
 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

USER: CURTSINGER, MARGARET A (mac)

FOLDER: K071387 - 134 pages (FOI:07006371)

COMPANY: FRESENIUS MEDICAL CARE NORTH
AMERICA (FRESMEDICARENORA)

PRODUCT: DIALYSATE CONCENTRATE FOR
HEMODIALYSIS (LIQUID OR POWDER)
(KPO)

SUMMARY: Product:  FRESENIUS NATURALYTE
SODIUM BICARBONATE LIQUID
CONCENTRATE, MODEL 08-4

DATE REQUESTED: Thu Oct 09 24:00:00 2008

DATE PRINTED: Thu Jan 29 15:13:57 2009

Note: Releasable Version

FOI - Page 1 of 134



 

510K SUMMARY - 6 pages 1

CORRESPONDENCE - 5 pages 7

ORIGINAL - 100 pages 12

REVIEWER INFORMATION - 21 pages 112

FOI - Page 2 of 134



V t V ~~~~~jUN 1 6 2007
Fresenius Medical Care

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate
"Special" 510(k) Premarket Notification

510(k) Summary

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: June 14, 2007

B. Device Name:

Trade Name: Naturalyte® Sodium Bicarbonate Liquid
Concentrate

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

Classification Name: Hemodialysis systems and accessories
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Fresenius Medical Care

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate
"Special" 510(k) Premarket Notification

510(k) Summary

C. Predicate Device Name:

The Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate is a modified
version of the Fresenius Biosol Powder Bicarbonate Concentrate

#K981043 (5/26/1998)

D. Device Description/Indications for Use:

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

Intended Use

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates

E. Substantial Equivalence:

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

YES - The Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate is 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 device is equivalent to the unmodified
device.

Fresenius modified Fresenius Naturalyte® Sodium Bicarbonate Liquid
Concentrates - Intended Use

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates

Fresenius unmodified Biosol Powder Bicarbonate Concentrate -
Intended Use

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates
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Fresenius Medical Care

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate
"Special" 510(k) Premarket Notification

510(k) Summary

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

NO - The Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrates is a
modified versions of the Biosol Powder Bicarbonate 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®
Sodium Bicarbonate Liquid Concentrate and demonstrates that it is substantially
equivalent to the unmodified devices.

F. Safety Summary

The Fresenius modified Naturalyte® Sodium Bicarbonate Liquid Concentrate is
substantially equivalent in chemical formulation, chemical composition, and
intended use to the commercially available Biosol Powder Bicarbonate
Concentrates currently distributed as Fresenius Naturalyte® Dry Pack Bicarbonate
Concentrates. In addition, testing of the modified device indicates that the
formulations are safe and effective for its intended use.

G. General Safety and Effectiveness Concerns

The Fresenius modified Naturalyte® Sodium Bicarbonate Liquid Concentrates are
to be used with a three-stream proportioning systems when calibrated to specified
proportions depending on the series and mixed with water that meet ANSI/AAMI RD
62.. 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

Ms. Janet C. Kay
Manager of Regulatory Affairs
Fresenius Medical Care North America UN 1 5 200?
920 Winter Street
WALTHAM MA 02451

Re: K071387
Trade/Device Name: Fresenius Naturalyte® Sodium Bicarbonate Liquid

Concentrates, (4000 Series)
Regulation Number: 21 CFR §876.5820
Regulation Name: Hemodialysis system and accessories
Regulatory Class: II
Product Code: KPO
Dated: May 16, 2007
Received: May 18, 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 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, penmits 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 (Gastroenterlogy/Renal/Urology) 240-276-0115
21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology), 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notificationf' (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/supportiffdex.htmt

Sincerely yours,

Nane

N~''y i'r~ogdon''
Director, Division of Reproductive,

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

Enclosure
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V
Fresenius Medical Care

Indications for Use

510(k) Number (if known): _K071387_ _

Device Name:

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrates, 4000 Series.

Indications for Use:

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates

Prescription Use 1 Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

. .K Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division SignOm
Division of Reproduct/vi AbdoM4PaeJo
and Radiological Device Page of
510(k) Number W07 V7

(Posted November 13, 2003)

Fresenius Medical Care North America
Corporate Headquarters: 920 Winter Street Waltham, MA 02451 (781) 699-9000
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Blvd.
Rockville MD 20850

Ms. Janet C. Kay
Manager of Regulatory Affairs
Fresenius Medical Care North America UN 1 2007
920 Winter Street
WALTHAM MA 02451

Re: K071387
Trade/Device Name: Fresenius Naturalyte® Sodium Bicarbonate Liquid

Concentrates, (4000 Series)
Regulation Number: 21 CFR §876.5820
Regulation Name: Hemodialysis system and accessories
Regulatory Class: II
Product Code: KPO
Dated: May 16, 2007
Received: May 18, 2007

Dear Ms. Kay:

Wehave 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 HI (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.

