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Fresenius Medical Care MA 2 9 2007

Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Summary of Safety and Effectiveness

This 510(k) Summary of Safety and Effectiveness is being submitted in accordance with the
requirements of SMDA 1990.

A. Submitter's Information:

Name: Fresenius Medical Care North America

Address: 920 Winter Street
Waltham, MA 02451

Phone: (781)-699-4475

Fax: (781) 699-9635

Contact Person: Janet C. Kay, Manager Regulatory Affairs

Date of Preparation: 16 January, 2007

B. Device Name:

Trade Name: Naturalyte Liquid Acid Concentrate

Common/Usual Name: Dialysate Concentrate for Hemodialysis (liquid)

Classification Name: Hemodialysis systems and accessories
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V t
Fresenius Medical Care

Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Summary of Safety and Effectiveness

C. Predicate Device Name:

The Fresenius Naturalyte® Liquid Acid Concentrate is a modified version of the
Fresenius Naturalyte Liquid Acid Concentrate1996):

* #K810925 (4/23/1981)- 9000 series
* #K823115 (12/3/1982) - 4000 series
* #K852310 (7/26/1985) - 6000 series

D. Device Description/indications for Use:

The intended use for the modified device is equivalent to that of the unmodified device:

Intended Use

Acid Concentrate for Bicarbonate Dialysis

E. Substantial Equivalence:

Substantial Equivalence Decision Making Process
1. Is the product a device?

YES - The Fresenius Naturalyte Liquid Acid Concentrates are a device pursuant to 21
CFR §201 [321] (h).

2. Does the new device have the same intended use?

YES - The intended use for the modified devices are equivalent to the unmodified
devices.

Fresenius modified Fresenius Naturalyte Liquid Acid Concentrates -
Intended Use

Acid Concentrate for Bicarbonate Dialysis

Fresenius unmodified Fresenius Naturalyte Liquid Acid Concentrates -
Intended Use

Acid Concentrate for Bicarbonate Dialysis

30
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Fresenius Medical Care

Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Summary of Safety and Effectiveness

3. Does the device have technological characteristics that raise new types of safety
or effectiveness questions?

NO - The Fresenius Naturalyte Liquid Acid Concentrates are a modified version of the
Fresenius Naturalyte Liquid Acid Concentrates. The technological characteristics of the
modified devices are equivalent to those of the unmodified devices and raise no new
types of safety or effectiveness questions.

4. Does descriptive or performance information demonstrate equivalence?

YES - Fresenius Medical Care North America believes that the information provided in
this submission clearly describes the modified Fresenius Naturalyte Liquid Acid
Concentrates and demonstrates that it is substantially equivalent to the unmodified
devices.

F. Safety Summary

The Fresenius modified Naturalyte Liquid Acid Concentrates are substantially equivalent
in construction, design, materials, and intended use to the commercially available
Fresenius Naturalyte Liquid Acid Concentrates. In addition, testing of the modified
device indicates that the set is safe and effective for its intended use.

G. General Safety and Effectiveness Concerns

The Fresenius modified Naturalyte Liquid Acid Concentrates is to be used with a three-
stream proportioning systems when calibrated to specified proportions depending on the
series and mixed with water. Use with other equipment or without associated
bicarbonate concentrate may cause patient injury or death. Not for Parenteral Use.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Blvd.
Rockville MD 20850

MAR 2 9 200?
Ms. Janet C. Kay
Manager of Regulatory Affairs
Fresenius Medical Care North America
920 Winter Street
WALTHAM MA 02451

Re: K070177
Trade/Device Name: Fresenius Naturalyte® Liquid Acid Concentrates,

9000, 6000 and 4000 Series
Regulation Number: 21 CFR §876.5820
Regulation Name: Hemodialysis system and accessories
Regulatory Class: II
Product Code: KPO
Dated: February 26, 2007
Received: February 28, 2007

Dear Ms. Kay:

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 III (Premarket
Approval), 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.

F -C
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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 80 1); 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 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 advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at
the top of this letter:

21 CFR 876.xxxx (Gastroenterology/Renal/Urology) 240-276-0115
21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology)i 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification' (21
CFR 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,

Nac C rogdo t
Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Fresenius Medical Care

Indications for Use

510(k) Number (if known): 1<0'7O\-7f7

Device Name: Fresenius Naturalvte® Liquid Acid Concentrates, 9000, 6000 and
4000 Series.

Indications for Use:

Acid Concentrate for Bicarbonate Dialysis

/

Prescription Use Over-The-Counter Use- ~~~AND/OR(Part2l CFR801 SubpartD) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

ff~urrlnce of CDRH, Office of Device Evaluation (ODE)

(Division sign-of '

Division of Reproductive, Abdominal,
and Radiological Deyices Page of
510(k) Number x'C'[0]'7 7

(Posted November 13, 2003)

Fresenius Medical Care North America
Corporate Headquarters: 95 Hayden Avenue Lexington, MA 02420 (781) 402-9000
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Blvd.
Rockville MD 20850

MAR 2 9 2007
Ms. Janet C. Kay
Manager of Regulatory Affairs
Fresenius Medical Care North America
920 Winter Street
WALTHAM MA 02451

Re: K070177
Trade/Device Name: Fresenius Naturalyte® Liquid Acid Concentrates,

9000, 6000 and 4000 Series
Regulation Number: 21 CFR §876.5820
Regulation Name: Hemodialysis system and accessories
Regulatory Class: II
Product Code: KPO
Dated: February 26, 2007
Received: February 28, 2007

Dear Ms. Kay:

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 III (Premarket
Approval), 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.
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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 CER Part 80 1); 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 5316542 of the Act); 21 CFR 1000-1050.

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 advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of. the following numbers, based on the regulation number at
the top of this letter:

21 CFR 876.xxxx (Gastroenterology/RenallUrology) 240-276-0115
21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology)i 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21
CFR 807.97). You may obtain other general information on your responsibilities under the Act from
the Division of Smiall Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
hittp://ww.fda. gov/cdrh/industr/upot~nex~

Sincerely yours,

Nacyy Ccgo
Director, Di'vision of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclo sure
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Fresenius Medical Care

Indications for Use

510(k) Number (if known): JS01 O\7 7
Device Name: Fresenius Naturalyte® Liquid Acid Concentrates, 9000, 6000 and
4000 Series.

