that will be marketed in the United

States that will include the ability to transmit glucose values via RF to Paradigm infusion pumps.

3. You have submitted this special 510(k) application for your Paradigm insulin pump
models MMT-512, MMT-712, MMT-515, and MMT-7135 because of a labeling change in which
you indicate compatibility with the LifeScan OneTouch UltraLink blood glucose meter.
However, currently this meter does not have Agency cleurance. Please be advised that you
application containing labeling changes cannot receive clearance until LifeScan receives
clearance from the Agency for their glucose meter.

Medtronic MiniMed Responsc

We understand and acknowledge that our special 510(k) can not be cleared until FDA has
cleared the LifeScan 510(k) for the OncTouch UltraLink glucose meter.

Please do not hesitate to contact me via telephone (818-576-5616) or email
(mark. (aillace@medtronic.com) if you require any additional information or clarification.

Sincerely,

Mark i\Faﬂlaoc
Scnior Director, Regulatory Affairs and Product Reporting

1v



Attachment 1

Telemetry Specitication
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Pages 217 through 222 redacted for the following reasons:

Exemption 4



Attachment 2

Risk Analysis
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Pages 225 through 233 redacted for the following reasons:

Exemption 4: Proprietary Test Data



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluaticon
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

April 03, 2008 Rockville, Maryland 20850
MEDTRONIC MINIMED 510 (k) Number: K073356

18000 DEVONSHIRE ST. Product: PARADIGM INSULIN
NORTHRIDGE, CA 91325 INFUSION FPUMP,
ATTN: MARK J. FATLLACE MCODELS MMT-512,

MMT-712, MMT-515

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or 1f any additional information is required. Please
remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (HFZ-401) at the above

letterhead address. Correspondence sent to any address other than

the one above will not be considered as part of your official
premarket notification submission. A4lso, please note the new

Bilue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

On August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 510(k)s. This guidance can be
found at http://www.fda.gov/cdrh/ode/guidance/1567.htm . Please refer
to this guidance for assistance on how to format an original submission
for a Traditional or Abbreviated 510 (k).

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until  you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.

Generally we do so in 90 days. However, the complexity of a submission
or a requirement for additional information may occasicnally cause
the review to extend beyond 90 days. Thus, if you have not received

a written decision or been contacted within 20 days of our receipt
date you may want to check with FDA to determine the status of your
submission.



if you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040,

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radioclogical Health
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Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockwville, MD 20850
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RE: Amendment to K073356: Submission of Additional Information Requested By
Reviewer Dr. Charles Zimliki In Email Message Dated January 29, 2008

Dear Sir or Madam:

Medtronic MiniMed is submitting this amendment to premarket notification K073356 to provide
the additional information requested by reviewer Charles Zimliki in an email dated January 29,
2008. For your convenience, each request included in Dr. Zimliki’s message is repeated,
verbatim in italics below and followed by our response.

1. You have provided a Design Control Activities Summary (DCAS) table that identifies
only one risk with your device and the LifeScan OneTouch UltraLink glucose meter (i.e., pump
displaying different glucose value than the glucose meter). However, the Agency believes there
are additional risks that you have not incorporated into your DCAS table that should be
included. For example, the Agency believes there are Electromagnetic Compatibility (EMC)
concerns that your device may not communicate properly with the LifeScan OneTouch UltraLink
glucose meter. Presumably, you have tested the communication of your pump with the LifeScan
OneTouch Ultralink glucose meter for example interference or immunity using a variety of
phones, metal detectors, househeld emitters, etc. that mitigutes such EMC concerns. This type of
testing must be incorporated into your DCAS table with each test having their own specific risk
and acceptance criteria that allows you to mitigate the identified risk. In addition, you have
stated that you have performed a formal risk analysis according to 0)@)  |please
incorporate those risks and their corresponding verification activity, acceptance criteria, and
results of verification into your DCAS table that allows you to claim communication
compatibility of your pump with the LifeScan OneTouch UltraLink glucose meter. ‘c 30

Medtronic MiniMed Response

As indicated in our initial 510(k) submission, the capability for Paradigm insulin infusion pumps
(MMT-512, MMT-712, MMT-515 and MMT-715) to receive glucose values via RF



transmission from the current BD Paradigm Link or the new LifeScan OneTouch UltraLink
glucose meters is offered as a convenience to the user. Even in the cvent the meter and insulin
pump are unable to communicate due to RF interference, the meter glucose measurement can be
manually entered into the pump for use in the insulin pump’s “Bolus Wizard” calculator. Since
there is no risk of patient harm in the event communication 1s interrupted, this was not listed as
risk in the DCAS provided previously. However, in response to your recent request, we have
expanded the DCAS table to identify both the interruption of communication and acceptance of
an incorrect glucose value as potential risks.