* .:.t
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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 rcquirements of the Acet or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act's requirements, including, hut not limited to registration and listing (21 CFR Part 807);
labeling (21 CER 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 53 1-542 of the Act); 21 CER 1000-1oso.

This letter will allow you to begin rnarketingyour 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 one of the following numbers, based on the regulation number at
the top of this, letter:,

21 CFR 876.xxxn (GastroenterologylRenalfUrology) 240-276-0115
21 CFR 884.xxxn (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology), 240-276-0120
Other 240-276-0100

Also, please note the regulatioli entitled, "Misbranding by reference to premfarket notification" (21
CFR.807.97). You may obtain other general information on your respontsibilities under the.Act from
the Division of SmAll Manufacturers, International and Consunmer Assistance at its toll-firee number
(800) .638-2041 or (301) 443-6597 or at its Internet address
htto://www.fda.gov/cd rhjindustty/sunnorwindex.html

S~incerely yours,

NanottogdttI1

Director, Division of Reproductive,

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

Enclo sure
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Fresenius Medical Care

Indications for Use

51 0(k) Number (if known): _K071387______

Device Name:

Fresenius Naturalvte® Sodium Bicarbonate Liquid Concentrates, 4000 Series.

Indications for Use:

This concentrate is formulated to be used with a three steam hemodiaiysis
machine which is calibrated for acid and bicarbonate concentrates

(Paesriti2 CFR 80 Sbprt0 AND/OR Over-The-Counter Use ___
(Part 21 CFR 801 Subpart D) ~(21 CFR 801I Subpart C)

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

%•r ~~Concurrence of CDRH7 , Office of Device Evaluation (ODE)

and Radiaiogai Dh', Page __of_
510(k) Nurmber c(0 32

(Posted November 13, 2003)

Fresenius Medicaj Care North America
Corporate Headquarters: 920 Winter Street Walthamn,MA 02451 (781) 69943000
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Foo an Du Adinistrat-ion
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

May 18, 2007 Rockville, Maryland 20850

FRESENIUS MEDICAL CARE NORTH AMERIC 510(k) Number: K071387
920 WINTER STREET Received: 18-MAY-2007
WALTHAM, MA 02451 Product: FRESENIUS NATURALYTE
ATTN: JANET C. KAY SODIUM BICARBONATE

LIQUID CONCENTRATE,
MODEL 08-40000-LB

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,
(510(k))Y, 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. Wehave 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 whenthe 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 Assessment". 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 thereview 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)stt.
This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html.
Please refer to this 9uidance 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/ao2 -01.html.
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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 ofany 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.

Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.¶ov/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 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 Devices and Radiological Health
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Fresenius Medical Care Q,Ul 

May 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 Fresenius Naturalyte® 

Sodium Bicarbonate Liquid Concentrate {4000 series). 

Dear Sir or Madam: 

Fresenius Medical Care North America intends to begin marketing the Naturalyte 

Sodium Bicarbonate Liquid Concentrate. Two copies of this Special 510(k) 

Premarket Notification are enclosed. The second copy is being provided as an 

electronic copy. 

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, 

p 

° 
Janet C. Kay "^ 
Manager of Regulatory Affairs 

Attachment 

Fresenius Medical Care North America 

Corporate Headquarters: 920 Winter StreQt Waltham, MA 02451 (781)699-9000 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s) - f-'

Subject: 510(k)Number

To: The Record - It is my recommendation that the subject .510(k) Notification:

'Refused to accept.

U]Requires additional information (other than refuse to accept).
Is substantially equivalent to marketed devices.