Indications for Use:

Acid Concentrate for Bicarbonate Dialysis

Prescription Use Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

•__~,1 ~491cm4 hce of CDRH, Office of Device Evaluation (ODE)

ivi,,on Sign.Ot O;
Division of Reproductive, Abdominal,Pae o__
and Radiological Deyiqes 7.- ,,-,_,'Pg

Pae of
$10(k) Number_ ~O /7 /

(Posted November 13, 2003)

Fresenius Medical Care North America
Corporate Headquarters: 95 Hayden Avenue Lexington, MA 02420 (781) 402-9000
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850
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Page 2 - Ms. Janet Kay

the regulatory decision or that there is a less burdensome way to resolve the issues, you shouldfollow 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

You may not market this device until you have provided adequate information described aboveand required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to doso. If you market the device without conforming to these requirements, you will be in violationof the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this devicefor investigational purposes to obtain clinical data if needed to establish substantialequivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we willconsider your premarket notification to be withdrawn and your submission will be deleted fromour system. If you submit the requested information after 30 days it will be considered andprocessed as a new 510(k)(21 CFR 807.87(1)); therefore, all information previously submittedmust be resubmitted so that your new 510(k) is complete. Please note our guidance documententitled, "Guidance for Industry and FDA Staff FDA and Industry Actions on PremarketNotification (510(k)) Submissions: Effect on FDA Review Clock and PerformanceAssessment". If the submitter does submit a written request for an extension, FDA will permitthe 510(k) to remain on hold for up to a maximum of 180 days from the date of the additional
information request.

The purpose of this document is to assist agency staff and the device industry in understandinghow various FDA and industry actions that may be taken on 510(k)s should affect the reviewclock for purposes of meeting the Medical Device User Fee and Modernization Act. You mayreview this document at http://www.fda gov/cdrh/ mdufma/uidance/1219.html.

The requested information, or a request for an extension of time, should reference your above
5 10(k) number and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

2%
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Page 3 - Ms. Janet Kay

If you have any questions concerning the contents of the letter, please contact Jeffrey Cooper,D.V.M. at (240) 276-4151. If you need information or assistance concerning the IDEregulations, please contact the Division of Small Manufacturers, International and ConsumerAssistance at its toll-free number (800) 638-2041 or at (240) 276-3150, or at its Internet address
http://www.fda gov/cdrh/industrv/supportindex~hml.

Sincerely yours,

r Carol ./Neuland, Ph.D.
Chief, Gastroenterology and

Renal Devices Branch
Division of Reproductive, Abdominal,

and Radiological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

)_5
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Page 2 - Ms. Janet Kay

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
Issues" document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k)(21 CFR 807.87(1)); therefore, all information previously submitted
must be resubmitted so that your new 510(k) is complete. 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 additional
information 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.html.

The requested information, or a request for an extension of time, should reference your above
5 10(k) number and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and

Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

.2
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Page 3 - Ms. Janet Kay

If you have any questions concerning the contents of the letter, please contact Jeffrey Cooper,
D.V.M. at (240) 276-4151. If you need information or assistance concerning the IDE
regulations, please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (240) 276-3150, or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

f-,rCarolyn Y. Neuland, Ph.D.
Chief, Gastroenterology and

Renal Devices Branch
Division of Reproductive, Abdominal,

and Radiological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

cc: HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ-470 DRARD
D.O.

HFZ470:JeffCooper:GHG:lrm:2.8.2007

FILE COPY
OFFICE SURNAME DATE OFFICE I SURNAME DATE OFFICE SURNAME DATE

IM/2yk (t~-~vL-- ~ I II
I~~~~~~~~~~~~~I

U.S. GPO 1986-169-089
2g
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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 19, 2007 Rockville, Maryland 20850

FRESENIUS MEDICAL CARE NORTH AMERIC 510(k) Number: K070177
920 WINTER ST. Received: 18-JAN-2007
WALTHAM, MA 02451 Product: FRESENIUS NATURALYTE
ATTN: JANET C. KAY LIQUID ACID

CONCENTRATE, 9000,
6000 AND 4000 SERIES

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 Federal
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 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. We will notify you when
the processing of your 510(k) has been completed or if any additional
information is required. 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.

Please note the following documents as they relate to 510(k) review:
1)Guidance for Industry and FDA Staff entitled, "FDA and Industry Actions
on Premarket Notification (510(k))Submissions: Effect on FDA Review
Clock and Performance AssessmentIT. 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 (MDUFMA). Please review this document at
www.fda.gov/cdrh/mdufma/guidance/1219.html. 2)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 Traditional or Abbreviated 510(k). 3)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.

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 electronic
copy. For more information about the program, including the formatting
requirements, please visit our web site at
www.fda.gov/cdrh/elecsub.html.

3}
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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
DSMICA 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 policy or procedural questions, please contact anyone on the
510(k) Staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Office of Device Evaluation
Center for Devices and Radiological Health

3 8
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6070(177
For. Approved OMB No. O91O511 Expiration Dal Augos 31,2005. SeelisunQctoms forOMB Stlemet.

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:  FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEETWrite the Payment Identification number on   MEDICAL DEVICE USER FEE COVER SHEETI

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 thatthe 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 no case

should payment be submitted with the application.)
4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at 314-

418-4821 if you have any questions concerning courier delivery.)
5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:http:/A/ww.fda.gov/cdrh/mdufma/faqs.html#3a. You are responsible for paying all fees associated with wire transfer.
6. Include a copy of the complete Cover 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 (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Janet Kay

2.1 E-MAIL ADDRESS
FRESENIUS MEDICAL CARE NORTH AMERICA janetkay~fmc-na.com
920 Winter Street
Waltham MA 02461 2.2 TELEPHONE NUMBER (include Area code)
US 781-699 4475

1    TIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
 781-699 -'6 33'

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

Select an apolication type: 3.1 Select one of the types below
[X] Premarket notification(510(k)); except for third party [X] Original Application
[ Biologics License Application (BLA) Suoplement Types;
[]Premarket Approval Application (PMA) [ ] Efficacy (BLA)
[ Modular PMA [ ] Panel Track (PMA, PMR, PDP)
[ Product Development Protocol (PDP) [3 Real-Time (PMA, PMR, PDP)
[ Premarket Report (PMR) [ ] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[ ] YES, I meet the small business criteria and have submitted the required [X] NO, I am not a small business

qualifying documents to FDA
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 SO, CHECK THE
APPLICABLE EXCEPTION.
[ ] This application is the first PMA submitted by a qualified small business, I ] The sole purpose of the application is to support

including any affiliates, parents, and partner firms conditions of use for a pediatric population
[ ] This biologics application is submitted under secion 351 of the Public [ ] The application is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use only government entity for a device that is not to be distributed
commercially

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

[]YES [X] NO

    NT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
 16-Jan-2007

FormFDA 36OI (08203)I 2
"Close Window" Prnt Cover sheet

https://fdasfinan 8.fda.aov/OA HTML/mdufmiaCScdCfgltemcPnniin isngvnnnmn=T=nnftO/ / 1 6/gff07
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Fresenius Medical Care

January 16, 2007

Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center (HFZ-401)
9200 Corporate Blvd.
Rockville, MD 20850

Subject: Special 510(k) Premarket Notification for a change to the
manufacturing process of Naturalyte® Liquid Acid Conentrate

Dear Sir or Madam:

Fresenius Medical Care North America intends to begin marketing the Naturalyte
Liquid Acid Concentrate using a modified manufacturing process. Two copies of
this Special 510(k) Premarket Notification are enclosed.