With respect to the risk of the insulin pump accepting a value that has been altered and therefore
differs from the value measured and transmitted by the LifeScan OneTouch UllraLink meter, this
risk 1s mitigated (and we believe eliminated) through the incorporation of robust data
integrity/error checking protocols in the pump application software. Please note that there has
been no change to the pump application software in association with use of Paradigm insulin
pumps with the LifeScan OneTouch Ultralink meter since data is transmitted by this new meter
using the same format as the previously cleared BD Paradigm Link glucose meter (K030531).

As background information, a description of this protocol is provided in the following section.

Paradigm Insulin Pump Telemetry Overview

(b)(4)



(b)(4)

Design Control Activities Summary

Modification

Risk

Acceptance

Verification Activity Criteria

Results of
Verification

Modification of
pump labeling to
indicate that the
Medtronic
MiniMed MMT-
512, MMT-712,
MMT-515 and
MMT-715 insulin
infusion pumps
can receive
glucose values
transmitted by the
LifeScan
OneTouch
UltraLink glucose
meter (in addition
to the current BD
Paradigm Link
glucose meter)

(b)(4)

24



(b)(4)

2 You have indicated that the Paradigm pump models MMT-512, -712, -515, and -715 are
to communicate with the LifeScan OneTouch Ultralink blood glucose meter. However, the
Agency is unaware of the LifeScan OneTouch Ultralink blood glucose meter as being a legally
marketed device. Please address the following concerns.

a.  The Agency believes your device product labeling can only identify communicaiion
with medical devices that have been Agency cleared. Please provide the 510(k) numbers

of all medical devices with which your pump models are labeled to communicate with.

Medtronic MiniMed Response

The current labeling for the MMT-512, MMT-712, MMT-515 and MMT-715 pumps indicate
that these devices can receive glucose values from the BD Paradigm Link glucose meter. The
Paradigm Link meter was cleared by FDA for commercial distribution under 510(k) K030531 on
June 17, 2003, The 510(k) for the LifeScan OneTouch UliraLink glucose meter is currently
under review by FDA (K073261).

As previously discussed with FDA and acknowledged in our prior 510(k) supplement, we
understand and agree that this 510(k) will not be cleared by FDA until FDA has cleared 510(k)
K073261 for the LifeScan OneTouch Ultralink glucose meter.

b. You have provided a DCAS table that identifies testing of your pump with the
LifeScan OneTouch Ultralink blood glucose meter. The Agency believes testing of your
device with other medical devices should be performed on final finished devices for every
device. Since the Agency is unaware of the LifeScan OneTouch Ultralink blood glucose
meter being a legally marketed device, bench testing with this device cannot be
performed on the final finished device. Please update your DCAS table to include testing
of your device with only legally marketed (i.e., final finished device) blood glucose meters
that you intend to communicate with (i.e., LifeScan OneTouch Ultralink blood glucose
meter). Pleuse certify that all testing described in the DCAS table are on final finished
devices.

Medtronic MiniMed Response

As a point of clarification, in most cases, the designs of new medical devices are finalized and
validation and qualification testing arc conducted on final fimished devices prior to submission of
the approval application to FDA. Therefore, it is possible (and actually common practice) to

U



conduct testing with final finished devices well in advance of the new device being cleared or
approved for commercial distribution by FDA.

To ensure this was the case for the system level RF testing we conducted with the LifeScan
OneTouch UltraLink meter, we required written assurance from LifeScan that the meters they
provided to us for the system level RF testing are equivalent (with respect to RF functionality) to
the version of the LifeScan OneTouch blood glucose meter that will be released for commercial
distribution once FDA has cleared 510(k) K073261. Documentation to this effect is provided in
this submission as Attachment 1. Please note that the LifeScan memo refers to the glucose
meters provided to Medtronic MiniMed for system level RF testing as (b))

(b)(4)

funcfionality, are equivale—nt to the OncTouch UltraLink meters that will be distributed following
FDA clearance for commercial distribution.

TI'hope this addilional information adequately addresses your remaining concerns. Please do not
hesitate to contact me via telephone (818-576-5616) or email (mark.faillace@medtronic.com) if
you require any additional mformation or clanfication.

Sincerely,

Mark J. Faillace
Senior Director, Regulatory Affairs and Product Reporting
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Attachment 1

System Level Test Unit Documentation
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To:
From:
Date:

Purpose:

Memorandum

(b)(4)
February 4, 2007

PF 3027608 Equivalence Documentation of meters provided to MiniMed
for verification/validation testing
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