-NOT substantially equivalent to marketed devices.
[ Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? EYES RNO
Is this device subject to the Tracking Regulation? EYES 0 NO
Was clinical data neceisary to support the review of this 510(k)? ElYES NO
Is this a prescription device? ]YES El NO
Was this 5 10(k) reviewed by a Third Party? EYES NO
Special 510(k)? MYES El NO
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers ElYES R' NO

Truthful and Accurate Statement F]Requested CH Enclosed
PIA 510(k) summary OR 'A 510(k) statement

ttjfl The required certification and summary for class III devices
The indication for use form

Combination Product Category (Please see algorithm on'H drive 51 Ok/Boilers) 4j'

Animal Tissue Source E] YES [] NO Material of Biological Origin Cl YES [TNO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):
C] No Confidentiality C Confidentiality for 90 da-ys -- Continued Co"onnidentiality exceeding 90 days

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

Review: 4 5'~ c
(BrancDi Chief)

Filial Review:
(Division Directc ~ore (Date)

Revised:4/2/03
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Internal Administrative Form ~<07/3&7

YES NO
1I Did the firm request expedited review?
2. Did we grant expedited review? -

3. Have you verified that the Document is labeled Glass IlI for GMPr
purposed?

4. If, not, has P08 been notified?
5. Is the product a device?
6. Is the device exempt from 51 0(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)?
1 0, Are you awVare of the submitter being the subject of an integrity

investigation?
lIlt I, yesi consult the ODE Integrity Officer.
12. H-fas the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 1.0, 1991. ___
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K071 387

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION

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

Device Trade Name: Fresenius Naturalyte Sodium Bicarbonate Liquid Concentrates 4000 Series
510(k) Number: K071387
Common Name: dialysate concentrate for hemnodialysis - Liquid

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

Product to Which Compared: Fresenius Naturalyte Dry Pack Bicarbonate Concentrate (Biosol Powder
Bicarbonate Concentrates) (K981043).

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 510O(K)? 4IFENO 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 GO TO 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 NOGO TO 1

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
K071387 - Fresenius Naturalyte Sodium Bicarbonate Liquid Concentrates 4000 Series
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

To: THE FILE RE: K071387- Fresenius - Naturalyte Liquid Acid Concentrate

1. The name and 510(k) number of the SUBMITTER'S previously cleared device. (For a
preamendments device, a statement to this effect has been provided.)

Fresenius Naturalyte Dry Pack Bicarbonate Concentrate (Biosol Powder Bicarbonate Concentrates)
(K981043) and Fresenius Naturalyte® Granuflo® Dry Acid Concentrate (K030497).

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.

The originally sent-in indication for use is: Bicarbonate concentrate for Bicarbonate Dialysis.

The predicate's Dry Bicarbonate indication is This concentrate is formulated to be used with a
three stream hemodialysis machine which is calibrated for acid and bicarbonate concentrates."

The Granuflo Dry Acid indication is The Fresenius Naturalyte® Granuflo® Dry Acid Concentrate
is indicated in the treatment acute and chronic renal failure during the hemodialysis procedure,
This concentrate is formulated to be used with a three-stream hemodialysis machine which is
calibrated for acid and bicarbonate concentrates.

These indications are essentially the same, but not identical as is required for a Special 510(k). I
spoke with Janet Kay and she said that they did not have a formal indication for use for the K981043. I
pointed out that I had the form in front of me. She agreed that the indication for the proposed device
could be the same. She sent the modified indication for use form and the 510(k) Summary.

The new indication for use is:

This concentrate is formulated to be used with a three stream hemodialysis machine which is
calibrated for acid and bicarbonate concentrates.

The indications for use are present and are now acceptable.

3. A description of the device modifications 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.

--- ------- ---- ------------ ----------- ------------- ----- ----- ------------ --- -------- --------- ------ -- ------- --- ----- 
--- -------------- ---------- ----- -- ------ ----------- -------- ------------ --------------------- ----- ---------- ------ ---- 
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4. Comparison Information (similarities and differences) to applicant's legally marketed predicate device
include labeling, intended use, physical characteristics, and materials.

Labeling: The labeling includes the following:
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The color at symbol labeling meets AAMI requirements. The expiration date is 12 months, which is
adequate based on the 17 month testing.

5. A Design Control Activities Summary which includes:

a) Identification of Risk Analysis method used to assess the impact of the modification on the device
and its components, and the results of the analysis:

----- --------- ------ ----- --------- ----- ----- ---------- ----------- ---------- ---- -------- ---- --- --------- 
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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

Testing includes: -------------- ----- -------- ---------- ------ --------- ------------- ----- ------------- 

----- ------ ----------- -------- --------- ---- --------- ---- ------------- ----- ------ ------ ------ ------ --- --- 
--------- ----- ------------- ---- ---- -- -------- ---------- ------- ---- ----- ----- ---- -------- ------- ---------- -- 
----- --------- ----- -- --------- 

----- ------------- -- -------- ------ -- ------------------ ---- ----- ---- ---------------- -------- ---- ----------------- 

c) A declaration of conformity with design controls. The declaration of conformity includes:

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, and

ii) 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.

These are signed.