All items Fresenius Medical Care North America considers proprietary, i.e., not to
be disclosed under the Freedom of Information Act, are marked
"CONFIDENTIAL."

If you have any questions, please feel free to contact me at 781-699-4475.

Sincerely,

Janet C. Kay
Manager of Regulatory Affairs

Attachment

Fresenius Medical Care North America
Corporate Headquarters: 95 Hayden Avenue Lexington, MA 02420 (781) 402-9000
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DEPARTMENT OF HEALTH AND HUMAN SERVICES For Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120

Epration Date: May 31. 2007.CDRH PREMARKET REVIEW SUBMISSION COVER SHEET exon Date: Ma 31, 2._____ ____ _____ ____ _____ ____ _____ ____ _____ ____ _____ ____ _____ ____See 0MB Statement on page 5.
Date of Submi ion User Fee Payment ID Number FDA Submission Document Number (if known)

PMA PMA & HDE Supplement PDP 510(k) Meeting
[] Original Submission 5 Regular (1O0 day) Original PUP E[Original Submission; fPre-510(K) MeetingIZ Premarket Report 5j Special 5 Notice of Completion []Traditional [] Pre-IDE Meeting
[] Modular Submission ] Panel Track (PMA Only) rAmendment to POP fSpecial Pre-PMA Meeting
[Amendment [] 30-day Supplement Abbreviated (Complete [] Pre-PDP Meeting
nReport 5[30-day Notice []section I, Pages) 5 Day 100 Meeting
[] Report Amendment [] 135-day Supplement [] Additional Information [] Agreement Meeting
n Licensing Agreement nlReal-timeReview rThird Party DeterminationMeeting

5 Amendment to PMA & 5Other (specify):
FIDE Supplement

Other

IDE Humanitarian Device Class II Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class III Designation

Original Submission [] Original Submission [] Original Submission n (De Sovo) E 513(g)
Amendment Amendment SAdditional Informatmion -Additional information []Zthe
Supplement Supplement(describe submission):

Report

Report Amendment

Have you used or cited Standards in your submission? Yes flo (if Yes, please complete Section I, Page 5)
i- Y es, Ke INs * omplete Se

Company / Institution Name Establishment Registration Number (if known)

Fresenius Medical Care North America 1225714

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

781 ) 699-4475

Street Address FAX Number (including area code)

920 Winter Street 781 ) 699-9635
City State / Province ZIP/Postal Code Country

Waltham MA 02451 USA
Contact Name

Janet C, Kay

Contact Title Contact E-mail Address

Manager Regulatory Affairs janet.kay~fmc-na.com-

Company / Institution Name

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

Street Address FAX Number (including area code)

City ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~ State / Province Z/PsaCoeountry

Contact Name

~ontact Title C n a t E mi drs

FORM FDA 3514 (6/05) PAGE I OF 5 PAGES
pAGEMcdL 01) OF 3 S PAGES
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0 3 - h*~~~~~~~~~~~L aac*j*l II Loj* N[II *3***F' D 3K]I:Ii

Withdrawal fl Change in design, component, or fl Location change:
1J Additional or Expanded Indications specification: Manufacturerfl Request for Extension Software/Hardware Sterilizer

Post-approval Study Protocol Color Additive Packager
Request for Applicant Hold Material
Request for Removal of Applicant Hold Specifications
Request to Remove or Add Manufacturing Site Other (specify be/ow) riReport Submission.

Process change: Annual or Periodic
Manufacturing 5Labeling change: Post-approval Study
Sterilization Indications Adverse Reaction
Packaging InstructionsDeieefc
Other (specify be/ow) Performance Amendment

Shelf Life
Trade Name jJChange in Ownership
Other (specify below) 5Change in Correspondent

Response to FDA correspondence: Change of Applicant Address

flOther Reason (specify):

S S -~~~~ ~~~~~~ *.7!66 S". *'M I*y, SI Lim

5 New Device 5 Change in: 5Repose to FDA Letter Concerning:
rlNew Indication Gorrespondent/Applicant Conditional Approval

Addition of Institution Design/Device Deemed Approved
1J Expansion / Extension of Study Informed Consent Deficient Final Report5 lAB Certification Manufacturer Deficient Progress Report

11Termination of Study Manufacturing Process Deficient Investigator Report
[Withdrawal of Application Protocol -Feasibility Disapproval
jJUnanticipated Adverse Effect Protocol - Other Request Extension offlNotification of Emergency Use Sponsor Time to Respond to FDA
~JCompassionate Use Request Request Meeting
]Treatment IDE Report submission. Request Hearing

53 Continued Access Current Investigator
Annual Progress Report

Site Waiver Report

Final

rlOther Reason (specify):

c1~ fsr eie s _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

New Device ElAdditional or Expanded Inictins5Change in Technology

n(Other Reason (specify):

Modification to the manufacturing process

FORM FDA 3514 (6/05) PAGE 2 OF 5 PAGES
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Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,

KPO 23 4 safety and effectiveness information

El 510 (k) summary attached
5 6 ~~~~~~~~~~~~~7 8 [ 510 (k) statement

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

510(k) Number ad or Proprietary or Model Manufacturer

K810925 Fresenius Naturalyte Liquid Acid Fresenius Medical Care North America
Concentrate (9000 Series)

K823115 Fresenius Naturalyte Liquid Acid Fresenius Medical Care North America2 2 Concentrate (4000 Series) 2

K852310 Fresenius Naturalyte Liquid Acid Fresenius Medical Care North America
3 Concentrate (6000)

4 4 4

5 5 5

6 6 6

Common or usual name or classification

Dialysis concentrate for hemodialysis (liquid)

B Trade or Proprietary or Model Name for This Device Model Number

1 Fresenius Naturalyte Liquid Acid Concentrate 1ies

2 Fresenius Naturalyte Liquid Acid Concentrate 2 6000 Series

3 Fresenius Naturalyte Liquid Acid Concentrate 3 4000 Series

4 4

5 5

FDA document numbers of all prior related submissions (regardless of outcome)
1 ~~~2 a 14 56

7 8 9 10 8 12

Data Included in Submission
[] Laboratory Testing Animal Trials i] Human Trials

Product Code CF.P. Section (ifapplicable) Device Class
KPO 876.5820 Class I Class 1I

Classification Panel

LKN Gastroenterology/Urology Class III 5 Unclassified

Indications (from labeling)

Liquid Acid Concentrate for Bicarbonate Dialysis

FORM FDA 3514 (6/05) PAGE 3 OF 5 PAGES
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FDA Document Number (if known)
Note: Submission of this information does not affect the need to submit a 2891
or 289Ia Device Establishment Registration form.