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

These are enclosed.

Recommendation:

The labeling for this modified subject device has been reviewed to verify that the indication/intended use
for the device is unaffected by the modification. In addition, the submitter's description of the particular
modification(s) and the comparative information between the modified and unmodified devices
demonstrate that the fundamental scientific technology has not changed. The submitter has provided the
design control information as specified in The New 510(k) Paradigm and on this basis, the firm claims the
device to be substantially equivalent to the previously cleared device.

e r's Si~ re) (Date)
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: K071387 - Fresenius Naturalyte Dry Pack Bicarbonate Concentrate (Biosol
Powder Bicarbonate Concentrates) (K981043).

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

Special 510(k) Do Sections 1 and 2

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

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

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

Present Inadequate
or Missing

Cover letter, containing the elements listed on page 3-2 of the /
Premarket Notification [510)] Manual.
Table of Contents. V
Truthful and Accurate Statement. v
Device's Trade Name, Device's Classification Name and /
Establishment Registration Number.
Device Classification Regulation Number and Regulatory Status '
(Class I, Class II, Class III 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 the /
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. ,
Description of the device (or modification of the device) including .
diagrams, engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device. *
Compliance with performance standards. * [See Section 514 of the
Act and 21 CFR 807.87 (d).]
Class Ill Certification and Summary. ** n/a
Financial Certification or Disclosure Statement for 510(k) notifications n/a
with a clinical study. * [See 21 CFR 807.87 (i)]
510(k) Kit Certification *** n/a

· - May not be applicable for Special 510(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.
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Section 2: Required Eiements for a SPECIAL 510(k) submission:

Present Indqut
_________________________________________________or Missing

Name and 510O(k) number of the sponsor's own, unmodified predicate
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 VWere different,
device, as described in its labeling, are the same as the intended uses but are now
and indications for the sponsor's unmodified predicate device, corrected to the

same.
A statement that the modification has not altered the fundame-ntal
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 V
and validation activities were performed by the designated
individuals) 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.
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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
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 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.
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate or
______________________________________________ _________Missing

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

b)_ Sterilization and expiration dating information: n/a
i) sterilization process
ii) validation method of sterilization process ______________

iii) SAL
iv) oackaginga______

v) specify Pyrogen free
vi) ETO residues
vii) radiation dose

c)Software Documentation:

Items with checks in the "Present but Deficient" column require additional information from the
sponsor. Items with checks in the "Missing" column must be submitted before substantive review
of the document.

Passed Screening: '1 YES

Reviewer:

Concurreri y Revi IK/Branch

Date: 6/8107

The deficiencies identified above 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 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 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.htmI
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VL
Fresenius Medical Care

Indications for Use Statement

Device Name:

Fresenius Naturalyte® Granuflo® Dry Acid Concentrate

Indications for Use:

The Fresenius Naturalyte® Granuflo0D Dry Acid Concentrate is indicated in the treatment of acute and
chronic renal failure during the hemodialysis procedure. This concentrate is formulated to be used
with a three-stream hemodialysis machinc which is calibrated for acid and bicarbonate concentrates

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(Per21 CFR801.109)

Fresenius Medical Care North America

[7
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5 10(k) Number (if known): KI /04 3
Device Name: Di qz4.SFM AC-IDCCIac ytpfs t~,QuOi ' PCVtoe~

Indications For Use:

THis ¢orjce-',r-tr=. i..s Fc;,U't cw, hvur -O rc, astS:::, wkTn
A~ T-iH-Eer Stet&Yi$AC I 0 YCL-jS.,I rv\"ACMttWG UX-t-4 % C t- k 'S

QI~c~f~ r-O F'c, era, f~~ .,0(\ ,",,-.rc Cor Ce't.rn2r'e'q-~.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use(Per 21 CFR 80I.109)

(Optional Format 1-2-96)
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510(k) Number (if known): K'I g j 0j 3

Device Name: Th1ALHSATe l~CbW6:NRY (x gTE~ ( QUqL*I2 4 Th6 , as')

Indications For Use:
Teivs) cjo~ct-aa- rc,---n j5 FAvxu frtnTo SJO LA-~T-h
A ThC.E_ S.e.~-nx, ¥'S"CflIALj-,>s '',,a-i -,.E £tyt--(¢t IS

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

Concurrence of CDRH, Office ofDevice Evaluation (ODE)

Prescription Use OR Over-The-Counter Use(Per 21 CFR 801.109)

(Optional Format 1-2-96)
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510(k) Number (if known): W-KI1o4 3
Device Narne: bALHL4SITCn flCCTrrc9 ciTEO

Indications For Use:

'hs CC)fLjc Yvf~SrE VS R(-'V~v.rf .7 J3l6c LCVC

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use(Per 21 CFR 801.109)

(Optional Format 1-2-96)

1\, 0 O
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Fresenius Medical Care

Indications for Use

510(k) Number (if known): __K071387_____

Device Name:

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrates, 4000 Series.