Original IFDA Establishment Registration Number fl Manufacturer E]Contract Sterilizer

Add [] Delete 1 1651896 1:1 ~~~~Contract Manufacturer IZ Repackager / Relabeler

Company / Institution Name Establishment Registration Number

Fresenjus Medical Care North America 1651896

Division Name (if applicable) Phone Number (icuigarea code)

( 972 ) 929-7291
Street Address FAX Number (including area code)

5201 Regent Brvd( 972 ) 915-6032

city State / Province ZIP/Postal Code Country

Irving, TX US

Contact Name ContactE-ailTitles

Timothy Poquette Qult anager

El Original FDA Establishment Registration Number Manufacturer fl Contract Sterilizer

r] Add []Delete 3005162618 flContract Manufacturer fl Repackageri/Relabeler

Company / Institution Name Establishment Registration Number

Fresenius Medical Care North America 3005162618

Division Name (if applicable) Phone Number (icuigarea code)

419 ) 698-7031
Street Address FAX Number (including area code)

750 North Lallendorf Rd. ( 419 ) 698-7302

city State / Province ~~ZIP/Postal Cod Conr

Oregon OH 43616

Contact Name Contact Title CnatEmIl Address

John Leppelmeier Plant Manager

~JOriginal FDA Establishment Registration Number fl Manufacturer IZ Contract Sterilizer

5Add rJ Delete rlContract Manufacturer IZI Repackager! Relabeler
Company / Institution Name Establishment Registration Number

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

Street Address FAX Number (including area code)l

City State / Province ZIP/Postal Codaonr

Contact Name CnatTleContact E-mail Address

FORM FDA 3514 (6/`05) PAGE 4 OF 5 PAGES
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Note: Complete this section if your application or submission cites standards or includes a 'Declaration of Conformity to a Recognized Standard"
statement.

Standards No. Standards Standards Title Version Date
Organization

I

Standards No. Standards Standards Title Version Date
Organization

2 13485:1996 ISO Quality Systems - Medical Devices 2nd edition 07/1512003

Standards No. Standards Standards Title Version Date
Organization

3 14971:2001 ISO/EN Medical Devices -Application of Risk Management Ist edition 12/15/2000

Standards No. Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Title Version Date
Organization

5

Standards No. Standards Standards Title Version Date
Organization

6

Standards No. Standards Standards Title Version Date
Organization

7

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

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HIFZ 342)
9200 Corporate Blvd.
Rockville, MD 20850

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

FORM FDA 3514 (6/05) PAGE 5 OF 5 PAGES
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Screening Checklist
Premarket Notifications [(510(k)] Submissions

510(k) Number:

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

'rSpecial 510O(k) - Do Sections l and 2

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

H Traditional 510(k) or noidentification provided - Do Sections 1 and 4

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

Present or Missing or Location

Cover letter, containing the elements listed on page 3-2 of the Tdqae ndqut 1 Present

Premarket Notification [51 0)] Manual.

Table of Contents. Present

Truthful and Accurate Statement. Present

Device's Trade Name, Device's Classification Name and Section I
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Section I
Status (Class I, Class 11, Class Ill or Unclassified).

Proposed Labeling including the material listed on page 3-4 of Appendix 9
the Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in Appendix 2
the premarket submission.

Substantial Equivalence Comparison, including comparisons of Section 11
the new device with the predicate in areas that are listed on
page 3-4 of the Premarket Notification [51 0)] Manual.

510O(k) Summary or 510(k) Statement. J Append ix1

Description of the device (or modification of the device) S1ction Ill,
srinceuin mianuals. engineering drawings, photographs or IV
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Screening Checklist
Premarket Notifications [(510(k)] Submissions

Identification of legally marketed predicate device. * Section I

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

Class III Certification and Summary. **N/A I N~~~~~,/A

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

510(k) Kit Certification N/A

· - May not be applicable for Special 51 0(k)s.
· * - Required for Class III devices, only.

· See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the convenience
Kits Interim Regulatory Guidance.

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

Present Inadequate Location
or Missing

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

A description of the modified device and a comparison to the Section III
sponsor's predicate device. I

statement that the intended use(s) and indications of the Appendix 3
modified device, as described in its labeling are the same as
the intended uses and indications for the submitter's
unmodified predicate device.

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

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

a. Identification of Risk Analysis method(s) used to assess the Section VI,
impact of the modification on the device and its components, Appendix 6
and the results of the analysis.

b. Based on the Risk Analysis, an identification of the required VI
verification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Screening Checklist
Premarket Notifications [(510(k)] Submissions

c. A Declaration of Conformity with design controls that Appendix 8
includes the following statements:

A statement that, as required by the risk analysis, all ppendix 8
verification and validation activities were performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermined acceptance criteria were
met. This statement is signed by the individual responsible for
those particular activities.

A statement that the manufacturing facility is in conformance Appendix 8
with the design control procedure requirements as specified in
21 CFR 820.30 and the records are available for review. This
statement is signed by the individual responsible for those
particular activities.

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present Inadequate or
Missing

For a submission, which relies on a guidance document and/or special
control(s), a summary report that describes how the guidance and/or
special control(s) was used to address the risks associated with the
particular device type. (If a manufacturer elects to use an alternate
approach to address a particular risk, sufficient detail should be
provided to justify that approach.)

For a submission, which relies on a recognized standard, a declaration
of conformity [For a listing of the required elements of a declaration of
conformity, SEE Required Elements for a Declaration of Conformity
to a Recognized Standard, which is posted with the 510(k) boilers on
the H drive.]

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer intends to
conform to a recognized standard and that supporting data will be
available before marketing the device.

For a submission, which relies on a non-recognized standard that has
been historically accepted by FDA, a statement that the manufacturer
intends to conform to a recognized standard and that supporting data
will be available before marketing the device.

For a submission, which relies on a non-recognized standard that has
not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and that ...... J
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Fresenius Naturalyte®) Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Screening Checklist
Premarket Notifications [(510(k)] Submissions

supporting data will be available before marketing the device and any
additional information requested by the reviewer in order to determine
substantial equivalence.

fly additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-recognized
standard, in order to determine substantial equivalence.

* - When completing the review of anabbreviated 510(k), please fill out an Abbreviated Standards
Data Form (located on the H drive) and list all the guidance documents, special controls, recognized
standards and/or non-recognized standards, which were noted by the sponsor.
Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 51 0(k) submissions
(if A~plcable):y_ _ _ _ _ _ _ _ _ _ _

Present Inadequate or
________________________________________________________ Missing

a) Biocompatibility data for all patient-contacting materials, OR
cedtification of identical material/formulation:

b) Sterilization and expiration dating information:

i) sterilization process

ii) validation method of sterilization process

Hii) SAL

iv) packagingI ___________ ______ ______

v) specify pyrogen free

vi) ETO residues

vii) radiation dose

iii) Traditional Method or Non-Traditional Method

Software Documentation:

Items with checks in the "Present or Adequate" column do not require additional
information from the sponsor. Items with checks in the "Missing or Inadequate"
column must be submitted before substantive review of the document.
Passed Screening -___yes ___No
Reviewer:____________________________
Concurrence by Review Branch:_____________
Date:__________
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Fresenius Naturalyte®) Liquid Acid Concentrates
"Special" 510(k) Premnarket Notification

PREMARKET NOTIFICATION TRUTHFUL AND ACCURATE STATEMENT.

I certify that, in my capacity as Manager of Regulatory Affairs for Fresenius Medical Care
North America, I believe to the best of my knowledge, that all data and information
submitted in this premnarket notification are truthful and accurate and that no material fact
has been omnitted.

C-i Ile -Jda"-o-1
J ettC, Kay Date

nprager Regulatory A irs

50I
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Fresenius Naturalyte®) Liquid Acid Concentrates
"Special" 510(k) Premarket Notification
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section i: General Device Summary

Proprietary Name: Fresenius Naturalyte Liquid Acid Concentrates
(4000, 6000, and 9000 Series)

Common Name: Dialysate Concentrate for Hemodialysis (liquid)

Product Code/Classification Panel: 78 KPO Gastroenterology/Urology

Classification: Class II per §876.5820

Establishment Registration

Manufacturing Facility Address:

Fresenius Medical Care North America
5201 Regent Blvd
Irving, TX 75063
FDA Establishment Registration Number: 1651896

Fresenius Medical Care North America
750 North Lallendorf Rd.
Oregon OH 43616
FDA Establishment Registration Number: 3005162618

Submitter Information

Submitter's Name and Address:

Fresenius Medical Care North America
920 Winter Street
Waltham, MA 02451-1457
FDA Establishment Registration Number: 1225714

Contact Information:

Janet C. Kay Alternate Contact
Manager Regulatory Affairs Art Eilinsfeld
Telephone: (781) 699-4475 Director Regulatory Affairs
Fax: (781) 699-9635 Telephone: (781) 699-9068

1
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section I: General Device Summary

Summary of Safety and Effectiveness

The 510(k) Summary of Safety and Effectiveness is provided in Appendix 1- Summary of
Safety and Effectiveness.

Performance Standards

No applicable performance standards have been issued under section 514 of the Food, Drug
and Cosmetic Act for dialysate concentrates for hemodialysis (liquid or powder).

Propose of the Special 510(k) Submission

The purpose of this submission is to describe a manufacturing process change for
Naturalyte Liquid Acid Concentrates. The change is the use of Granufloo bags which are a
nonconforming material for Granuflo and use it as a raw material for the manufacturing of
Naturalyte Liquid Acid Concentrates. This is a cost saving measure to the manufacturing
process and well as optimizing efficiency in the manufacturing plants. Like Naturalyte,
Granuflo (K030497) is a dry acid concentrate used for bicarbonate dialysis

Predicate Device

The Fresenius Naturalyte Liquid Acid Concentrates are a modified version of the FDA
cleared Naturalyte Liquid Acid Concentrates:

Fresenius unmodified Naturalyte Liquid Acid Concentrates

* #K810925 (4/23/1981)- 9000 series
* #K823115 (12/3/1982)-4000 series
* #K852310 (7/26/1985)- 6000 series

Indications for Use/Intended Use

Acid Concentrate for Bicarbonate Dialysis

The Indications for Use statement is provided in Appendix 2- Indications for Use
Statement.

A statement that the intended use and indications of the modified device, as described in
the labeling is the same as the intended use and indication for the submitter's unmodified
predicate device is provided in Appendix 3.

23
2
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section II: Statement of Substantial Equivalence

Statement of Substantial Equivalence
Fresenius Medical Care North America believes that, within the meaning of the Medical
Device Amendments of 1976, the Fresenius Naturalyte Liquid Acid Concentrates addressed
in this Special 510(k) premarket notification are substantially equivalent to the following
medical devices in commercial distribution:

• #K810925 (4/23/1981)- 9000 series
• #K823115 (12/3/1982)-4000 series
* #K852310 (7/26/1985) - 6000 series

Substantial Equivalence Decision Making Process
1. Is the product a device?

YES - The Fresenius Naturalyte Liquid Acid Concentrates are a device pursuant to 21
CFR §201 [321] (h).

2. Does the new device have the same intended use?

YES - The intended use for the modified devices are equivalent to the unmodified
devices.

Fresenius modified Fresenius Naturalyte Liquid Acid Concentrates -

Intended Use

Acid Concentrate for Bicarbonate Dialysis

Fresenius unmodified Fresenius Naturalyte Liquid Acid Concentrates -
Intended Use

Acid Concentrate for Bicarbonate Dialysis

3. Does the device have technological characteristics that raise new types of safety
or effectiveness questions?

NO - The Fresenius Naturalyte Liquid Acid Concentrates are a modified version of the
Fresenius Naturalyte Liquid Acid Concentrates. The technological characteristics of the
modified devices are equivalent to those of the unmodified devices and raise no new
types of safety or effectiveness questions.

4. Does descriptive or performance information demonstrate equivalence?

YES - Fresenius Medical Care North America believes that the information provided in
this submission clearly describes the modified Fresenius Naturalyte Liquid Acid

5%
3
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section II: Statement of Substantial Equivalence

Concentrates and demonstrates that it is substantially equivalent to the unmodified
devices.

55
4
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section III: Description of Liquid Acid Reformulation
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section III: Description of Liquid Acid Reformulation
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section III: Description of Liquid Acid Reformulation
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section III: Description of Liquid Acid Reformulation
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section III: Description of Liquid Acid Reformulation
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Section IV: Description of Manufacturing Process
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Section IV: Description of Manufacturing Process

        
              

                
              

            
  

      
     

   
      

 

      
  

  
          

     
 

   
 

        
         

 
      

     
     

    
 

        
   

   
   

  
        

   
    

   
  

 

23

FOI - Page 55 of 191

(b)(4)



Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section IV: Description of Manufacturing Process
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Section V: Comparison of Unmodified Device to Modified Device
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Section V: Comparison of Unmodified Device to Modified Device
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"Special" 510(k) Premarket Notification

Section VI: Summary of Design Control Activities

Risk Analysis

The risk analysis is provided in Appendix 6. Risks and their respective mitigation have been
identified.

Design Validation

              
          

         The Dry Acid
Reformulation Master Validation Plan is provided in Appendix 7.

Declaration of Conformity with Design Controls

A declaration of conformity with design controls is provided in Appendix 8 - Declaration of
Conformity with Design Controls.
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Section VII: Labeling and Packaging

Labeling

Copies of the labeling are provided in Appendix 9- Labeling.