Indications for Use:

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated far acid and bicarbonate concentrates

Prescription Use AND/OR Over-The-Counter Use ___

(Part 21 CFR 801I Subpart D) AN/R(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 _

(P os/edNovember 13, 2003)

Fresenius Medical Care North America
Co~rporate Headquarters: 920 Winter Street Waltham, MA 02451 (70,1)609919000

2-1
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Fresenius Medical Care

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate
"Special" 510(k) Premarket Notification

510(k) Summary

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: June 14, 2007

B. Device Name:

Trade Name: Naturalyte®D Sodium Bicarbonate Liquid
Concentrate

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

Classification Name: Hemodialysis systems and accessories

FOI - Page 131 of 134



V t
Fresenius Medical Care

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate
"Special" 510(k) Premarket Notification

510(k) Summary

C. Predicate Device Name:

The Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate is a modified
version of the Fresenius Biosol Powder Bicarbonate Concentrate

#K981043 (5/26/1998)

D. Device Description/indications for Use:

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

Intended Use

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates

E. Substantial Equivalence:

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

YES - The Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate is 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 device is equivalent to the unmodified
device.

Fresenius modified Fresenius Naturalyte® Sodium Bicarbonate Liquid
Concentrates - Intended Use

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates

Fresenius unmodified Biosol Powder Bicarbonate Concentrate -
Intended Use

This concentrate is formulated to be used with a three steam hemodialysis
machine which is calibrated for acid and bicarbonate concentrates

45
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Fresenius Medical Care

Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrate
"Special" 510(k) Premarket Notification

510(k) Summary

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

NO - The Fresenius Naturalyte® Sodium Bicarbonate Liquid Concentrates is a
modified versions of the Biosol Powder Bicarbonate 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®
Sodium Bicarbonate Liquid Concentrate and demonstrates that it is substantially
equivalent to the unmodified devices.

F. Safety Summary

The Fresenius modified Naturalyte® Sodium Bicarbonate Liquid Concentrate is
substantially equivalent in chemical formulation, chemical composition, and
intended use to the commercially available Biosol Powder Bicarbonate
Concentrates currently distributed as Fresenius Naturalyte®D Dry Pack Bicarbonate
Concentrates. In addition, testing of the modified device indicates that the
formulations are safe and effective for its intended use.

G. General Safety and Effectiveness Concerns

The Fresenius modified Naturalyte® Sodium Bicarbonate Liquid Concentrates are
to be used with a three-stream proportioning systems when calibrated to specified
proportions depending on the series and mixed with water that meet ANSI/AAMI RD
62.. Use with other equipment or without associated bicarbonate concentrate may
cause patient injury or death. Not for Parenteral Use.

21q
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared toA
Marketed Dev

0?
Descriptive Information Does New Device Ha e Same NO Do the Differences Alter the Intended Not Substantially

about New or Marketed Indication Statemel E, Therapeutic/Diagnostic/etc. Effect YES Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on

YES Safety and Effetiverhess)?

New Device Has Same Int ed NO
Use and May be"Substantially quivalent" .N D Hs

New Device Has O0
New Intended Use

Does New Device Have Sam (
Technological Characteristics NO Could the New
e g Design, Materials, etc.? ' Characteristics Do the New Characteristics

YES Affect Safety or.-* RaiseNewTypes ofSafety YES .g
Effectiv)eness? or Effectiveness Questions?

NO Are the Descriptive NO
Characteristics Precise I nough NO

to Ensure Equivalenc I .

NO G I
Are Performance Data Do Accepted Scientific

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

the New Characteristics?
YES

1 YES

performance Are Performance Data Availahle NO
Data Required To Assess Effeets of New

Characteristics? ***

,YES

Performance Data Demonstrate Performance Data Demonstrate
Equivalence? Equivalence?

YES NO

To Q Determilnation TO

510(k) Submissions comrpare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and "predicate" (preAmendments or reclassified post-An^endments) devices is unclear.

This decision is normally based on descriptive information alone, but limited testing information is sometimes tequired.

"' * Data maybe in thre 51 .0(k), other 5 10(k)s, the Center's classification files, or the literature.
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