Please Note: The corporate address for Fresenius Medical Care North America has
changed. The new address is

920 Winter Street
Waltham MA, 02451
1-800-323-5188

The labels are currently being modified to change the address. However, the modification
is not reflected in the labels included. No other information is being changed as a result of
the address change.

Packaging

The modified devices will be packaged in the same packaging system used for the
unmodified devices.
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Fresenius Medical Care

Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Summary of Safety and Effectiveness

This 510(k) Summary of Safety and Effectiveness is being submitted in accordance with the
requirements of SMDA 1990.

A. Submitter's Information:

Name: Fresenius Medical Care North America

Address: 920 Winter Street
Waltham, MA 02451

Phone: (781)-699-4475

Fax: (781) 699-9635

Contact Person: Janet C. Kay, Manager Regulatory Affairs

Date of Preparation: 16 January, 2007

B. Device Name:

Trade Name: Naturalyte Liquid Acid Concentrate

Common/Usual Name: Dialysate Concentrate for Hemodialysis (liquid)

Classification Name: Hemodialysis systems and accessories
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Fresenius Medical Care

Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Summary of Safety and Effectiveness

C. Predicate Device Name:

The Fresenius Naturalyte® Liquid Acid Concentrate is a modified version of the
Fresenius Naturalyte Liquid Acid Concentrate1996):

* #K810925 (4/23/1981)- 9000 series
• #K823115 (12/3/1982) - 4000 series
* #K852310 (7/26/1985)- 6000 series

D. Device Description/Indications for Use:

The intended use for the modified device is equivalent to that of the unmodified device:

Intended Use

Acid Concentrate for Bicarbonate Dialysis

E. Substantial Equivalence:

Substantial Equivalence Decision Making Process
I. Is the product a device?

YES - The Fresenius Naturalyte Liquid Acid Concentrates are a device pursuant to 21
CFR §201 [321] (h).

2. Does the new device have the same intended use?

YES - The intended use for the modified devices are equivalent to the unmodified
devices.

Fresenius modified Fresenius Naturalyte Liquid Acid Concentrates -
Intended Use

Acid Concentrate for Bicarbonate Dialysis

Fresenius unmodified Fresenius Naturalyte Liquid Acid Concentrates -
Intended Use

Acid Concentrate for Bicarbonate Dialysis
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Fresenius Naturalyte® Liquid Acid Concentrates
"Special" 510(k) Premarket Notification

Summary of Safety and Effectiveness

3. Does the device have technological characteristics that raise new types of safety
or effectiveness questions?

NO - The Fresenius Naturalyte Liquid Acid Concentrates are a modified version of the
Fresenius Naturalyte Liquid Acid Concentrates. The technological characteristics of the
modified devices are equivalent to those of the unmodified devices and raise no new
types of safety or effectiveness questions.

4. Does descriptive or performance information demonstrate equivalence?

YES - Fresenius Medical Care North America believes that the information provided in
this submission clearly describes the modified Fresenius Naturalyte Liquid Acid
Concentrates and demonstrates that it is substantially equivalent to the unmodified
devices.

F. Safety Summary

The Fresenius modified Naturalyte Liquid Acid Concentrates are substantially equivalent
in construction, design, materials, and intended use to the commercially available
Fresenius Naturalyte Liquid Acid Concentrates. In addition, testing of the modified
device indicates that the set is safe and effective for its intended use.

G. General Safety and Effectiveness Concerns

The Fresenius modified Naturalyte Liquid Acid Concentrates is to be used with a three-
stream proportioning systems when calibrated to specified proportions depending on the
series and mixed with water. Use with other equipment or without associated
bicarbonate concentrate may cause patient injury or death. Not for Parenteral Use.
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Fresenius Medical Care

Indications for Use

510(k) Number (if known):

Device Name: Fresenius Naturalyte® Liquid Acid Concentrates, 9000, 6000 and
4000 Series.

Indications for Use:

Acid Concentrate for Bicarbonate Dialysis

Prescription Use Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AN/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page _ of

(Posted November 13, 2003)

Fresenius Medical Care North America
Corporate Headquarters: 95 Hayden Avenue Lexington, MA 02420 (781) 402-9000 ,S
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Fresenius Medical Care

Statement that the intended use/indication for use of the modified device is
the same as the unmodified device

The Fresenius Naturalyte Liquid Acid Concentrate has the same intended use/indications for
use as the unmodified Naturalyte Liquid Acid Concentrate. The intended use/indications for
use statement as it appears in the labeling for this device, appears on the product labels. It
has not been altered or changed in any way as a result of the modification to the Naturalyte
Liquid Acid Concentrates.
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01/16/2007 08:30 FAX FRESENIUS I8 02/002

V
Fresenius Medical Care

Verification Activities

To the best of my knowledge, as required by the risk analysis, all verification
activities have been completed by the designated individuals(s) and the results
demonstrated that the predetermined acceptance criteria were met.

Name Date

-.ZicA -&LfoWEAc
Title

Manufacturing Facility

The manufacturing facility;

Is in conformance with the design control requirements as specified In 21 CFR
820.30 and the records are available for review.

· 60
Name Date

Title
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Division of Reproductive, Abdominal,
and Radiological Devices

HFZ-470

DHHS/PHS/FDA/CDRH/ODE

9200 Corporate Blvd.
Rockville, MD 20850

Phone No.: (240) 276-4151
FAX No.: (240) 276-4156

TO: Ms. Janet Kay
Manager, Regulatory Affairs

From: Jeffrey Cooper, D.V.M.
CDR1/ODE/DRARD/GRDB3

Comments: Letter for K070 177.

Number of Pages:__4 Please advise if transmission is illegible.
(Including cover sheet)

"This document is intended only for the use of the party to whom it is addressed and may contain information that is privileged, confidential, and

protected from disclosure under applicable law. If you are not the addressee, or a person authorized to deliver the docunment to the addressee, you

are hereby notified that any review, disclosure, dissemination, copying or other action based on the content of this comuTLnication is not authorized.

If you have received this document in error, please notify us by telephone and return it to us at the above address by mail. Thank you."
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public, Health Service

Food and Drug Administration
Memorandum

From: .Reviewer(s) - Namei(s) ry x
Subject: 510(k) Number . k 7O/77/ Y/

To:, The Record, It is my recommendation that the subject 510(k) Ndtification:

[Refused.to accept.
FJRequires additional information (other than refuse to accept).

s substantially equivalent to marketed devices.
O-NOT substantially equivalent to marketed devices.
O Qther (e.g., exempt by regulation not a device duplicate, ete)

Is this device subject to Section 522 Postmarket Surveillance? [- YES NO
Is this device subject to the Tracking.Regulation? NO
Was clinical data necessary to support the review of this 510(k)? DYES KNO
Is this a prescription device? fES E] NO
Was this 510(k) reviewed by a Third Party?: DYES
Special 5.10(k)? '~LYES [] NO
Abbreviated 510(k)? Please flueut forth 0ol Drive 510k/boilers DYES NO

Truthftd and Accurate Statement E'Re4uested Enclosed
FA 5i0(k) summary OR. "A5 '0(k) statement

411EO The required certification and summary for class II devices
J The indication for use form

Combination' Product Category (Please see algorithm on H drive5 l0k/Boilers)

Animial TissuSoure ["] YES [ NO Material of Biologicai Origin -0 flES : { NO

The submitter requests wider 21 CFR 807.95 (doesn't aply-for SEs).

C No Confidentiality Centintiality fori90 days ] Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

(C Sts• K,~p&
Review: t
(Branch Chieode) (Date)

Finial. Review___________________________________
(Division DireoDeRevised:4/2/03 

t'.
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]IK

Internal Administrative Form

YES NO

1. Didh t exted review?

2. Oid'e arant expedited review?.,,,;
3. aveYQ- verifie t"''ha ~the Documen~ft is labeled Glass-illfor'GM-P~
3. Have yo ele-t

purposes?
4~ If not, has POS been notified?

5. Is the product'a device? ' o

the device exempt from 51 0(k) by regulaion of policy?

7. Is the d. "c teview Db H ·- R?

AeO wf tha device hasbeen the subjectof a-previQus NSE

"'ey. am~a hseien ~...

''dec i~sjor? . . . . . (eg

. sdoes.this :~:610(k) address the NSE issue(s), (e.g..

,erforye a- e data ' ..reyou anwace tesbitf eSJectofanintegrty
I~~~~~
iduestiain

the ODE Integrity Officer.

12.'I, the ODE Integrity Officerg np IO t o proceed weith the

review? (Blue Book Memo - n de R. 0

September'10,1991.

t~~~~~~~~~~~~~
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K070177

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION

Reviewer: Jeffrey Cooper, D.V.M. Division/Branch: DRARD/GRDB, HFZ-470

Device Trade Name: Fresenius Naturalyte Liquid Acid Concentrate
510(k) Number: K070177
Common Name: Liquid acid concentrate dialysate

RegulationlClassification: The device is in 21 CFR § 876.5820, Hemodialysis system and accessories,
Product Code 78KP0 - dialysate concentrate for hemodialysis (liquid or powder).

Product to Which Compared: Fresenius Naturalyte Liquid Acid Concentrate (6000) (K85231 0); (4000
Series) (K823115, and 9000 Series) (K810925).

Company: Fresenius Medical Care North America
920 Winter Street
Waltham, MA 02451

Contact: Janet Kay Phone: 781 699-4475
Manager Regulatory Affairs FAX: 781 699-9635

YES NO
1 .IS PRODUCT ADEVICE? 4IF NO STOP

2. DEVICE SUBJECT TO 510(K)? 4IF NO STOP

3. SAME INDICATION STATEMENT? 4IF YES GO TO 5

4. DO DIFFERENCES ALTER THE EFFECT IF YES STOP -+ NE
OR RAISE NEW ISSUES OF SAFETY
OR EFFECTIVENESS?

5. SAME TECHNOLOGICAL CHARACTERISTICS? 4IF YES GOTO 7

6. COULD THE NEW CHARACTERISTICS
AFFECT SAFETY OR EFFECTIVENESS? IF YES GO TO 8

7. DESCRIPTIVE CHARACTERISTICS PRECISE IF YES STOP , SE
ENOUGH? 4IF NO GOTO 1O

8. NEW TYPES OF SAFETY OR EFFECTIVENESS
QUESTIONS? IF YES STOP ,NE

9. ACCEPTED SCIENTIFIC METHODS EXIST? IF NO STOP -* NE

1 0. PERFORMANCE DATA AVAILABLE? IF NO REQUEST DATA

1 1. DATA DEMONSTRATE EQUIVALENCE? IF YES STOP , SE

*"yes" responses to 4, 6, 8, and 1 1, and every "no" response requires an explanation below
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Explanations to the Preceding Checklist:

NARRATIVE DEVICE DESCRIPTION

1. INTENDED USE: See Below.

2. DEVICE DESCRIPTION: See Below.

Page 2 - Special - Substantial Equivalence Decision-Making Documentation A to[i
K070177/S1 - Fresenius- Naturalyte Liquid Acid Concentrate

S-
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SPECIAL 51 0(k): Device Modification
ODE Review Memorandum

To: THE FILE RE: K0701 77- Fresenius - Naturalyte Liquid Acid Concentrate
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s)___________________

Subject: 510(k) Number 70oiCT77 6
To: The Record -It is myrecommendation that the subject5 10(k) Notification:

El Refused to accept.

ftequires additional information (other than refuse to accept).

bIs substantially equivalent to marketed devices.

ONOT substantially equivalent to marketed devices.

COther (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? DYES C NO

Is this device subject to the Tracking Regulation? DIYES C NO

Was clinical data necessary to support the review of this 5 10(k)? DIYES C] No

Is this a prescription device? DYES Cl NO

Was this 5 10(k) reviewed by a Third Party? D1YES C1 NO

Special 5 10(k)? DYES NOo

Abbreviated 510(k)? Please fill out form on HDrive 510k/boilers EYES El NO

Truthful and Accurate Statement CRequested C Enclosed

ClA 5 10(k) summary OR ClA 5 1 0(k) statement

El The required certification and summary for class III devices

C- The indication for use form

Combination Product Category (Please see algorithm on H drive 5 10k/Boilers)_________

Animal Tissue Source El YES El NO Material of Biological Origin C: YES Cl NO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

Cl No Confidentiality El Confidentiality for 90 days CContinued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

Review: 19? -G-c-t ZHO
(Branch Chief) (Branch Code) (Date)

Final Review:_______________________________________
(Division Director) (Date)

Revised:4/2/03

2 71
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Internal Administrative Form

YES NO
1. Did the firm request expedited review?
2. Did we grant expedited review?
3. Have you verified that the Document is labeled Class III for GMP

purposes?
4. If, not, has POS been notified?
5. Is the product a device?
6. Is the device exempt from 510(k) by regulation or policy?
7. Is the device subject to review by CDRH?
8. Are you aware that this device has been the subject of a previous NSE

decision?
9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,

performance data)?
10.Are you aware of the submitter being the subject of an integrity

investigation?
11. If, yes, consult the ODE Integrity Officer.
12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

3o~
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SPECIAL 5 10(k): Device Modification
ODE Review Memorandum

TO: THE FILE RE: K070177- Fresenius - Naturalyte Liquid Acid Concentrate
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Page 2 - Special - Substantial Equivalence Decision-Making Documentation
K070177 - Fresenius - Naturalyte Liquid Acid Concentrate
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: K070177 - Fresenius - Naturalyte Liquid Acid Concentrate

The cover letter clearly identifies the type of 51 0(k) submission as (Check the appropriate box):

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

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

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

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

Present Inadequate
___________________________________________ _________ or Missing

Cover letter, containing the elements listed on page 3-2 o)f the
Premarket Notification [510)] Manual.
Table of Contents.
Truthful and Accurate Statement.
Device's Trade Name, Device's Classification Name and
Establishment Registration Number.
Device Classification Regulation Number and Regulatory Status
(Class I, Class 11, Class Ill or Unclassified).
Proposed Labeling [including the material listed on page 3-4 of the
Premarket Notification [510)] Manual.
Statement of Indications for Use that is on a separate page in theV
premarket submission.
Substantial Equivalence Comparison, including comparisons of the
new device with the predicate in areas that are listed on page 3-4 of
the Premarket Notification [510)] Manual.
510(k) Summary or 510(k) Statement.V
Description of the device (or modification of the device) including
diagrams, engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device.*V
Compliance with performance standards. * [See Section 514 of the
Act and 21 CFR 807.87 (d).]
Class Ill Certification and Summary. **nla

Financial Certification or Disclosure Statement for 510(k) notifications nla
with a clinical study. * [See_21_CFR_807.87_(i)]l______________
51 0(k) Kit Certification *** nla

* - May not be applicable for Special 51 0(k)s.
** - Required for Class Ill devices, only.

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

Present Inadequate
or Missing

Name and 510(k) number of the sponsor's own, unmodified predicate V
device.
A description of the modified device and a comparison to the /
sponsor's predicate device.
A statement that the intended use(s) and indications of the modified V
device, as described in its labeling, are the same as the intended uses
and indications for the sponsor's unmodified predicate device.
A statement that the modification has not altered the fundamental ,
technology of the sponsor's predicate device.
A Design Control Activities Summary that includes the following
elements (a-e):
a. Identification of Risk Analysis method(s) used to assess the impact V FMEA
of the modification on the device and its components, and the results
of the analysis.
b. Based on the Risk Analysis, an identification of the required ,
verification and validation activities, including the methods or tests
used and the acceptance criteria to be applied.
c. A Declaration of Conformity with design controls that includes the
following statements:

A statement that, as required by the risk analysis, all verification ,
and validation activities were performed by the designated
individual(s) and the results of the activities demonstrated that
the predetermined acceptance criteria were met. This statement
is signed by the individual responsible for those particular
activities.
A statement that the manufacturing facility is in conformance with ,
the design control procedure requirements as specified in 21
CFR 820.30 and the records are available for review. This
statement is signed by the individual responsible for those
particular activities.

Page 2 - 510(k) Review Memorandum
K070177 - Fresenius Naturalyte

3,-
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Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present Inadequate
oMissing

For a submission. which relies on a guidance document and/or
special control(s), a summary report that describes how the guidance
and/or special control(s) was used to address the risks associated
with the particular device type. (If a manufacturer elects to use an
alternate approach to address a particular risk, sufficient detail should
be provided to justify that approach.) _____

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements of a
declaration of conformity, SEE Required Elements for a Declaration
of Conformity to a Recognized Standard, which is posted with the
510O(k) boilers on the H drive.] ______

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer intends
to conform to a recognized standard and that supporting data will be
available before marketing the device.
For a submission, which relies on a non-recognized standard that has
been historically accepted by FDA, a statement that the manufacturer
intends to conform to a recognized standard and that supporting data
will be available before marketing the device.
For a submission, which relies on a non-recognized standard that has
not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and that
supporting data will be available before marketing the device and any
additional information requested by the reviewer in order to determine
substantial equivalence.
Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial equivalence. ______

* -When completing the review of an abbreviated 51 0(k), please fill out an
Abbreviated Standards Data Form (located on the H drive) and list all the guidance

documents, special controls, recognized standards and/or non-recognized
standards, which were noted by the sponsor.

Page 3 -510O(k) Review Memorandum
K070177 - Fresenius Naturalyte

35
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510(k) "SUBSTANTIAL EQUIVALENCE'
DECISION-MAKiNG PROCESS

New Device is Inuhpared toA
Marketed D vice

Descriptive Information Does New Devi Hve Same NO Do the Differelues Alter the fIntetided Not Substantially

about Niw or Matteted h ndication Stter ------ Theraputic/Diagnostic/etc. Effect YES BooivalentDetennmnation

Device Reouested as Needed (in Deciding, May Consider Impa6t on.
YES Safety and Effectiveness)? -

New Device Has Sam~e NOed
Use and May be' Substautial Equivalent". n

New Device Has
New Intended Use

Does New Device Rae
TechunologicaltClaractet, N Co-uld the New, -

e-g Design, Materials Chncteitis Do the New Characteristics
YES Affiect Safety or-'---* Raise New Types ofSafetyYS

Effecti, eJess? or Effectiveness Questions?

NO - Arc the Descript eO.
Cbaractetistic Presis Enough

to Ensure Equival : 4

Are perfornance Data Do Accepted Scientific

Available to Asses Equivalence? YES Methods Exist for
Assessing Effects of NO

the New Characteristics?

YES
:(~) ~YES.

Perforniance Are PcrfonmaneelData Available NO
Datii Required To Assess.Effects of New

Characteristics?

Performnaee Dar a Demionstrate p Lrfrmli DaaDemonstrate

D~~~~~~eliatoce Rquivr~ -ce

Y YES' { NO

I 1o(k Submissions comnpare, new devices to viarketed devices. FDA tequests additional intonnation ifr the relatidnsliip betweien.
itarketed and. predficate"~ (pre-Aniehdments or rdcassi fled post-Amendnients) devicps is miclear.

.Iis decision i y bed on descriptive information alone, but Limited testing infonuatioi is sometimes rq ed

* . - ju )1, 5 I fll other fr0(ka lie Center's classificatIon fils, o the literature.

5
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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.

February 28, 2007 Rockville, Maryland 20850

FRESENIUS MEDICAL CARE NORTH AMERIC 510(k) Number: K070177
920 WINTER ST. Product: FRESENIUS
WALTHAM, MA 02451 NATURALYTE
ATTN: JANET C. KAY LIQUID ACID

CONCENTRATE,

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if 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-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/a02-0l.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.html. 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 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.
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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
Radiological Health

FOI - Page 181 of 191
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V
Fresenius Medical Care

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401) L3JZ s Z
9200 Corporate Boulevard
Rockville, Maryland 20850 ~on IHI{ Yao.Iy

February 26, 2007

Re: K070177
Trade Name: Naturalyte® Liquid Acid Concentrate
Dated: February 12, 2007
Received: February 20, 2007
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